
PROPOSAL FOR A DISABILITY COMPARATIVE 

EFFECTIVENESS RESEARCH PROGRAM  

 

Disability and Health Intervention Research Organizational Framework  

The ideal outcome for a comprehensive healthcare system is good health-related quality of life 

(HRQOL) for all participants.  Medical and Public Health research over the past 100 years has 

led to enormous gains in health-related quality of life around the world.   

For the 54 million Americans with disability, the gold standard of HRQOL is participation in 

community life.  The World Health Organization’s International Classification of Function, 

Disability, and Health (ICF) specifies this outcome as a result of an interaction between the 

individual with a disability and his or her environment.  Three practice disciplines with scientific 

foundations address the dimensions of the ICF, including medicine, rehabilitation, and health 

promotion.   Each addresses the individual and the environment at different levels.   

The figure below depicts a conceptual continuum of intervention research in disability and 

rehabilitation that encompasses interventions at both the individual and environmental levels.  It 

begins with acute medical services and shows linkages through rehabilitation to health promotion 

and quality of life.  Notice the areas of overlap where research may address questions that 

encompass both Acute Medical Care and Rehabilitation Treatments and Therapies. The model 

may be used to organize the development of comparative effectiveness research in disability and 

rehabilitation that leads to improved health-related quality of life.   
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Reading the diagram from left to right, medical research examines treatment of acute conditions. 

The outcome of these experimental medical procedures is a function of patient characteristics 

such as existing health condition and population characteristics (e.g., age, gender, race).  When 

medical interventions are 100% effective, individuals are returned to full health and pre-

intervention levels of participation and quality of life.  Of course, not all medical procedures lead 

to 100% recovery, or cure.   

The value of medical interventions is determined by the interaction of effect by cost.  For 

example, the cost-effectiveness of treating a broken leg is not debated as these treatments are 

nearly 100% effective and relatively inexpensive.  On the other hand, the cost of some late stage 

cancer treatment is debated.  These debates are often framed in terms of quality adjusted life 

years, a metric of life expectancy by expected quality.  However, use of this metric for medical 

procedures is flawed.  Future quality of life following an acute medical procedure is related to a 

variety of factors beyond the intervention itself.  These factors are addressed in the next two 

circles of the framework.   
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When medical outcomes do not lead to full recovery, rehabilitation interventions may be used to 

improve functional outcome for accessing the community.  These interventions range from 

increasing the function of particular body structures (e.g., vocal cords via speech therapy) 

through the use of assistive technology like wheelchairs.  Again, the outcome from rehabilitation 

procedures is considered a function of patient characteristics (i.e. impairment type and age).  

Disciplines involved in rehabilitation include medicine, psychology, physical and occupational 

therapy, social work, engineering, and speech. 

When rehabilitation outcomes are100% effective the patient has regained full function to 

participate in the community.  Using the best available rehabilitation technology, full function 

could be a common rehabilitation outcome.  However, like medical interventions, rehabilitation 

outcomes have a range of cost-effectiveness.  Often, the cost of providing assistive technology 

for accessing the environment is prohibitive.  This can be viewed as either a technological or an 

environmental problem.  Accessible environments require less expensive rehabilitation 

equipment for participation.  For example, the Ibot, an expensive wheelchair that can climb 

stairs, is unnecessary in ramp and lift equipped environments.  Likewise, adequately structured 

work environments require less job coaching for people with intellectual disabilities. 

The last block of the framework picks up where the previous two blocks end.  Ultimately, the 

translation of medical and rehabilitative procedures into health-related quality of life depends on 

the behavioral choices available to the individual.  These choices occur at the intersection of the 

individual in interaction with his or her environment; the richer and more accessible the 

environment, the greater the, opportunity to participate in community life.  Traditionally, health 

promotion interventions aim to reduce health risk factors and increase health protective factors to 

reduce morbidity and mortality.  When considering health-related quality of life outcomes for 

people with functional loss, health-related quality of life also must include features of the 

environment that facilitate or impede participation.  From this perspective, the absence of 

participation opportunities is a health risk factor. 

The outcomes of experimental health promotion interventions to increase health-related quality 

of life for people with functional loss result from the interaction of personal and environmental 

characteristics, an interaction effect exemplified by the International Classification of 

Functioning, Disability, and Health (WHO, 2001).  More importantly, in a comprehensive 
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healthcare system, health promotion engages medical and rehabilitation patients to maximize 

functional outcome via personal and environmental interventions.  For example, the symptom 

presentation from many chronic illnesses interrupts participation through both functional 

limitations due to untreatable symptoms and from the demands of rigorous medical and self-

management procedures.  For these individuals, health promotion supports self-management of 

the disease process as well as participation in community life.  Health-related quality of life and 

other factors associated with HRQOL also may be addressed by interventions that focus at the 

systems level, as well as the individual level.  For example, a health promotion intervention 

might target the establishment of programs or polices that increase the accessibility of the built 

environment (such as trails or public places) or address social environments (such as modifying 

negative attitudes).  

 

Three Categories of Recommended Disability Comparative Effectiveness 

Research: 

 

Category I:  Rehabilitation Therapies and Treatments 

Rehabilitation is a concept that has at its core, the promotion of the highest health, physical, 

psychologic, cognitive, vocational, educational, avocational, and social function possible 

consistent with the physiologic or anatomic impairment or environmental barriers for those with 

disabilities. There is a dynamic interplay among the many components of rehabilitation (e.g. 

medical and pharmacologic interventions, nursing, speech-language/occupational and physical 

therapies, education, orthotics and prosthetics, counseling, social service support, durable 

medical equipment, spiritual support, and vocational counseling), as the individual’s condition 

stabilizes and skills develop.  Realistic and practical goals are established, and usually change 

over the course of the disability evolution and the individual’s lifetime.  There may be a variety 

of sites of service and components of rehabilitation, based on medical and functional needs, 

which also change with time. 

Rehabilitation and disability research has expanded the measurement instruments used to 

identify impairment and function levels (e.g. classification of spinal cord injury [ASIA], NIH 

Stroke Scale); burden of care (e.g. functional independence measure [FIM]); barriers to 
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function, social interaction, or work involvement; and outcome measurements in the context of 

health, function, and societal participation.  It has also become clear that people with disabilities 

assess their health, quality of life, and satisfaction within a different context than do those 

without disabilities (Drum et al, 2008; Palsbo, 2007).    

Rehabilitation intervention research typically examines either very  broad (e.g. timing of 

rehabilitation initiation, care settings, organizational milieus, the full array of rehabilitation care) 

or very specific intervention strategies (e.g. constraint induced therapy, intrathecal baclofen 

pump medication delivery, body weight support therapy, use of floor reaction ankle foot 

orthoses, neuromuscular electrical stimulation). It is difficult to assess discreet interventions, 

their timing or dosing, when they are delivered within a multidisciplinary, comprehensive 

program.  However, efforts are now being made to examine individual services within the 

context of the full range of rehabilitation programs (LivnehH, 1989; DejongG et al, 2004).  Also 

medical informatics offers a means to assess the benefit of individual services within the context 

of a multiple service program through the analysis of very large databases. 

An area of rehabilitation intervention that is often overlooked is the dynamic rehabilitation 

medical demands in early or acute phases of disability onset or diagnosis, or in progressive or 

chronic conditions.  These interventions focus on optimizing physiologic function (e.g. treatment 

of evolving agitation after brain injury, management of changing spasticity and tone with 

cerebral palsy) and addressing ongoing co-morbidities (e.g. hypertension and diabetes 

management following stroke) and medical issues (e.g. infection, neurogenic bladder, nutritional 

management with dysphagia) while supporting participation in the function-restorative 

rehabilitation process.  People with lifelong disabilities should anticipate aging changes and 

susceptibility to secondary conditions, that may require acute and ongoing rehabilitation 

interventions. There are also transitions of care that require facilitation through the rehabilitation 

process.  Those with acute onset disabilities or adults with childhood onset disabilities require 

support, education, and empowerment to be able to effectively manage their care or to determine 

someone with capacity to partner in achieving ongoing care. 

Rehabilitation and disability science has established a sufficient core of knowledge during the 

past two decades, such that comparative effective research is now warranted. 
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Examples of suggested areas of CER are found in Appendix A. 

Category II:  Environmental Interventions: Assistive Devices and Technologies 

Examination of the effectiveness of environmental modifications or interventions is needed to 

improve the health, physical function and participation of people with disabilities. Categories of 

environmental interventions include but are not limited to provision of assistive technologies, 

personal assistants, home modifications and community access.  

The narrow focus on restorative rather than compensatory care is a well documented problem for 

people with chronic diseases and disabilities despite a growing consensus that the primary 

outcome measure of rehabilitation effectiveness is community participation. For millions of 

Americans with disabilities, assistive technologies (AT) are key environmental factors in helping 

them to return to or remain in their homes and communities. AT has been defined as “any item, 

piece of equipment, or product system whether acquired commercially or off the shelf, modified, 

or customized that is used to increase, maintain, or improve functional capabilities of people with 

disabilities” (Technology-Related Assistance for Individuals with Disabilities Act, 1988).  

Studies have found that provision of AT can enhance performance of self care activities, 

independent communication, work skills, mobility and community participation. However, 

comparative analyses of the differential effectiveness are limited since few currently used 

measurements assess AT use even for prevention of health conditions (e.g. skin ulcers, shoulder 

injuries, obesity, urinary tract infections, scoliosis).  

Studies of different approaches to the provision of AT that enhances performance (e.g. advanced 

communication devices, lightweight manual wheelchairs, multifunction power wheelchairs, 

pressure sensitive seating cushions and advanced prosthetics) could provide guidance on the 

most effective approach to enabling people with significant disabilities to live in their homes and 

communities instead of in costly nursing homes. Advanced AT may help to reduce secondary 

conditions, improve the rate of people who return to work and allow people to remain in their 

homes. Assistive technology holds promise as a means of improving self-care and may reduce 

the need for both paid and unpaid help.  

Examples of suggested areas of research for Category II are found in Appendix B.  

Category III:  Health Promotion and Wellness Interventions for People with Disabilities 
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It is only within the last decade or so that contemporary public health efforts such as the 

International Classification of Functioning, Disability and Health (WHO 2001) and the Surgeon 

General’s Call to Action to Improve the Health and Wellness of Persons with Disabilities 

(USDHHS 2005) have resulted in broader recognition that disability is not equivalent to ill 

health and that people can experience disability and good quality health.  Traditionally, public 

health approaches measure health outcomes in terms of reducing cases and symptoms of disease 

(reducing morbidity rates) and avoiding early deaths (reducing mortality rates).  For example, 

children born with genetic or congenital anomalies and adults acquiring disabilities through 

injury or chronic disease are tallied within a morbidity count.  Health promotion in this context 

focuses on primary prevention and views disability as incompatible with health and the ability to 

achieve health.     

 

What is health promotion and does it differ in the context of disability?  Last (2007, p. 159) 

defines health promotion as "The policies and processes that enable people to increase control 

over and improve their health.  These address the needs of the population as a whole in the 

context of their daily lives, rather than focusing on people at risk for specific diseases, and are 

directed toward action on the determinants or causes of health."  According to the Ottawa 

Charter for Health Promotion (World Health Organization, 1986), health promotion is the 

process of enabling people to increase control over, and to improve, their health.  As adopted by 

the (American Journal of Health Promotion (1989),"Health promotion is the science and art of 

helping people change their lifestyle to move toward a state of optimal health.  Optimal health is 

defined as a balance of physical, emotional, social, spiritual, and intellectual health.  Lifestyle 

change can be facilitated through a combination of efforts to enhance awareness, change 

behavior and create environments that support good health practices.  Of the three, supportive 

environments will probably have the greatest impact in producing lasting change."   

 

These contemporary definitions of health promotion seem to have been developed precisely for 

people with disabilities rather than as a means of excluding them.  Compared to the general 

population, people with disabilities experience important health differences such as lower levels 

of general health, higher levels of unmet health care needs, lower levels of preventive services, 
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and higher levels of preventable secondary conditions, chronic conditions, and early mortality.  

There are also recognized differences in health behaviors, including higher rates of cigarette 

smoking and lower participation in physical activity and exercise than the general adult 

population.  It is also evident that the social determinants of health differentially impact people 

with disabilities, including socioeconomic determinants (e.g., education, income, and 

employment); psychosocial determinants (e.g., stress, social isolation, and level of control); and 

community and societal determinants (e.g., social support, community participation, and income 

inequality). 

 

The challenge for health promotion in the context of people borne with or who acquire 

disabilities is to develop a better understanding of the reasons why people with disabilities 

experience health differences and to develop individual, systems, and policy level interventions 

that are effective in addressing the determinants of health. 

Examples of suggested studies under Category III are found in Appendix C. 
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APPENDIX A 

Examples of CER in the area of Rehabilitation Therapies and 
Treatments 
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Attention Deficits in TBI:  Methylphenidate vs. Attention Process 
Training 

Nature of Problem or Research Question: Attention deficits are common after TBI across the 
spectrum of severity. There have been several behavioral/experiential approaches taken to 
attention retraining, and there has been considerable pharmacologic research. However, the 
multifaceted nature of attention and attention deficits and the small sizes of the studies conducted 
to date make it difficult to assess the differential effects of these approaches or the wisdom of 
combining them. 

Impact/Utilization: Subtle attention deficits are among the most frequent complaints after mild 
TBI, and clinically obvious attention deficits are characteristic in moderate to severe injury. The 
most clearly described problems are slowness of information processing, difficulty with divided 
attention, and difficulty in maintaining attention to task in ongoing performance environments 
such as work. 

Nominated Intervention (1): Methylphenidate 

Summary of Research Findings to date: Methylphenidate is, of course, the leading agent for 
treatment of Attention Deficit (Hyperactivity) Disorder, and its benefit in that setting has been 
repeatedly replicated. The literature in TBI is smaller, with no large multicenter parallel group 
trials conducted to date. However, there have been several small but well controlled studies by 
Whyte, et al, and Willmott et al, with very consistent findings of efficacy in particular 
subdomains. In particular, speed of processing, caregiver ratings of attentiveness, and individual 
work productivity,  have been seen to respond to drug in these studies. 

Nominated Intervention (2): Attention Process Training 

Summary of Research Findings to date: Attention Process Training is the most well described 
and extensively studied behavioral/experiential treatment of attention deficits after TBI. 
Developed by Sohlberg and Mateer and distilled into a treatment manual, the treatment focuses 
on exercises that “stress” specific attentional domains, but also includes a considerable amount 
of “metacognitive coaching” from the therapist to help the patient identify situations that are 
susceptible to attentional lapses and strategic compensations to be employed. APT has been 
evaluated in several pre-post designs, and impact appears to be less when compared to an 
untreated control group. However, there do appear to be process-specific benefits. That is, APT 
appears to have greater impact on strategic aspects of “Executive Attention” than simple 
vigilance or processing speed domains. 

In summary, there is moderately strong support for both forms of attention treatment, but a 
suggestion that their primary impacts may appear in different facets of the complex array of 
attentional functions. Ultimate clinical recommendations, therefore, may be in the form of 
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defining which outcomes are most powerfully affected by which treatment in which patient 
subgroups. 

Proposed Study Design: 

 Design: Parallel 3-group design with an APT group, a medication group, and a combined 
medication and APT group. Further discussion is needed regarding the control condition(s). It 
would be very difficult and expensive to create a “sham APT” treatment, since the treatment 
would need to be plausible to patients and therapists, distilled into a manual, and yet unlikely to 
have positive effects on attentional function. The best compromise may be to use placebo and 
active methylphenidate, but to have “open-label” APT. 

 Sample (include target disability group, age group) Adults with self-reported or clinician-
reported attention deficits and a history of moderate to severe TBI . 

 Inclusion/Exclusion: Individuals with moderate to severe TBI > 6 months post-injury 
with persistent complaints related to attention. Individuals would be excluded for significant 
cardiac disease or uncontrolled hypertension that would make treatment with methylphenidate 
unwise, for a history of stimulant abuse, for concurrent treatment with drugs that would 
antagonize the effects of methylphenidate or make its administration unsafe, for language 
comprehension deficits that would preclude active participation in APT, for severe memory 
impairment that precludes retention of learned strategies, or for severe behavior problems that 
prevent participation in treatment. 

 Timeline: Depends on how many centers included. Subjects would be treated in 8 week 
blocks, but would have an additional follow up assessment at 12 weeks (i.e., 1 month follow up). 

 Data Collection Plan Anticipated: Subjects screened and enrolled in 8-week program. 
APT program delivered in 2-hour blocks 3X/week in an outpatient setting. Methylphenidate 
given at dose of .3 mg/kg BID. Baseline assessment conducted with a neuropsychological test 
battery of attention and speed of processing measures, as well as observational rating scales 
(Rating Scale of Attentional Behavior, Moss Attention Rating Scale, and the Cognitive Failures 
Questionnaire). Follow up at 4 weeks, 8 weeks, and 12 weeks (4 weeks after completing 
treatment). 

 Data Analysis Plan Anticipated: Primary outcome would be a composite score (average 
of ranks across measures or average of z scores across meausures) based on the attentional rating 
scales, since these ratings bear the strongest relationship to real-world benefits. This would be 
Kruskal-Wallis comparison of the 3 treatment groups. Secondary analyses would involve 
assessment of treatment effects and effect sizes in each of the neuropsychological measures, as 
well as drop outs and adverse events, with particular attention to the possibility of differential 
domains of maximal treatment response for the 2 treatments. Specifically, we would predict that 
the drug may produce greater effects on speed of processing, whereas the APT may produce 
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greater benefits in executive attention measures and specific improvement on the Cognitive 
Failures Questionnaire. 

Feasibility Assessment: 

 Threats to Implementation: subject recruitment, hiring and/or training therapists to 
deliver the APT. 

 Threats to study completion: subject recruitment 

Potential Threats to Generalizability: exclusion of patients on many medications, patients with 
coexisting impairments. 
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Comparison of Compensatory and Restorative Remediation for 
Attention Deficits after Traumatic Brain Injury 

 

Impact/Utilization: The proposed research will evaluate interventions derived from two 
different theoretical models proposed to underly the rehabilitation of cognitive impairments after 
TBI. The research will impact the field on several levels: (1) comparison of theoretical models of 
improvement based on either compensation / adaptation to deficits vs. neuroplasticity / 
restoration of function. (2) comparison of different instructional components based on increasing 
metacognitive regulation and strategy use through distributed learning and error management, 
versus reliance on massed practice and errorless learning. (3) comparison of different service 
models, requiring specialty trained therapists versus automated, computerized interventions with 
minimal therapist involvement. The study will have implications for understanding the 
mechanisms of action of treatment as well as practical issues related to portability and service 
delivery. 

Nominated Intervention (1): Compensatory attention and metacognitive strategy training. 

Summary of Research Findings to date: A combination of direct attention training and 
metacognitive training to develop compensatory strategies for attention deficits after traumatic 
brain injury (TBI)  is currently considered a “practice standard” within the field of cognitive 
rehabilitation. Sohlberg et al 1 used a crossover design to compare the effectiveness of “attention 
process training” (APT) brain injury education and support for 14 patients with acquired brain 
injury.  Self-reported changes in attention and memory functioning as well as improvement on 
neuropsychological measures of attention-executive functioning were greater following APT 
than following therapeutic support. Another RCT 2 investigated the effectiveness of APT and 
cognitive-behavioral psychotherapy for participants with persisting complaints after mild or 
moderate TBI. Participants in the active treatment group demonstrated improved performance on 
a measure of complex attention and reduced emotional distress compared with the no-treatment 
control group, although there was no effect of treatment on community integration. Another RCT 
3 taught 22 patients with severe TBI to compensate for slowed information processing and the 
experience of “information overload” in daily tasks.  Participants were randomly assigned to 
receive either “Time Pressure Management” (TPM) or an alternative treatment of generic 
“concentration” training. Participants receiving TPM showed significantly greater use of self-
management strategies and greater improvement of attention and memory functioning compared 
with participants who received the alternative treatment. Several observational studies have 
reported success in the use of interventions developed to address the central executive 
component (CE) of working memory. 4, 5  Both of these latter studies emphasize the development 
of compensatory strategies to manage processing demands, and training in the application of this 
intervention approach to participants everyday functioning. Thus, although the precise nature of 
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the interventions in all of these studies differ, they share a common emphasis on the combination 
of direct attention training and metacognitive training, and the development of strategies to 
compensate for residual cognitive deficits (“strategy training”) rather than attempting to directly 
restore the underlying impaired function (“restorative training”).  

Nominated Intervention (2): Computerized, restorative attaining training. 

Summary of Research Findings to date: There is an emerging science and body of evidence 
documenting neuroplasticity in the adult brain, and a corresponding interest in developing  and 
evaluating cognitive interventions that promote neuroplasticity as a means of restoring function. 
One small RCT developed also interventions based on the central executive operations of 
working memory, and compared this with a general stimulation approach. 6  Improvements in 
cognitive functions dependent on the CE as well as reduced cognitive symptoms were noted after 
CE training but not general stimulation. These gains were attributed to the effects of “massive 
practice” on CE tasks and the recovery of the underlying attentional functions, which then 
generalized to related cognitive operations and daily functioning. Another RCT used  automated,  
computerized training on various working memory tasks to treat the cognitive deficits of 18 
adults after stroke. 7 The intervention was based on intense, systematic practice  with minimal 
therapist involvement, 8 under the assumption that the training leads to increased cortical 
activation and restoration of the underlying function. 9 This study again demonstrated gains on 
several measures of working memory as well as a reduction in cognitive symptoms. 

Proposed Study Design: 

 Design: RCT 

 Sample (include target disability group, age group) Adults with TBI, 18 to 60 years old, 
minimum 6 months post injury 

 Inclusion/Exclusion: will include formal assessment of pre-treatment cognitive 
functioning. Treatment compliance will be assessed as a study variable. 

 Timeline. 8 week intervention period with 3 month follow-up.  

 Data Collection Plan Anticipated. Pre-post and follow-up testing of cognitive functioning 
to include working memory storage and working memory manipulation tasks; other attention, 
memory and executive tasks; subjective complaints. Potential for subset of participants to be 
evaluated with fMRI. 

 Data Analysis Plan Anticipated. Mixed model MANOVA 

Feasibility Assessment: 

 Threats to Implementation. Recruitment of appropriate subjects; ability to control for 
other simultaneous treatments received. 
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 Threats to study completion. Recruitment and retention of subjects 

Potential Threats to Generalizability: Intervention arms may be conducted within specialized 
rehabilitation research centers. 
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Comparative Effectiveness Research Proposal for Autism 
Interventions 

Nature of Problem or Research Question 

There is empirical support demonstrating the efficacy of a range of approaches for enhancing the 
communication skills of individuals with autism spectrum disorders (ASD) (Dawson & 
Osterling, 1997; NRC, 2001; Prizant & Wetherby, 1998; Rogers, 1998). However, there are no 
large-scale studies directly comparing the effectiveness of different approaches using randomly 
assigned, matched control samples with sufficient sample sizes and adequate statistical power. 
Therefore, evidence that any one approach is more effective than another approach is not 
available to date. The proposed research question offers a comparison of different intervention 
approaches and suggests outcome measures that are ecologically valid. Specifically, they 
measure meaningful changes within natural learning environments and across natural 
communication partners and address the core deficits of autism—communication and social 
interaction (National Research Council, 2001): 

Compare the effectiveness of social interaction approaches versus highly structured 
behavioral approaches on the verbal, social and nonverbal functional 
communication skills of preschool children with autism spectrum disorders, in 
terms of (a) gains made in the frequency of self-initiated spontaneous 
communication during functional activities and (b) the generalization of gains made 
across activities, interactants, and environments.  

Impact/Utilization 

Comparative effective research should deepen our understanding of the types of intervention 
approaches that provide the most meaningful communication and social interaction outcomes for 
with young children with autism.  Given that the core features of ASD revolve around social 
communication and language use, the field of speech-language pathology has much to contribute 
to future research evaluating the comparative effectiveness of approaches to treating social, 
communication, and cognitive impairments in ASD.   

Nominated Intervention 

There are many different intervention approaches that have been used for individuals with ASD. 
Programs differ in how goals are prioritized and the techniques used to target goals. Some 
programs rely heavily on singular strategies, while others are more comprehensive or eclectic. 
Most important is how the environment and instructional strategies support individualized goals 
and objectives for the individual with ASD and his or her family and other communication 
partners (NRC, 2001). 
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The major approaches currently in use are highly structured behavioral approaches (e.g., Applied 
Behavioral Analysis approaches) and more social interactive developmental approaches, such as  
(e.g., Social Communication Emotional Regulation Transactional Supports  (SCERTS) and 
Developmental, Individual Differences, Relationship Based approach (DIR). 

Summary of Research Findings to Date 

Massed discrete trial methods, based on the theory of applied behavioral analysis (ABA) have 
been used with children with autism to teach verbal behavior (Lovaas, 1987; see summary by 
Koegel, 1995). Applied behavior intervention is intensive, with 30 to 40 hours of one-on-one 
intervention recommended on a weekly basis. Recently, a systematic review of the efficacy of 
applied behavior intervention was conducted with preschool children (18 months to 6 years) with 
autism. Outcome measures were cognition, language, and adaptive behavior (Spreckey & Boyd, 
2009). Four studies had adequate data and were of sufficient quality to be included in a meta-
analysis. Results of the meta-analysis did not demonstrate significant improvements in any of the 
outcome measures compared to other interventions for preschool children with autism. A clear 
need for more controlled clinical trials with additional outcomes (e.g., addressing family 
functioning) was demonstrated.  

A major limitation of a discrete trial approach for language acquisition is the lack of spontaneity 
and generalization. More contemporary behavioral approaches use more naturalistic teaching 
methods for teaching speech, language, and communication, such as  natural language paradigm 
(R. L. Koegel, O'Dell, & Koegel, 1987), incidental teaching (Hart, 1985; McGee, Krantz, & 
McClannahan, 1985; McGee, Morrier, & Daly, 1999), time delay and milieu intervention 
(Charlop, Schreibman, & Thibodeau, 1985; Charlop & Trasowech, 1991; Hwang & Hughes, 
2000b; Kaiser, 1993; Kaiser, Yoder, & Keetz, 1992),  and pivotal response training (L. K. 
Koegel, 1995; R. L. Koegel, Camarata, Koegel, Ben-Tall, & Smith, 1998; Whalon & 
Schreibman, 2003).  

There are only a few studies, all using single-subject design, that have compared traditional 
discrete trial with naturalistic behavioral approaches. These studies have reported that naturalistic 
approaches are more effective at leading to generalization of language gains to natural contexts 
(R. L. Koegel et al., 1998; R. L. Koegel, Koegel, & Surratt, 1992; McGee et al., 1985).  

Other intervention approaches also incorporate naturalistic behavior approaches and are more 
comprehensive and are consistent with a social interactive and developmental approach to 
intervention: Social Communication Emotional Regulation Transactional Supports 
comprehensive educational model for children with ASD (Prizant, Wetherby, Rubin, Laurent, & 
Rydell, 2003, 2006) and Developmental, Individual Differences, Relationship Based approach 
(DIR). Although the empirical support for developmental approaches is more limited than for 
behavioral approaches, there are a growing number of research studies that provide support for 
using developmental strategies (Aldred, Green, & Adams, 2004; Hwang & Hughes, 2000b; 
Lewy & Dawson, 1992; Mahoney & Perales, 2005; Rogers & DiLalla, 1991; Rogers & Lewis, 
1989), and there are many case studies, with Greenspan and Wieder (1997) being the largest case 
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review. Developmental approaches share many components of contemporary naturalistic 
behavioral approaches and are compatible along most dimensions (Prizant & Wetherby, 1998). 

Proposed Study Designs 

 Single-subject cross-over designs to further investigate efficacy in specific 
populations not previously studied* 

 Group designs comparing these approaches to further investigate generalization in 
specific populations not previously studied 

 Random assignment, matched control samples, double-blind clinical trial 

*Single-subject designs may be provide evidence of efficacy or effectiveness through multiple 
replications (Odom, Brown, Frey, Karasu, Smith-Canter, & Strain, 2003). 

Inclusion Criteria  
Preschool children with ASD 

Exclusion Criteria 
Preschool children with ASD with significant intellectual/cognitive challenges 

Timeline 
Two-to-Five years 

Feasibility Assessment 
The literature already contains investigations attesting to feasibility but further feasibility efforts 
may be needed for some sub-groups of pre-school children with autism. 

Threats to implementation 
Ensuring treatment fidelity (as well as collecting data to evaluate treatment fidelity) 

Threats to study completion 
Recruitment and retention of subjects 
Requires agreement to participate by parents.  Requires randomization to different treatment 
approaches.  

Potential Threats to Generalization 
Heterogeneity of population 
May not generalize to older population 
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Comparative Effectiveness Research Proposal for Oropharyngeal 
Dysphagia 

Nature of Problem or Research Question 

Many patients with neurological conditions experience dysphagia as a result of neurologic 
illnesses or injuries such as traumatic brain injury, stroke or Parkinson’s disease [1-3]. Speech-
language pathologists (SLPs) trained in dysphagia management play an integral role in the 
evaluation and treatment of swallowing disorders for adults with neurologically induced 
dysphagia. The type of treatments provided by SLPs to improve swallowing function depends on 
the cause, type and severity of dysphagia as well as other factors such as the extent to which the 
patient can attend, follow directions, and comply with the SLPs instructions, especially when 
eating alone. Evidence concerning the efficacy of behavioral treatment approaches for 
individuals with neurologically-induced dysphagia is accumulating but much more research is 
needed to determine the best interventions for each of the various patient groups as determined 
by the etiology, dysphagia symptoms, and other case mix factors. Although at present, there are a 
limited number of studies, there is some positive evidence for the efficacy of these treatments on 
various swallowing outcomes. Treatment to improve disordered oropharyngeal deglutition has 
traditionally centered on behavioral interventions, with the intended purpose of facilitating safe 
and efficient oral feeding. Behavioral therapeutic approaches have been used clinically by SLPs 
trained in dysphagia management [4] for over 20 years and include posturing of the head and 
neck, physical maneuvers altering oral and pharyngeal physiology, tactile, thermal and electrical 
stimulation, oral and facial exercises, and diet modifications [5]. The goal of postural treatments 
is to alter the flow of the bolus by repositioning the body, head and/or neck prior to the onset of 
the pharyngeal phase of the swallow, with maintenance of the position until the swallow was 
completed. Postures included the side lying posture, chin tuck, or neck flexion posture, and the 
head rotation posture. Maneuvers were defined as volitional movement of the oral, pharyngeal, 
or laryngeal structures before or during the pharyngeal phase of the swallow that are intended to 
increase swallow force, or alter airway protection mechanisms. Maneuvers included in the 
present proposal include the effortful swallow maneuver, the Mendelsohn maneuver, supraglottic 
maneuver, and the super supraglottic maneuver. In constructing the clinical questions, various 
outcomes should be considered. Outcomes can be classified in terms of effects on swallow 
physiology (e.g. timing, efficiency, pressure and elimination of aspiration); functional swallow 
ability (e.g. oral feeding and quality of life); and health outcomes (e.g., weight and nutritional 
status, and the incidence of adverse outcomes such as aspiration pneumonia and 
immunocompromised health conditions).  

To date, there have been a number of published guidelines and evidence-based systematic 
reviews (EBSRs) focusing on dysphagia within various populations and treatment settings [6-9]. 
The seven behavioral treatments being proposed as the focus of this comparative effectiveness 
proposal are three postural interventions (side lying, chin tuck and head rotation) and four 
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swallowing maneuvers (effortful swallow, Mendelsohn maneuver, supraglottic swallow and 
super supraglottic swallow).  

The specific question to be addressed is:  

For patients with neurological disorders and evidence of oropharyngeal dysphagia, what is 
the comparative effectiveness of postural techniques (i.e. the side lying posture, chin tuck, 
or neck flexion posture, and the head rotation posture) versus volitional swallowing 
maneuvers  (i.e., effortful swallow, the Mendelsohn maneuver, supraglottic swallow or 
super supraglottic swallow) as delivered by SLPs trained in dysphagia management on 
swallowing physiology,  functional swallow ability, and health outcomes?  

Impact/Utilization 

Common etiologies of dysphagia include cerebrovascular accidents (CVAs), traumatic brain 
injuries and degenerative neurological diseases.  These conditions often cause oropharyngeal 
dysphagia and can lead to serious and life threatening consequences such as aspiration 
pneumonia, malnutrition and immunocompromised health. Data from the Agency of Health Care 
Policy and Research (1999) report an estimated 300,000 to 600,000 individuals each year 
exhibited some form of dysphagia as a result of neurological illnesses or injuries [1]. Kuhlemeier 
[11] reports that dysphagia is a frequent complication of cerebrovascular accidents. An incidence 
rate of 37% to 78% has been reported for this population [12]. Moreover, findings from the 
American Speech-Language-Hearing Association’s (ASHA’s) National Outcomes Measurement 
System (NOMS) indicate swallowing as the most commonly treated disorder for individuals with 
neurological diagnoses [13]. NOMS data reveal that 47.6% of patients receiving SLP 
intervention in healthcare settings are being treated for dysphagia secondary to neurological 
diagnoses; the majority of whom (66.8%) make measurable functional progress in swallowing 
ability after receiving SLP services [2]. The primary aim of SLP intervention is to reduce the risk 
of aspiration and improve swallow function for safe and efficient oral intake [14]. To do this, 
SLPs employ a number of behavioral therapeutic approaches, including the use of compensatory 
swallowing postures and/or swallowing maneuvers.  Increasing our knowledge concerning what 
works best for whom is much needed to reduce the incidence of avoidable adverse effects 
associated with oropharyngeal dysphagia secondary to neurological conditions. 

Nominated Interventions 

Postural techniques 

 side lying posture, chin tuck, or neck flexion posture, and the head rotation 
posture  

Volitional swallowing maneuvers   
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 effortful swallow, the Mendelsohn maneuver, supraglottic swallow or super 
supraglottic swallow 

Summary of Research Findings to Date 

According to the five-phase model of investigating clinical outcomes for behavioral 
interventions developed by Robey [15] prior to introducing interventions as treatments for 
specific patient groups, it is necessary to establish the existence of an intervention effect, and 
determine if that effect is sufficient to warrant further testing. Establishing such an effect in the 
case of oropharyngeal dysphagia begins with defining the physiologic changes that occur during 
the treatment; this identifies the ability of the treatment to modify function, and establishes a 
knowledge base from which to formulate hypotheses regarding the potential effects the treatment 
may have on specific types of disorders. Physiologic changes can include changes in oral or 
pharyngeal pressures, duration and timing of swallow events, structural movement or 
displacement, and muscle activation.  

A systematic search conducted by the National Center for Evidence-based Practice at the 
American Speech-Language-Hearing Association of the peer-reviewed literature published 
between 1985 and 2008 yielded 17 studies which met predetermined inclusion criteria (cite 
article in press). Of those studies, five examined postural techniques [16,17,18,19,20] and 13 
examined swallow maneuvers [16,18-32]. Five studies provided data to address swallowing 
postures. Of those, three studies investigated the chin tuck [20, 22,23] and two examined the use 
of head rotation [18,19]. Thirteen studies provided data addressing swallowing maneuvers with 
the majority (62%, 8 of 13) investigating the effortful swallow intervention [22,25-28,30-32]. 
Three studies examined the Mendelsohn maneuver [21,24,29], three examined the supraglottic 
swallow [21,22,33], and three examined the super supraglottic swallow [20,21,33]. Physiologic 
variables which were addressed by these studies fell into one of four categories, including oral or 
pharyngeal pressures, duration and timing of swallow events, structural movement or 
displacement, and muscle activation. The body of literature included in this systematic review 
collectively indicates that there is physiologic evidence to support existing hypotheses regarding 
the role of behavioral interventions in treating specific aspects of oropharyngeal dysphagia. 

Proposed Study Designs 

 Single-subject cross-over designs to further investigate efficacy in specific 
populations not previously studied 

 Group designs comparing these approaches to further investigate generalization in 
specific populations not previously studied 

 Random assignment, matched control samples, double-blind clinical trial 

Inclusion/Exclusion 
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Inclusion criteria: Patients with a diagnosis of oropharyngeal dysphagia secondary to a 
neurological condition.  
Exclusion criteria: Patients with moderate or severe cognitive impairments affecting 
compliance. 

Timeline 
Two-to-Five years 

Feasibility Assessment 
The literature already contains investigations attesting to feasibility, but as not all settings and 
populations are represented, further feasibility study may be warranted. 

Threats to implementation  
Maintaining double-blinding 
Ensuring treatment fidelity (as well as collecting data to evaluate treatment fidelity) 

Threats to study completion 
Recruitment and retention of subjects 

Potential Threats to Generalization 
Heterogeneity of population (even within a given diagnosis) 
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Comparing Physical Therapy Interventions for Treating Chronic 
Pain Among People with Disabilities 

Nature of Problem or Research Question: 

Chronic pain is consistently listed among the most common secondary conditions 
reported by people with mobility impairments (1-3).  While treatment of pain conditions has a 
strong evidence base, there has been little comparative effectiveness research on evidence-based 
treatments for people with disabilities.  One of the key strategies for treating chronic pain is 
physical therapy; however, long-term maintenance of chronic pain requires ongoing physical 
activity (4).  This study will examine the incremental cost-effectiveness of providing regular 
physical activity following standard physical therapy to manage pain reported by individuals 
with mobility impairments. 

Impact/Utilization:  Study results will help to determine the value of providing access to regular 
physical activity services for people with mobility impairments. 

 Nominated Intervention (1):  Physical Therapy 

Physical Therapy including modalities such as ultrasound, heating and icing, massage and 
physical activity are standard components of pain management (4)(5).   

Summary of Research Findings to date:   

Physical therapy has consistently shown effectiveness in reducing pain (6, 7) across health 
conditions.   

Nominated Intervention (2):  Physical Therapy supplemented with physical activity.   

Summary of Research Findings to Date:  Clinical practice (8), correlational studies (9) and 
intervention trials all support the efficacy of physical activity (10, 11) for managing chronic pain 
among people with diverse health conditions. 

Proposed Study Design:  A multi site randomized controlled trial with repeated measures.  
Subjects will be randomly assigned to either physical therapy alone or physical therapy with a 
supplemental physical activity program.   

Sample: People with disabilities ages 18-70  

Exclusion:  People with co morbid psychiatric conditions other than depression. 

Timeline:  2- year cost-effectiveness study with 6-months post-intervention follow-up 
data collected. 
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Data Collection Plan:  Self-report staggered baseline design with pre-, post-, and 6-
month follow-up. 

Data Analysis Plan Anticipated:  Repeated measures analysis of variance  

Feasibility Assessment:  Threats to Implementation  - Effective randomization and subject 
recruitment.  Threats to study completion- subject attrition. 

Potential Threats to Generalizability:  Treatment protocols will be controlled for the study to 
detect any incremental effectiveness of proving physical activity.  Hence, the degree to which the 
model reflects actual clinical practice will affect generalization of results.   
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Comparison of the outcomes and length of speech-language 
pathology services when benchmarked NOMS data or 

individualized estimates are applied to care planning 
 Interventions compared:  The study compares the services needed and outcome achieved for 
Medicare beneficiaries when a speech-language pathologist plans goals and amount of services 
while using, or not using, the American Speech-Language Hearing Association’s (ASHA) 
National Outcomes Measurement System (NOMS) predictive data to identify the services and 
outcomes for similar patients.  

Background:  The Adult Component of the NOMS collects communication or swallowing 
function measurements according to a series of seven-point scales called Functional 
Communication Measures (FCM). Speech-language pathologists (SLP) are certified to reliably 
administer the measures. Functional gain is determined by the difference in an FCM score from 
admission to discharge. These data, in turn, provide clinicians with national comparisons on 
which to base clinical decisions. However, utilization of the benchmarks in planning or treatment 
is thought to vary greatly across SLPs and facilities. 

In 2005, The Centers for Medicare and Medicaid Services issued Benefit Policy Manual 
instructions for outpatient therapy services that required documentation of improvement during 
treatment.1  The NOMS was the only tool that met the criteria for measuring speech-language 
disorders: established psychometrics, clinical utility, ability to use computer interfaces, 
acceptance by therapists, and ability to provide predictive data.   

In 2007, the Centers for Medicare and Medicaid Services established a research project titled 
“Developing Outpatient Therapy Payment Alternatives” (DOTPA). The purposes of this 5 year 
project are to identify, collect, and analyze therapy-related information tied to beneficiary need 
and the effectiveness of outpatient therapy services. The ultimate goal is to develop payment 
method alternatives to the current financial cap on outpatient therapy services. 

In 2008, CMS contracted with Computer Sciences Corporation for a study titled Short Term 
Alternatives to Therapy Services (STATS). Before October, 2010, this project is tasked to: 
Collect and analyze quarterly and annual claims data; partner with stakeholders in analysis of 
utilization, policies, and clinically appropriate limitations or guidelines that may be used to 
develop options for short term alternatives to therapy caps.   

The proposed research project would complement both of these projects by using electronic data 
collection and by focusing exclusively on outcomes measurement. This study creates a platform 
for linking appropriate payment to necessary services, and for reporting quality measures.   

                                                 

1 Medicare Benefit Policy Manual, Chapter 15, sections 220.3.   

26



Impact/Utilization: If benchmarking information improves care planning, it would be likely to 
affect not only the estimated half million Medicare beneficiaries treated annually by speech-
language pathologists, but all of their patients. Clinicians would be motivated by better outcomes 
to utilize this data and they could rely on the data to justify appropriate services.     

NOMS is the only tool for speech-language pathology services that is approved by the National 
Quality Forum and is part of the National Quality Measures Clearinghouse.  It is available 
without cost to speech-language pathologists.  Since there is little financial incentive to the tool 
sponsor, this study addresses a question that is unlikely to be addressed through other funding 
mechanisms.   

The comparison of NOMS outcomes to Medicare claims results will create a unique database 
with potential for valuable future research relevant to creation of patient registries, comparative 
study of the effect of treatment choices, and affect on utilization.   

Nominated Intervention (1):  National Outcomes Measurement System  

Summary of Research Findings to date:  

The Adult component of NOMS (the National Outcomes Measurement System) has been 
collecting data on over 220,000 patients since late 1998. Communication or swallowing function 
is measured according to a series of seven-point scales called Functional Communication 
Measures, which were endorsed by the National Quality Forum in 2008, and added to the 
National Quality Measures Clearinghouse in 2009.   

The American Speech-Language Hearing Association has unpublished research data on this tool 
which they will share as requested.   

In 2004, the NOMS was used to identify changes in patient care following the introduction of the 
Inpatient Rehabilitation Facility Prospective Payment System for Medicare beneficiaries.2   The 
study found that following introduction of the IRF PPS 

more patients with cognitive, communication, and swallowing disorders were discharged from 
inpatient rehabilitative care with less than adequate functional skill levels.  

Nominated Intervention (2): Control Group tested with NOMS but treated without knowledge of 
the NOMS test results.   

                                                 

2 Frymark, Tobi B., Mullen, Robert C., Influence of the Prospective Payment System on 
Speech-Language Pathology Services. Am.J. Phys. Med. Rehabil. December, 2004, Vol. 
83, No. 12, Pg 1-10.   
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Nominated Intervention (3): Control Group treated without performance of NOMS. 

Proposed Study Design:  Identify a sample of providers or suppliers of services who will utilize 
the NOMS, provide one group with benchmarking information to use in care planning.  Identify 
a control group not utilizing NOMS. Match the patient characteristics. Analyze the NOMS 
groups for known group construct validity, sensitivity to change, responsiveness and feasibility 
(practicality, ease of use, frequency of use).   Compare outcomes, service utilization and cost of 
treatment when NOMS is performed and benchmark information is utilized in planning to a 
similar group where benchmarks are not utilized. Compare services utilized and cost when 
NOMS is not performed.  

Sample: Medicare beneficiaries age 65 and over with communication and swallowing disorders.  

Inclusion/Exclusion  

 Include all Medicare beneficiaries with SLP disorders in clinic in study groups 
Timeline: 18-24 months 

Data Collection Plan Anticipated  

 Identify providers/suppliers who are using NOMS by using tool sponsor contact 
information.  

 Obtain Data Use Agreements, extract processed claims data from CMS Data 
Repository.  

 From the universe of Medicare therapy claims, identify controls with similar 
characteristics to those beneficiaries whose therapists utilized NOMS with 
benchmark information. 

 Collect initial and discharge information using NOMS on both sample groups. 
Collect utilization and cost data from control group. 

 Match Medicare claims data to clinical data. 
 Develop chart review and interview procedure (for feasibility measure). 

Data Analysis Plan Anticipated 

 Compare the study to the control group for functional outcome, number of visits, 
number and type of services, episode length in calendar days, recidivism, allowed 
charges, paid amount.  

 Determine differences in the type, and number of treatment techniques, value of 
tools to treatment planning, burden of tools. 

 Prepare and present Report.  
Feasibility Assessment: 

 Threats to Implementation 

Therapists may have but not use the information on cohort expectations. 

Threats to study completion 
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Difficulty obtaining cooperation of provider/suppliers who are NOT using the 
target tools without an incentive. 

Potential Threats to Generalizability: 

 The Medicare population, while large, differs in some respects from the geriatric 
population of the nation as a whole.   

 

 Some of the therapists who have not utilized a tool to identify cohort expectations 
may have a level of training and expertise that allows them to effectively estimate 
expectations without use of the tool.   
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Comparative Effectiveness of Neuromuscular Hyperactivity Non-
Responders Receiving Locomotor Training 

Overview 

The NeuroRecovery Network (NRN)* consists of specialized Centers at 7 rehabilitation 
sites in the U.S. that provide a standardized Locomotor Training (LT) program designed from 
scientific and clinical evidence for recovery of posture, standing and walking and improvements 
in health and quality of life in individuals with spinal cord injury (SCI).  This program admits 
patients with incomplete SCI (AIS C and D) whose spasticity medications are titrated to only 
require an evening dose at bedtime.  There have been a group of patients who demonstrate such 
high muscular activity (“non-responders”) demonstrating dominant flexor, dominant extensor, or 
combined patterns where LT becomes difficult to provide consistently and with appropriate 
intensity.  The question posed is whether treatment FES cycling in combination with LT 
compared to antispasticity medications in combination with LT would reduce the degree of 
neuromuscular hyperactivity and thus improve walking outcomes. The impact and utilization of 
providing evidence to answer this question would be improved walking outcomes for a greater 
number of the more severely affected patients.  These patients are sometimes either too difficult 
to wean from anti-spasticity medications and consequently not admitted into the NRN program 
due to the physical challenges of rendering LT.  

All patients would receive standardized LT as provided throughout the NRN and would 
be randomized into 1 of the 2 nominated treatments (described below).  A standardized LT 
session includes step training that is comprised of task specific retraining for standing and 
walking on a treadmill using a harness to provide BW support with verbal and manual 
facilitation, overground assessment that transfers the current capacity in mobility, posture and 
walking skills to over ground and establishes priorities for further retraining, and finally 
community integration that provides instruction on daily activities in the home and community 
environments.  Treatments follow the LT principles and are also progressed in a standardized 
way. 

Nominated Intervention (1): 

Functional electrical stimulation (FES) cycling will be initiated for 30 minutes before the 
LT session (1.5 hours) to total a 2 hour intervention 3-5 days a week.  The frequency of LT is 
dependent on the level of independence of proximal to distal segments in producing functional 
activities.  Research Findings to date:  To date, evidence has supported the use of LT and FES 
cycling alone in single subjects and small samples and not in combination and not for individuals 
with moderate to severe spasticity.  This study will be the first to evaluate the impact of cycling 
on the reduction of spasticity and improvement of waking outcomes. 

Nominated Intervention (2): 
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Steady state anti-spasmodics (e.g. Baclofen) as opposed to the standardized LT selection 
criteria requiring patients to be weaned of these medications.  Patients would continue to receive 
their existing level of anti-spasmodics or be placed on these medications if medically 
appropriate, throughout their LT program.Studies have implicated that anti-spasmodics may 
inhibit spinal neuroplasticity however not study to date has examined if these medications inhibit 
recovery of walking in combination with LT.  Our proposed study will examine walking 
outcomes while spasticity medications remain. 

Proposed Study Design: 

This will be an RCT which will screen, select and enroll a minimum of 42 individuals 
with incomplete SCI (ISCI), AIS C and D.  Subjects will be enrolled from all 7 NRN centers 
who demonstrate significant spasticity on the modified Ashworth scale (Grades 3 or greater) in at 
least 2 muscle groups bilaterally.  Participants must have finished their rehabilitation and 
currently not receiving any physical rehabilitation.  Subjects will be tested for walking outcome 
measures before the study intervention begins, every 20 sessions, at discharge and 6 months 
later.  The walking outcome measures include the 6 minute walk, 10 M walk, step length and 
time, gait speed, and the SCI functional assessment inventory.  Repeated measures ANOVA will 
be used to evaluate change in the walking outcome measures and covariates such as injury level, 
AIS level, time since injury, age and will be explored. The termination of treatment is based on a 
discrete discharge algorithm where no improvements in key areas require clinical discharge.  If 
insurance support is denied, grant funds would be encumbered to allow patients to continue until 
no further change is evident. 

Feasibility Assessment: 

There may be some challenges to implementing this study in identifying patients willing 
to commit the time for LT in combination with the 2 nominated interventions.  Therefore, the 
compliance may be somewhat diminished.  Other challenges may include the physical demand of 
rendering LT if the 2 nominated treatments do not alter the spasticity.  Recruitment may also be 
challenging however requiring only 6 patients/site/year should be a reasonable.  The treatments 
proposed should be generalizable given clinics have access to supported walking and FES 
cycling equipment. 

31



High-repetition doses of task-specific training to improve upper 
extremity activity and participation 

 
Nature of Problem or Research Question:  
Stroke and brain injury are major health problems in the United States. Nearly 800,000 new 
strokes occur each year, and 50% of stroke survivors have persistent dysfunction that disrupts 
their ability to participate in home and community life. As soldiers return home from conflicts 
overseas with traumatic brain injuries, and fewer people die from acute strokes or brain traumas 
as a result of improved acute care, the number of people living with disability after brain injury is 
rapidly increasing.  
Innovative approaches to rehabilitation are needed to reduce the disabling consequences of 
stroke and brain injury. Neuroscience and rehabilitation findings are now converging to suggest 
that extended, task-specific practice is critical for producing lasting changes in motor system 
networks, motor learning, and motor function. Our recent work, however, shows that there is 
little use of the upper extremity after stroke and little task-specific practice during 
neurorehabilitation. In our observational studies, people with stroke or traumatic brain injury 
performed < 50 repetitions of task-specific practice during therapy sessions. In comparison, 
animal models of stroke and human motor learning studies employ 300-600 repetitions of task-
specific practice per session. This discrepancy in the dose of task-specific practice is cause for 
concern because recent clinical trials suggest that dose of practice may be the key factor in 
optimizing motor recovery in a variety of neuromuscular conditions. If the remarkable plasticity 
of the nervous system is to be harnessed to improve motor rehabilitation, then we must provide 
an adequate stimulus (i.e. adequate dose of practice) to people with stroke and brain injury. We 
propose to translate the high-repetition doses of task-specific upper extremity training used in 
animal models to the human experience of stroke.  
Impact/Utilization:  
This project will contribute to a new understanding of the dose of movement practice that can be 
tolerated and if high doses of task-specific practice will stimulate better outcomes. A major 
advantage to our approach is that, if effective, it could be economically implemented in any 
setting in a very short period of time. Clinics would not need to purchase expensive equipment 
(e.g. robotics) and therapists would not need to undergo extensive training. This means that our 
approach could be implemented in all types of clinics, not just those affiliated with academic 
medical centers.  
The long-term goal of this line of research is to improve functional outcomes in 
neurorehabilitation by determining optimal dosing of task-specific practice. As new advances in 
cell replacement therapies and pharmaceutical interventions for neurological injuries proceed, 
our work on investigation of dose will be critical. These new advances will not be beneficial on 
their own but will need to be paired with an optimal training program. We aim to develop this 
training program now, so that it is ready as new advances emerge.  
The importance of understanding dosing transcends the upper extremity, the motor domain, and 
stroke and brain injury. Investigations into optimal dosing are needed for all movements and for 
all domains of neurorehabilitation. Our results will have profound implications for motor 
rehabilitation aimed at improving function and minimizing disability in people with other 
disorders/conditions, such as cerebral palsy, spinal cord injury, and multiple sclerosis.  
Nominated Intervention:  
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The intervention is 300-400 repetitions of task-specific upper extremity training in one hour 
sessions, 3 days/week. The intervention is individually-tailored to each participant, so that 
practiced tasks match the activity and participation goals of the individual. The chosen activities 
are graded to challenge the capacity of the participant and difficulty is progressed according to 
established motor learning principles. As designed, the intervention can be provided within the 
current delivery system of outpatient neurorehabilitation services.  
Summary of Research Findings to date:  
Our pilot work indicates that this high-repetition intervention is feasible and beneficial in 10 
people with chronic (> 6 months) stroke. The high number of repetitions of task-specific training 
is achievable, as indicated by average numbers of repetitions per session that were > 300 for all 
subjects. Participating in the intervention did not result in negative consequences such as pain 
(e.g. shoulder pain from doing large amounts of activity) or undue fatigue. Changes in upper 
extremity activity, as measured by the Action Research Arm test, were greater than the estimated 
minimal clinically important change in the majority of subjects and greater than the published 
average changes due to Constraint Induced Movement Therapy. More importantly, participation 
in daily life, as measured by the Activity Card Sort and the Canadian Occupational Performance 
Measure, had improved at the end of the 6 week intervention and at the 1 month follow-up.  
Proposed Study Design:  
We propose a single-blind, randomized, controlled trial with a repeated measures design. 
Benefits of high repetition doses will be compared to the benefits of standard rehabilitation care, 
where both groups will receive the same frequency and duration of therapy. We will recruit 
people with upper extremity paresis and upper extremity activity limitations due to stroke or 
traumatic brain injury. Potential subjects will be between 18-90 years of age and have 
experienced a stroke or brain injury in the previous 1-3 months. The time within the first few 
months after stroke and brain injury is within the critical period when this intervention could 
have its greatest impact on activity and participation. Data from our pilot project have informed 
specifics design parameters regarding sample size, inclusion/exclusion criteria, duration of the 
intervention, outcome measures, and clinically-meaningful changes on those measures.  
Subjects will be randomized to the high-repetition dose or standard care groups using an adaptive 
randomization scheme to minimize baseline differences. Therapy will be provided in 1 hour 
sessions, 3 times per week for 8 weeks. Post-intervention assessments will occur at the end of the 
8 week intervention and 3 months later. A timeline for the project is provided in the table. 

Activity 

Q1 Hire & train personnel; finalize recruitment materials, protocol, data collection 
forms, etc.  

Q2 Enroll subjects 

Q3 Enroll subjects 
Year 1 

Q4 Enroll subjects 

Q1 Enroll subjects Year 2 

Q2 Complete subject enrollment, with any additional subjects to replace drop-outs 
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as needed  
Q3 Complete interventions and follow-up assessments on enrolled subjects  

 

Q4 Data analyses, manuscript preparation, plan next phase  

 

Our hypothesis is that high-repetition doses of task specific upper extremity training will result in 
greater improvements in activity and participation than standard rehabilitation treatment. We will 
test our hypothesis using well-established outcome measures. The primary endpoint will be the 
Action Research Arm Test score at the 3 month follow-up point. Secondary endpoints will 
include the Stroke Impact Scale, Canadian Occupational Performance, and Activity Card Sort 
scores at 3 months post intervention. Analyses will be done using mixed model repeated 
measures ANOVAs to look for differences between groups and across time. Additional data on 
the success of delivering the interventions (e.g. compliance with the intervention, repetitions 
achieved, fatigue, etc.) will also be collected and analyzed. Extensive statistical resources are 
available on our campus to assist with the randomization, data management, and data analysis 
processes.  

Feasibility Assessment:  

The biggest barrier to clinical trials is subject recruitment. Our partner outpatient rehabilitation 
facility treated over 300 people with stroke and brain injury in each of the last 3 years. In our 
pilot project we met our recruitment goals and even had a waiting list at one point. Thus, 
enrollment will be limited by the amount of personnel available and not by the availability of 
participants. We have previous experience with managing and organizing a multi-site 
observational study of rehabilitation post stroke and previous experience with stroke 
rehabilitation clinical trials. These experiences will help us overcome the expected and 
unexpected challenges of the proposed project. Furthermore, we have a strong track record of 
successfully completing and publishing results from funded projects.  

Potential Threats to Generalization:  

Our results will generalize directly to people with stroke and traumatic brain injury. 
Generalization beyond these populations will need to be explicitly tested in future studies. Unlike 
most studies evaluating motor rehabilitation interventions, we have included people in our pilot 
work who also have deficits in other domains, such as cognition and language dysfunction. We 
intend to include individuals with deficits in multiple domains in the proposed project because 
this is the reality for most patients with stroke and brain injury. Having a sample that is 
representative of what is seen in rehabilitation clinics will greatly improve the generalization of 
our findings to current stroke rehabilitation practice.  
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Further information regarding rationale, significance and detailed methodology for this project 
are available on request. 
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The comparative effectiveness and cost-effectiveness of SNF-, IRF-, 
and home health agency-based rehabilitation for individuals with 

hip fracture. 

Nature of Problem or Research Question:  What is the relative effectiveness, cost-
effectiveness (or expenditure-effectiveness) of SNF-, IRF-, and HHA-based rehabilitation for 
individuals with hip fracture?   

It would also be important to examine the effectiveness/cost-effectiveness of episodes of post-
acute care by looking at various combinations of post-acute care since there is considerable 
evidence that hip fracture patients go on to use additional forms of post-acute care after leaving 
the initial post-acute setting.  

Impact/Utilization:  Individuals with hip fracture are one the fastest growing groups receiving 
post-acute rehabilitation care. Among all IRF patients, for example, they are the 3rd most 
commonly served group after those with stroke and joint replacement.   However, there is little 
evidence that one setting of care is more effective than others.  CMS and other payers want to 
know which setting is most effective and cost-effective for different cohorts of post-acute 
patients. 

Nominated Intervention (1):  SNF-based hip fracture rehabilitation 

Nominated Intervention (2):  IRF-based hip fracture rehabilitation 

Nominated Intervention (3):  Home health-based hip fracture rehabilitation 

Summary of Research Findings to date: 

Studies to date have had mixed results with neither setting providing a clear advantage over 
others.  One of the more extensive studies on hip fracture rehabilitation is based on 1990s data 
prior to the implementation of the Medicare PPS for each of the 3 post-acute settings—SNFs, 
IRFs, and HHAs. 

Proposed Study Design: 

 Design:  Retrospective observational cohort design 

 Sample (include target disability group, age group):  All Medicare hip fracture 
patients served in SNFs, IRFs, and HHAs in 2006 and 2007.  May limit sample to those 
over 50 years of age. 

 Inclusion/Exclusion:  No exclusion criteria currently anticipated although there will be 
some exclusion criteria in the final study design. 
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 Timeline:  Study can be completed within 12 to 18 months.  This study can be done 
relatively quickly since it can rely in large part on administrative data, namely on 
MedPAR and Medicare claims data. 

 Data Collection Plan Anticipated:  Will use Medicare claims data from 2006 and 2007.  
These data become routinely available within 18 months. 

 Data Analysis Plan Anticipated:    These data cannot address functional outcomes but 
can address outcomes such as hospital readmissions, institutionalization, and mortality 
since patients with hip fracture are at considerable risk for all three (compared to joint 
replacement patients where the incidence of these outcomes is quite low and therefore not 
as relevant when examining outcomes).   We will use propensity scoring or instrumental 
variables to control for selection effects. 

Feasibility Assessment: 

 Threats to Implementation:  None anticipated. 

 Threats to study completion:  This is a study that can be completed within 12 to 18 
months.  The main uncertainty is the timely negotiation of data use agreement with CMS 
and timely acquisition of Medicare claims data. 

Potential Threats to Generalizability:  This study would be limited to Medicare patients only 
and more specifically, fee-for-service Medicare patients.  Nearly 20% of Medicare participants 
obtain their coverage through a private Medicare-sponsored plan under the Medicare Advantage 
program.   
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Cognitive deficits after TBI 

 

Impact/Utilization: High 

Nominated Intervention (1):  Comprehensive cognitive rehabilitation (class I) 

Summary of Research Findings to date:  Retrospective comparison of this to alternative 
strategies suggests benefits, but controlled clinical trial in military population did not (Ciccerone 
et al., 2005) 

Nominated Intervention (2): Psychosocial interventions (class I) 

Summary of Research Findings to date:  

Proposed Study Design: 

 Design – Phase III, multicenter RCT 

 Sample (include target disability group, age group) – adult 

 Inclusion/Exclusion 

 Timeline – postacute, chronic 

Data Collection Plan Anticipated – battery of tests as recommended by the     workshop 
on TBI Common Data Elements (2009) or NIH toolbox (available in 2011) 

Data Analysis Plan Anticipated – something like a T-test but leave that to statisticians 

Feasibility Assessment: 

 Threats to Implementation - none 

 Threats to study completion – competition with other ongoing TBI studies 

Potential Threats to Generalizability: heterogeneity of TBI 
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The comparative cost-effectiveness of SNF- and IRF-based 
rehabilitation for individuals with hip and knee 

replacements. 
Nature of Problem or Research Question:  What is the comparative cost-effectiveness of SNF 
versus IRF-based rehabilitative care for individuals following a hip or knee replacement? 

In 2008, acute care hospitals performed more than a million joint replacements, a doubling from 
10 years ago.  About 75% of these patients go on to use some form of post-acute rehabilitative 
care such as a SNF, and IRF, or home health.  We are on course to do 3 million joint 
replacements by the Year 2030.  This represents an enormous expense to the Medicare program.   

Impact/Utilization:  CMS has a strong interest in bringing the costs of hip and knee 
replacements under control by making sure that patients are channeled to the right post-acute 
setting. 

Nominated Intervention (1):  SNF-based rehabilitation 

Nominated Intervention (2):  IRF-based rehabilitation 

Summary of Research Findings to date:  Research shows that IRF care is only marginally 
more effective than SNF care, which leaves open the question of whether it is also more cost-
effective since SNF-level care presumably costs less.  A comparative cost-effectiveness study 
can quickly build on what has already been found with respect to effectiveness. 

Proposed Study Design:   

 Design:  Comparative observational cohort study 

 Sample (include target disability group, age group):   Hip and knee replacement 
patients discharged from a cross-section of SNFs and IRFs from across the US. 

 Inclusion/Exclusion:  All hip and knee replacement rehabilitation patients except: 

1. Hip replacement patients who had their replacement following a hip fracture, i.e., 
non-elective hip replacements. 

2. Those who died in the follow-up period (death unlikely due to hip or knee 
replacement or subsequent care).  Cannot obtain follow-up data on these patients.  
Also, comparative expenditure data may be problematic for these patients. 

3. Those who had a subsequent joint replacement and obtained their rehabilitation in 
a different facility other than the facility from which they obtained their initial 
rehabilitation. 

 Timeline:  2200 patients discharged from SNFs or IRFs in 2006-07 
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 Data Collection Plan Anticipated:  Use of two secondary data sources:  (1) outcome 
data collected as part of an earlier observational cohort study and (2) Medicare claims 
data on same patients for 6 months following admission to a SNF or an IRF. 

 Data Analysis Plan Anticipated:  Marry outcome data from earlier study with 2006-07 
Medicare claims data.  Adjust data for differences in case mix.  Evaluate relative or 
comparative cost and expenditure effectiveness analyses.  Also use stochastic frontier 
analysis to evaluate the comparative cost-effectiveness when considering two or more 
outcomes concurrently. 

Feasibility Assessment: 

 Threats to Implementation:   

1. There are few if any.  
2. Possible low representation in select case-mix groups. 

 Threats to study completion:  This is a study that can be completed within 12 to 18 
months.  The main uncertainty is the timely negotiation of data use agreement with CMS 
and timely acquisition of Medicare claims data. 

Potential Threats to Generalizability:  Participating 20 facilities are a self-selected.  Smaller 
SNFs and freestanding IRFs are underrepresented due to facility selection criteria but study 
sample does represent geographic diversity with each major region of the nation well 
represented. 
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Improving the benefits of rehabilitation for those with paralysis of and 
impairment to lower limbs. 

Impact/Utilization: 5.6 million people are paralyzed to some degree  

Nominated Intervention (1): Standard rehabilitation is carried out at hospitals and rehabilitation 
facilities with little effort made on returning the patients to full participation in their 
communities.  

Summary of Research Findings to date: High rates of unemployment, high health services use, 
high rehospitalization rates, high rate of secondary conditions, high rates of informal care 
provider injuries, high divorce rates, high rates of institutionalization, low income, low quality of 
life and low community participation.  

Nominated Intervention (2):  

Wheelchair skills assessments and training  

Skills for community mobility (wheelies, up/down slopes/curbs, etc.)  

Seating evaluation and recommendations (pressure mapping, provision of air  

cushions with pressure alert systems  

Exercise evaluation and ongoing experience in learning how to use different types of  

adapted equipment for functions  

Transfers, mobility device propulsion, lifting, reaching, driving  

Enrollment into physical exercise and wellness programs  

Evaluation of and training provided for personal assistance needs  

Informal family member, link to paid personal assistants and training informal  

and formal personal assistants  

Evaluation for and introduction to recreational opportunities  

Competitive sports, nature trails and parks sand travel  

Evaluation of and experience in community participation  

Assess 20 sites in the home communities and travel with participant to the sites  

and make recommendation for site changes in receptivity  
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Evaluation of and experience in computer skills  

Software options, voice entry - Naturally Speaking, keyboard adaptations, social  

networking via internet  

Summary of Research Findings to date: No published studies in this country  

Proposed Study Design:  

Design: Controlled treatment, multicenter trials  

Sample (include target disability group, age group):  

Paralysis of upper and/or lower limb impairments, over18  

Inclusion/Exclusion:  

Paralysis of upper and/or lower limb impairments exclusion of individuals  

with minimal loss of movement function due to paralysis  

Timeline: 2 yr planning, 3 yr implementation  

Data Collection Plan: functional outcomes, recurrent hospitalization, health care utilization, 
secondary conditions, health and well being, quality-of-life and community participation   

Data Analysis Plan: Inferential statistics  

Feasibility Assessment:  

Threats to Implementation:  

Requires innovative collaborations with health insurance plans,  

rehabilitation centers, community agencies  

Threats to study completion:  

Provider acceptance, consumer acceptance, funding mechanism that  

require cost sharing between traditional medical based and community based 
service providers.  

Potential Threats to Generalization:  

May not generalize to non-paralyzed populations 
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Comparative Effectiveness Research Proposal for Newborn Hearing 
Screening Loss to Follow-Up 

Nature of Problem or Research Question 

Congenital, permanent childhood hearing loss affects 2%–4% of infants who spend time in 
neonatal intensive care units (NICUs) and 1–3 of every 1,000 infants in well-baby nurseries 
(Baroch, 2003, CDC, 2008). In an attempt to improve outcomes for children with hearing loss 
and their families, the National Institutes of Health and the Joint Committee on Infant Hearing 
(JCIH) in 1993 and 1994, respectively, and the United States Preventive Services Task Force 
(2008) endorsed the goal of universal detection of hearing loss in infants. The American 
Academy of Pediatrics (AAP) Task Force on Newborn and Infant Hearing (1999) and JCIH 
(2000, 2007) endorsed universal newborn hearing screening (UNHS) and the early hearing 
detection and intervention (EHDI) goals of screening no later than 1 month, confirmation of 
hearing loss no later than 3 months, and receipt of appropriate intervention no later than 6 
months of age. Today, it is estimated that newborn hearing screening is provided to 92%–95% of 
babies born in the United States and its territories (CDC, 2008; National Center for Hearing 
Assessment and Management [NCHAM], 2007). 

In order to maximize the effectiveness of services and prevent negative developmental impact on 
children with hearing loss, a positive screening result must be followed by timely diagnostic 
confirmation and initiation of services. Of infants born in the United States in 2006 who did not 
pass their newborn hearing screening, it is estimated that nearly half were lost to follow-up 
(CDC, 2008).  

There is very limited research on the effectiveness of different approaches to limiting loss to 
follow-up. Therefore, the specific question to be addressed is 

For parents or caregivers of newborns with a positive screen for hearing loss at 
birth, what is the optimal timing and nature of interventions by health care 
professionals to increase the likelihood of timely follow-up for a diagnostic 
evaluation and, if indicated, intervention. 

Impact/Utilization 

Previous research has indicated that delays in the diagnosis of and intervention for hearing loss 
are associated with subsequent delays in children’s receptive language development. A 2008 
systematic review sponsored by the Agency for Healthcare Research and Quality concluded that 
“Children with hearing loss who had UNHS have better language outcomes at school age than 
those not screened." Specifically, children with hearing impairment confirmed by ≤ 9 months of 
age had significantly better age-adjusted scores than those confirmed later on 2 tests of receptive 
language and 1 of 2 tests of expressive language but not on the speech scale (USPSTF, 2008). 
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Nominated Intervention 

Approaches to parental education and the timing and content of educational materials vary 
widely across the country. Most parents learn of newborn screening programs while in the 
hospital, not prenatally (Arnold et al., 2006). Through a series of focus groups and interviews, 
Arnold and colleagues found that stakeholders (i.e., parents of infants experiencing the newborn 
hearing screening (NHS) process, parents of children with hearing loss, audiologists, technicians, 
nurses, PCPs) preferred having communication about the newborn hearing screening process 
occur before birth and preferred that user-friendly patient education materials be used. A 2006 
survey of parents by Alexander and van Dyck found that parents preferred to be informed prior 
to the screening of what the screening entails, the urgency of early diagnosis, and what the 
follow-up process will be (Alexander & van Dyck, 2006).  

It is recommended that research be undertaken on the optimal timing of the parental education 
(pre-natal versus pre-screening versus post-screening) and whether written materials, oral 
communication, or a combination is most effective in promoting follow-up. 

Summary of Research Findings to Date 

A 2008 systematic review (ASHA, 2008) found virtually no scientific evidence that could be 
used by clinicians, administrators, or policy makers to identify the infants at highest risk of loss 
to follow-up or of the effectiveness of different approaches to promoting follow-up. While there 
were a small number of studies related to risk factors for loss to follow-up, vague definitions of 
terminology, absence of experimental controls and other manifestations of problematic study 
quality inhibited the drawing of any strong conclusions. No studies at all were found relating to 
follow-up from newborn hearing screening to diagnostic evaluation or to intervention. The 
authors then searched for studies on interventions designed to promote follow-up from initial 
hearing screenings to re-screenings, and identified three studies in the peer-reviewed literature. 
One found no difference in follow-up rates among mothers who had received individual versus 
group counseling, and a second found no improvement in follow-up among parents who had 
watched a 20-minute video on hearing screening during pre-natal classes. The third study found 
a significant increase in follow-up in an experimental group who received written materials, 
individual counseling, computer tracking of compliance, and reminder telephone calls compared 
to a control group who just received the written materials. That study did not attempt, however, 
to discern the relative contributions of each of the specific components of the “bundled” 
interventions. 

Proposed Study Designs 
Random assignment, matched control samples, double-blind clinical trial 
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Inclusion Criteria  
Families or caregivers of infants with a hearing screening at birth suggesting possible hearing 
loss. 

Exclusion Criteria 
Family history of hearing loss 
Infant death or medical complications making follow-up more difficult. 

Timeline 
1- 3 years 

Feasibility Assessment 
The literature already contains investigations establishing feasibility, but further study may be 
warranted. 

Threats to implementation 
Ensuring treatment fidelity (as well as collecting data to evaluate treatment fidelity) 

Threats to study completion 
Recruitment and retention of subjects 

Potential Threats to Generalization 
Heterogeneity of population, settings 
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Comparative Effectiveness Research Proposal for Intensity of 
Language Intervention for Adults with Acquired Brain Injury 

 

Nature of Problem or Research Question 

Intensity of treatment has been a topic of interest for some time in aphasia treatment studies 
(Poeck, Huber, & Willmes, 1989) and treatment for language disorders due to traumatic brain 
injury.  Findings from Robey's (1998) meta-analysis of the aphasia literature reported large effect 
sizes (ESs) associated with treatment  provided for 2 or more hr per week. In a review focused on 
intensity and outcomes, Bhogal, Teasell, and Speechley (2003) reported better treatment 
outcomes in studies that provided intensive treatment schedules. On average, the more intensive 
treatment schedules equaled 8.8 hr per week for 11 weeks, compared with the less intensive 
schedules of 2 hr per week for 23 weeks of treatment. Although both reviews and several 
efficacy studies included in those reviews have examined the impact of the intensity of service 
delivery, large scale comparative effectiveness studies have yet to be accomplished. 

Compare the effectiveness of 30 hours of language intervention delivered over 3 
weeks as compared to over 10 weeks on the rate of acquisition, response 
generalization (across language tasks and communication settings), and 
maintenance of targeted language processing skills six weeks after therapy is 
teminated. 

Impact/Utilization 

Approximately 700,000 people in the United States survive cerebral vascular accidents 
(CVA), or strokes, per year, and approximately two-thirds of these stroke survivors require 
subsequent rehabilitation for a number of impairments including motor deficits, cognitive 
deficits, and speech and/or language deficits (e.g., NIH, 2006).  Specifically, approximately 
1,000,000 individuals in the United States suffer from aphasia, with the majority of these cases 
resulting from stroke (Holland, Fromm, DeRuyter, & Stein, 1996, ASHA, 2004).  In a large 
prospective study involving over 1000 participants with a diagnosis of CVA, aphasia was 
observed to occur in 38% of the sample, with the incidence rising to 40% when only participants 
with left-hemisphere lesions were assessed (Pedersen, Jorgensen, Nakayama, Raaschou, & 
Olsen, 1995).  Furthermore, Pedersen and colleagues found that of the participants with aphasia 
who survived the stroke, 44% completely recovered by the time they were discharged from the 
hospital.  At a six month follow-up, 50% of participants with an initial diagnosis of aphasia 
continued to present with aphasia; that is after six months of recovery time, only an additional 
6% of participants with aphasia had completely recovered their language function.  Knowing 
whether the intensity of service delivery has an impact on outcomes for individuals with acquired 
brain injury would provide a rather simple solution to enable providers to adjust their methods of 
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delivering services to achieve more effective outcomes without altering the economic burden of 
these services. 

Nominated Intervention 

There are many different intervention approaches that have been used for adults with language 
impairments secondary to acquired brain injury.  For the purposes of this comparison, the type of 
language intervention delivered can vary and would be determined by the speech-language 
pathologist in consultation with the patient and family. Programs differ in how goals are 
prioritized and the techniques used to target goals. Some programs rely heavily on singular 
strategies, while others are more comprehensive or eclectic. Most important to the goals of this 
proposal is that the intensity of the service delivery be systematically varied such that half of the 
cohort enrolled would receive 30 hours over 10 weeks (spaced) and the other half over 3 weeks 
(massed). 

Summary of Research Findings to Date 

A systematic search of the literature was conducted (Cherney, Patterson, Raymer, Frymark, and 
Schooling, 2008) to identify studies that directly investigated intensity of language intervention 
for individuals with acquired brain injury and directly compared conditions of higher and lower 
intensity treatment. Of the 10 studies that met inclusion criteria for the systematic review, 5 
studies investigated treatment intensity (Basso & Caporali, 2001; Denes, Perazzolo, Piani, & 
Piccione, 1996; Hinckley & Carr, 2005; Hinckley & Craig, 1998; Raymer et al., 2006). Five of 
these studies contained sufficient data for calculation of treatment ESs. The effect of intensity in 
Denes et al. (1996), Pulvermuller et al. (2001), and Hinckley and Carr (2005) was derived from 
between-group comparisons for groups receiving intensive and nonintensive treatment. The 
effect of intensity in Study 3 of Hinckley and Craig (1998) was derived from within-group 
comparisons of the pre- and post difference scores from each intensive 6-week training session 

compared with the nonintensive 6-week training session. In Raymer et al. (2006), the effects 
came from within-subject comparisons across the individual participants. Four group studies used 
impairment outcome measures for which eight effect sizes (ESs) were calculable, including 
seven large ESs, all in favor of more intensive treatment. In the single-participant design of 
Raymer et al. (2006), ESs were larger in the more intensive condition for picture-naming 
acquisition and larger in the less intensive condition for word/picture verification. ESs could not 
be calculated for Basso and Caporali (2001), who described case studies of three pairs of 
individuals. In summary, individuals receiving more intensive treatment showed greater gains on 
language impairment tasks than did the comparison individuals who received a less intensive 
schedule. Thus, the language impairment outcome measures favored more intensive treatment for 
all language measures.  

Proposed Study Designs 
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 Group designs comparing these approaches to further investigate generalization in 
specific populations not previously studied 

 Random assignment, matched control samples, double-blind clinical trial 

Inclusion Criteria  
Adults with language impairments secondary to acquired brain injury 

Exclusion Criteria 
Pre-morbid history of psychiatric, neurological, and/or communication impairments 

Timeline 
Two-to-Five years 

Feasibility Assessment 
The literature already contains investigations attesting to feasibility but further feasibility efforts 
may be needed for some sub-groups of individuals with acquired brain injury. 

Threats to implementation 
Ensuring treatment fidelity (as well as collecting data to evaluate treatment fidelity) 

Threats to study completion 
Recruitment and retention of subjects 

Potential Threats to Generalization 
Heterogeneity of population 
May not generalize to all etiologies of acquired language impairment 
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High rates of HIV infection among individuals with psychiatric 
disabilities. 

Impact/Utilization: Rates of HIV among individuals with psychiatric disabilities are 
documented at 5-75 times the rate of the general population. In the published literature, studies 
of individuals with psychiatric disabilities indicate that testing prevalence, access to testing, 
knowledge about HIV testing, and other relevant correlates are lacking and that additional 
research is warranted specifically for this population. In fact, comparing different types of HIV 
testing among individuals with psychiatric disabilities has been noted as a focal area for 
comparative effectiveness research (Senn & Carey, 2009). Findings from research identifying 
effective models for HIV testing among individuals with psychiatric disabilities have the 
potential to assist in the early detection of HIV, subsequently resulting in earlier engagement in 
treatment to reduce illness progression and mortality, prevention of transmission to others, and 
reductions in overall costs of HIV-related health services to treatment systems.  

Nominated Intervention (1): Rapid HIV testing.  

Summary of Research Findings to date: A rapid HIV test is an enzyme-linked immunosorbent 
assay (ELISA) test (OraQuick®); however, rather than being analyzed in larger batches with 
other individual tests, rapid tests are analyzed alone. For a rapid HIV test, a finger stick sample 
of blood is collected and transferred to a vial. This sample is mixed with a developing solution. 
The test device, resembling a “dipstick,” is inserted into the vial. In as little as 20 minutes, the 
test device will indicate if HIV–1 antibodies are present in the solution. These are standard 
procedures tested, outlined, and endorsed by the Centers for Disease Control & Prevention 
(CDC). 

Nominated Intervention (2): Traditional, Blood Assay HIV Testing.   

Summary of Research Findings to date: Traditional HIV tests (ELISA) use blood to detect 
HIV infection. In all of these tests, a small amount of blood is drawn from the arm and sent to an 
outside laboratory for evaluation. The traditional ELISA test takes approximately one week to 
complete, depending on where the test is performed. With a positive result, a confirmatory 
Western Blot assay is performed. These also are standard testing procedures documented by the 
CDC. 
 
Proposed Study Design:  

 Design Randomly assign 300 individuals with psychiatric disabilities to rapid HIV testing 
versus traditional HIV testing and follow them for 9 months after testing. 

 Sample (include target disability group, age group) Individuals with psychiatric 
disabilities who are 18 years or older.  

 

49



 Inclusion/Exclusion  Inclusion: Being 18 years or older, have a psychiatric disability, 
willingness to be tested for HIV; Exclusion: younger than 18 at time of study entry, already 
diagnosed with HIV/AIDS.  

 Timeline This could be a 2-year project with a 9-moth follow up. However, the project 
could be extended to 3-4 years with an additional 12- or 18-month follow up. Both are 
longitudinal desnigns and would provide valuable information regarding testing methods.  

 Data Collection Plan Anticipated: HIV risk assessment data will be collected at in-person 
meetings. Separate research interviews also will be conducted longitudinally at study entry, and 
again at 3- and 9-months after testing to examine other co-factors to HIV risks, including health 
beliefs and psychiatric symptoms. Testing outcome data also will be collected to examine overall 
rates of HIV infection within this population, but also to examine rates at which testing 
participants receive the test outcomes based on testing modality (i.e., rapid vs. traditional).  

 Data Analysis Plan Anticipated: Given the nature of the data to be collected, rates of HIV 
testing will be compared by modality using nonparametric analyses (e.g., chi square); 
longitudinal differences among outcomes including psychiatric symptoms, health beliefs, and 
other co-factors will be evaluates using repeated measures analysis of variance as well as 
randomized regression analyses.  

Feasibility Assessment: 

 Threats to Implementation: Implementation threats include individuals’ unwillingness to 
engage in HIV testing, as well as the potential that HIV positive individuals who are randomly 
assigned to the traditional testing group may not return to learn their results. 

 Threats to study completion: A threat to study completion would be attrition post-HIV 
testing, regardless of testing mode, by participants who are not interested in participating in the 
two follow up research interviews.  

Potential Threats to Generalizability: One threat to generalizability would be that the 
population in this study may not be representative of a national sample of individuals with 
psychiatric disabilities. Despite the high-impact of HIV infection in the population, more rural 
and non-metropolitan areas may be differentially affected by the HIV epidemic. Likewise, areas 
with more concentrated representation of people from diverse ethnic and cultural backgrounds 
than the Chicago-area may demonstrate different rates of participation. A larger, national 
multisite study would strengthen the external validity of this proposal. 
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Comparative Effectiveness Research Project Proposal for Family-
centered Interventions in Autism 

Nature of Problem or Research Question 

A philosophical mandate for family-centered practices has permeated both health care and 
educational fields. This philosophy offers a foundation for effective family—professional 
collaborations in assessment, diagnosis, and treatment of individuals with ASD (Prelock, 
Beatson, Bitner, Broder, & Ducker, 2003). Family-centered practices include careful attention to 
family priorities and concerns in planning interventions (e.g., Marshall & Mirenda, 2002), as 
well as to learning about the family system that includes an individual with autism, and 
developing contextualized assessments and interventions that respect the family system and 
preferences (Hecimovic, Powell, & Christensen, 1999; Moes & Frea, 2000). Families of 
individuals with ASD have assumed increasingly important roles in promoting a broader-based 
awareness and understanding of the disorders, and in the search for effective treatments through 
their collaborations with professionals to set a national research agenda, ensure the availability of 
research funding, and encourage participation in research (e.g., Anders, Gardner, & Gardner, 
2003; Hollander, Robinson, & Compton, 2004. 

Given the nature of autism and the needs of individuals with ASD, families often become 
teachers and interventionists (NRC, 2001). Family involvement in teaching children with ASD 
has been documented since the 1960s (Turnbull, Turnbull, Erwin, & Soodak, in press), though 
some families today place less importance on their roles as teachers and instead want more 
information on varying topics (Turnbull, Blue-Banning, Turbiville, & Park, 1999). Most 
comprehensive programs for individuals with autism offer parents training (National Research 
Council [NRC], 2001).  

Families are consistent communication partners who should be provided with opportunities to 
give information about their child, to learn new skills, and to receive information about available 
resources. How and what families are taught have been influenced by a shift from the “expert” 
model of parent education, in which the professional directs the parents, to a more collaborative 
model, in which family individuality is recognized and families define their own needs and level 
of involvement (Becker-Contrill, McFarland, & Anderson, 2003; Turnbull et al., in press).  

Although research indicates that having families play a critical role in the intervention process is 
an important part of effective programs for children with autism, research is not available yet to 
indicate which services and support strategies or what combination is most effective (NRC, 
2001). Concerns, priorities, and perspectives of the family need to actively shape educational 
planning. All of the comprehensive intervention programs with the best treatment outcomes 
include a strong family component. Family members should be supported to be effective 
members of the educational team and provided with the opportunity to learn strategies for 
teaching their child new skills and reducing problem behaviors (NRC, 2001). Sources of support 
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may include teachers, other interventionists, formal support groups, informal networking with 
other caregivers of persons with ASD, and families, friends, and neighbors (NRC, 2001).  

Geographic location (R. L. Koegel, Symon, & Koegel, 2002) and lack of financial resources 
(NRC, 2001) can be constraints on access. In a study of Medicaid-eligible children with autism, 
for instance, Mandell, Literud, Levy, and Pinto-Martin (2002) found that African American 
children received diagnoses 1 year later than Caucasian children, on average, with a mean age of 
diagnosis of 7.9 years for the African American children with autism. Although this study did 
not include a comparison group of higher income children, the relatively late mean age of 
diagnosis for all the Medicaid-eligible children included in the Mandell et al. study suggests that 
few children in low-income families received services during their preschool years, regardless of 
race. 

Other cultural and linguistic factors may play roles in families' access to or use of services 
(Dyches, Wilder, Sudweeks, Obiakor, & Algozzine, 2004; Wilder, Dyches, Obiakor, & 
Algozzine, 2004). For example, there is variability in the rate at which children from racial and 
ethnic minority groups are served under the label of autism in the public schools (Dyches et al., 
2004). This variability may be due to complex interactions between the values of families from 
different cultural backgrounds, and linguistic and cultural differences, which may contribute to 
an over- or under-identification of ASD among certain groups. Ultimately, the diagnostic label of 
an individual will influence the information and resources that will be offered to families or that 
the families will seek on their own. When a diagnosis of ASD is given, families will have 
different understandings of what the diagnosis means, views of etiology, attitudes toward the 
disability, and motivations regarding accessing services. Families with limited English 
proficiency may face linguistic barriers to navigating information and service systems in the 
United States. In addition, families of individuals with ASD may choose alternative forms of 
treatment based on individual values or cultural background. For example, one study reported 
that Latino families were more likely to access complementary and alternative medical 
treatments for their children than were Caucasian or African American families (Levy, Mandell, 
Merhar, Ittenbach, & Pinto-Martin, 2003 

Families of individuals with autism benefit from support beyond the learning of new skills. They 
benefit from formal and informal supports as well (NRC, 2001). Formal supports emerge from 
collaborative partnerships between families and professionals, while informal supports include 
support groups, informal parent networks, and family members and friends (NCR, 2001). 
Support for families is an ongoing process that takes different forms with different families based 
on their individual concerns, priorities, and interests (Blue-Banning, Summers, Frankland, 
Nelson, & Beegle, 2004; Dunlap & Fox, 1999; Sandall, Hemmeter, Smith, & McLean, 2005). 
Activities such as learning intervention strategies or working with the child in an intervention 
program are associated with reports of decreased stress by mothers of children with ASD 
(Bristol, Gallagher, & Holt, 1993; R. L. Koegel, Bimbela, & Schreibman, 1996). Stress also is 
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alleviated by perceived social support from both informal networks and formal support systems 
(NRC, 2001). 

Do family-centered services and support strategies improve social communication 
outcomes for preschool children with autism?  Contrast standard services with and without 
family-centered services on social communication outcomes. 

Impact/Utilization 

Comparative effectiveness research involving families of children with autism will demonstrate 
how cultural, linguistic, and socioeconomic factors affect families' access to or use and selection 
of services. Effective practices that involve families can incorporate family preferences and 
address family priorities. 

Nominated Interventions 

 Single-subject cross-over designs to further investigate efficacy in specific 
populations not previously studied 

 Group designs comparing these approaches to further investigate generalization in 
specific populations not previously studied 

 Random assignment, matched control samples, double-blind clinical trial 

Summary of Research Findings to Date 
In progress 

Proposed Study Design 
Randomly assigned, matched control samples. Single-subject designs may be provide evidence 
of efficacy or effectiveness through multiple replications (Odom, Brown, Frey, Karasu, Smith-
Canter, & Strain, 2003). 
Inclusion/Exclusion  
Preschool children with ASD and their families from diverse cultural backgrounds 
Timeline 
Two-to-Five years 
Data Collection Plan Anticipated 
In progress 
Feasibility Assessment 
In progress 
Threats to implementation 
In progress 
Threats to study completion 
Recruitment and retention of subjects 
Potential Threats to Generalization  
In progress 
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Optimal organization and delivery of post-acute care for hip 
fracture patients 

Impact/Utilization: 500,000 new  hip fractures cases/year 

Nominated Intervention (1): Acute care followed by conventional rehabilitation  

Summary of Research Findings to date: Rehabilitation improves hip fracture outcomes but 
excess mortality of 15% in first year 

Nominated Intervention (2): Bundled acute and rehabilitation care with rehabilitation setting 
determined by need 

Summary of Research Findings to date: unknown 

Proposed Study Design: 

 Design RTC 

 Sample (include target disability group, age group)  hip fracture  65+ 

Inclusion/Exclusion all hip fractures secondary to fall or trauma, exclude pathological 
fracture 

 Timeline 2 yr planning, 3 yr patient accrual 

Data Collection Plan Anticipated functional outcomes, recurrent hospitalization, health 
care utilization, mortality, quality-of-life 

 Data Analysis Plan Anticipated intention-to-treat analysis 

Feasibility Assessment: 

Threats to Implementation requires collaboration w/CMS, requires innovation by 
providers 

 Threats to study completion provider acceptance, requires randomization 

Potential Threats to Generalizability: may not generalize to younger populations 
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Optimal organization and delivery of post-acute care for stroke 
patients 

Impact/Utilization: 750,000 new stroke cases/year 

Nominated Intervention (1): Acute care followed by conventional rehabilitation  

Summary of Research Findings to date: Rehabilitation improves stroke outcomes 

Nominated Intervention (2): Bundled acute and rehabilitation care with rehabilitation setting 
detrmined by need 

Summary of Research Findings to date: unknown 

Proposed Study Design: 

 Design RTC 

 Sample (include target disability group, age group) stroke ages 65+ 

 Inclusion/Exclusion exclude other co-existent neurological diseases 

 Timeline 2 yr planning, 3 yr patient accrual 

Data Collection Plan Anticipated functional outcomes, recurrent hospitalization, health 
care utilization, mortality, recurrent stroke, quality-of-life 

 Data Analysis Plan Anticipated intention-to-treat analysis 

Feasibility Assessment: 

Threats to Implementation requires collaboration w/CMS, requires innovation by 
providers 

 Threats to study completion provider acceptance, requires randomization 

Potential Threats to Generalizability: may not generalize to younger populations 
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Optimal organization and delivery of post-acute care for complex 
medical patients 

Impact/Utilization: may help to revise treatment guidelines  

Nominated Intervention (1): Acute care followed by SNF/home care 

Summary of Research Findings to date:  

Nominated Intervention (2):  Intense inpatient rehabilitation followed by home care 

Summary of Research Findings to date: unknown except for very select populations e.g., 
metastatic disease to spine with paralysis where clear improvemtns in quality of life 
demonstrated 

Proposed Study Design: 

 Design RTC 

Sample (include target disability group, age group)  multiple organ transplant patients, 
severely decondtioned patients following cancer treatments 

Inclusion/Exclusion TBD 

 Timeline 1 yr planning, 1 yr patient accrual 

Data Collection Plan Anticipated functional outcomes, recurrent hospitalization, health 
care utilization, mortality, quality-of-life 

 Data Analysis Plan Anticipated intention-to-treat analysis 

Feasibility Assessment: 

Threats to Implementation requires collaboration w/CMS, requires innovation by 
providers 

 Threats to study completion provider acceptance, requires randomization 

Potential Threats to Generalizability: will depend on diagnostic criteria 
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Enhancing Motor Training with Transcranial Direct Current 
Stimulation 

Traumatic Brain Injury (TBI) is a major world-wide public health problem. The Center for 
Disease Control and Prevention (CDC) estimates that 235,000 people in the U.S. alone are 
hospitalized annually with a TBI and survive. Approximately 80,500 of TBI survivors are left 
with long-term disability. Another 10,000 or more who sustain a TBI, but are not hospitalized, 
are estimated to become disabled each year. Long-term disability after TBI includes problems 
with motor control (weakness, spasticity, and instability), cognition (thinking, memory, and 
reasoning), sensory processing (sight, hearing, touch, taste, and smell), communication 
(expression and understanding), and behavior or mental health (depression, anxiety, personality 
changes, aggression, acting out, and social inappropriateness). The CDC estimates the 
prevalence of disability resulting from TBI in the U.S. to be 5.3 million. The annual direct and 
indirect costs including those due to work loss and disability have been estimated at $60 billion. 
These costs recently increased very significantly due to the high number of veterans who require 
treatment because of TBIs they sustained during the war in Iraq. There is therefore an urgent and 
ongoing need for better strategies to minimize motor impairments as a consequence of TBI and 
promote the recovery of function in TBI survivors.   

Upper extremity impairment and related functional limitations are important targets of the 
rehabilitation of individuals who suffered a TBI. Recent literature emphasizes the need for 
studies assessing the benefits of interventions aimed at improving motor function in TBI 
survivors. Only a small number of studies has been focused on assessing motor gains associated 
with rehabilitation in TBI survivors. The few studies focused on the use of traditional 
rehabilitation techniques have shown that limited motor gains are associated with traditional 
interventions. Recent research has explored the use of rehabilitation approaches based on high 
intensity and specificity of targeted movements (such as constraint-induced movement therapy) 
in TBI survivors. Preliminary results are very encouraging as they show that clinically significant 
gains can be achieved via intensive motor therapy. Based on these considerations, our research 
team recently carried out a pilot study that combined non-invasive electrical stimulation of the 
brain (i.e. transcranial direct current stimulation, tDCS) with robotic motor training aimed at 
upper extremity motor recovery in a group of TBI survivors. Figure 1 shows the setup we 
utilized in our preliminary investigation. The combination of tDCS and robotics was motivated 
by recent scientific evidence that points at the benefits of these technologies.  

Based on the outcome of our pilot study, we propose to perform a randomized sham-controlled 
clinical trial to assess the clinical and neurophysiological effects of therapy that combines motor 
training using a robotic device (ARMEO, Hocoma AG) specifically designed for upper extremity 
rehabilitation, which allows one to perform therapeutic exercises based on an interactive gaming 
environment, and the use of noninvasive brain stimulation achieved via tDCS. The proposed 
study will allow us to perform a comparison of therapy based on the above-mentioned 
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technology and traditional physical therapy as currently delivered in an outpatient setting. The 
project will be carried out over a period of two years. During Year 1, we will focus on comparing 
robotic therapy combined with tDCS versus robotic therapy alone. During Year 2, we will 
compare traditional physical therapy with physical therapy augmented by the above-mentioned 
technologies. The decision of whether we will use robotic therapy alone or a combination of 
robotic therapy and tDCS will be made based on the results of Year 1 of the project. 
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Parkinson’s Disease Medication Management 

Parkinson’s disease affects about 3% of the population over the age of 65 years and more than 
500,000 US residents.  The characteristic motor features of the disease include tremor, 
bradykinesia (i.e. slowness of movement), rigidity (i.e. resistance to externally imposed 
movements), and impaired postural balance. Current therapy is based on augmentation or 
replacement of dopamine, using the biosynthetic precursor levodopa or drugs that activate 
dopamine receptors. These therapies are successful for some time, but most patients eventually 
develop motor complications. Complications include wearing-off, the abrupt loss of efficacy at 
the end of each dosing interval, and dyskinesias, involuntary and at times violent writhing 
movements. Wearing-off and dyskinesias produce substantial disability, and frequently interfere 
with medical therapies. Furthermore, fluctuations in the severity of symptoms and motor 
complications (referred to as “motor fluctuations”) are observed during dosing intervals. 

Currently available tools for monitoring motor fluctuations are limited. In clinical practice, 
information about motor fluctuations is usually obtained by asking patients to recall the number 
of hours of ON (i.e. when medications effectively attenuate tremor) and OFF time (i.e. when 
medications are not effective). This kind of selfreport is subject to perceptual bias (e.g. patients 
often have difficulty distinguishing dyskinesia from other symptoms) and recall bias. Another 
approach is the use of patient diaries, which can improve reliability by recording symptoms as 
they occur, but does not capture many of the features useful in clinical decision-making. 

Over the past few years, we have developed a wearable monitoring system that tracks changes in 
the severity of symptoms and motor complications in patients with Parkinson’s disease. The 
system is equipped with wireless body-worn sensors that can gather data continuously over a 
period of up to 5 days. We have developed algorithms that identify ON-OFF periods and 
estimate UPDRS (Unified Parkinson’s Disease Rating Scale) scores on the basis of the analysis 
of sensor data (i.e. accelerometer data) recorded during performance of motor tasks such as 
pronation/supination movements of the forearms, reaching movements, walking, sitting, etc. We 
have recently augmented the capability of our system by developing a web-based portal that 
provides clinicians with remote access to the data and videoconferencing capability so that a 
patient examination can be performed via the Internet. Preliminary results we have gathered over 
the past few years in a pilot study on about 20 patients with late stage Parkinson’s disease 
indicate that the tools we have developed and tested could facilitate and improve medication 
management in this patient population. 

We propose to perform a comparative effectiveness study aimed at assessing whether medication 
management can be improved in patients with late stage Parkinson’s disease by relying upon the 
tools described above. Patients recruited in the study will be randomized to one of two groups: 1) 
receiving standard clinical services by which medication management is achieved via clinical 
visits and patient’s report of his/her satisfaction with medication effectiveness, and 2) 
undergoing field monitoring to assess the severity of symptoms and motor complications during 
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motor fluctuation cycles via the use of the system we have developed and tested over the past 
few years as described above. The study will be carried out over a period of two years. During 
the first six months of the study, we will focus on the deployment of the technology in the field. 
We have extensive experience with the use of this technology and we are confident that we can 
address all the challenges of deploying the system based on our experience and our 
collaborations with Dr. Matt Welsh, who serves as Director of the Harvard Sensor Networks 
Laboratory, and Mr. Doug McClure, who serves as Corporate Manager of the Partners Center for 
Connected Health. The remainder of the study will be focused on the proposed comparative 
assessment of the anticipated clinical impact of the technology we have developed. We have 
extensively collaborated with Dr. John Growdon, Director of the Motor Disorders Center at 
Massachusetts General Hospital, and Dr. Dan Tarsy’s team at Beth Israel Medical Deaconess 
Center. We will rely on these collaborations to achieve the goals of the proposed study. 
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Comparison of two outcome measurement tools providing 
benchmark predictive data to identify the utilization patterns for 

physical or occupational therapy rehabilitative services. 

Nature of Problem or Research Question: To compare the psychometric properties of two 
outcome measurement tools. Also to compare the use of these tools for evaluating changes in 
utilization patterns among therapists when benchmark predictive data is, or is not provided for 
planning outpatient physical and occupational therapy treatment.   

Background: Section 4541 of the Balanced Budget Act of 1997 (BBA) (Pub.L. 105-33) 
imposed financial limitations on outpatient therapy services and requested development of 
payment alternatives.  In an effort to reduce errors in therapy claims, in 2005, the Centers for 
Medicare and Medicaid Services issued Manual instructions for outpatient therapy services that 
required documentation of improvement during treatment.  The transmittal recommended, but 
did not require, measurement tools that address physical and/or occupational therapy services. 
Two of those tools, Focus On Therapeutic Outcomes, Inc. (FOTO), and Boston University’s 
AM-PAC (administered by CRE Care) have extensive psychometric research, are widely used, 
and have amassed large data sets.  Since the tools were developed using different patient data 
and manage the information obtained in different ways, they may address the needs of therapists 
for use in patient care in different ways.    

In 2007, the Centers for Medicare and Medicaid Services established a research project titled 
“Developing Outpatient Therapy Payment Alternatives” (DOTPA). The purposes of this 5 year 
project are to identify, collect, and analyze therapy-related information tied to beneficiary need 
and the effectiveness of outpatient therapy services. The ultimate goal is to develop payment 
method alternatives to the current financial cap on outpatient therapy services. 

In 2008, CMS contracted with Computer Sciences Corporation for a study titled Short Term 
Alternatives to Therapy Services (STATS). Before October, 2010, this project is tasked to : 
Collect and analyze quarterly and annual claims data; partner with stakeholders in analysis of 
utilization, policies, currently available measurement tools to develop clinically appropriate 
limitations or guidelines that may be used to develop options for short term alternatives to 
therapy caps.   

The proposed research project would complement both of these projects by using electronic data 
collection and by focusing exclusively on outcomes measurement. This study creates a platform 
for linking appropriate payment to necessary services, and for reporting quality measures.   

Impact/Utilization: During CY 2007, Medicare paid $4.37 billion for outpatient therapy 
services.  If providing benchmark data to therapists improves quality and controls costs, 4.4 
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million beneficiaries who utilize therapy services annually would benefit3 .  Specific outcome 
measurement items with strong scientific credentials for specific patient conditions would be 
useful in identifying appropriate payment for quality services. It is unlikely that comparison of 
these two proprietary tools using Medicare claims would be feasible without federal support. 
This study will serve as a base from which future comparative effectiveness research questions 
may be formulated, for example, using the most appropriate tool to compare treatment options 
for specific groups of patients.   

Nominated Intervention (1):  Focus On Therapeutic Outcomes, Inc. 

The Functional Outcome Score of FOTO is based on 2.4 million patient episodes obtained over 
17 years. The outcomes instruments are currently being administered in over 2,000 clinics 
nationally and over 70 clinics in Israel. FOTO measures have been approved by the National 
Quality Measures Clearinghouse, given time-limited endorsement by the National Quality 
Forum, and used in the CMS funded (2006) a pay-for-performance study.  

Nominated Intervention (2): AM-PAC 

The AM-PAC’s psychometric properties have been extensively evaluated in inpatient as well as 
outpatient post acute care patient patients with major medical, neurologic, as well as major 
orthopedic impairments.  The AM-PAC has demonstrated a high degree of reliability, known 
groups and construct validity, as well as shown a high degree of sensitivity to change across all 
three functional domains across.   

The Basic Mobility and Daily Activity scales have been given time-limited endorsement by the 
National Quality Forum.  

Proposed Study Design: 

 Design:  To compare the psychometric properties of the AM-PAC and FOTO measures, 
the study will identify a sample of providers of physical or occupational therapy outpatient 
services who are interested in utilizing both tools.  Data will be collected at initiation of 
treatment and discharge using the two instruments simultaneously for all patients with a variety 
of neuromusculoskeletal conditions. Results for the two tools will be compared for the 
psychometric properties of test-retest reliability, validity (known group construct validity), 
sensitivity to change, responsiveness, usability (practicality, ease of use, frequency of use) and 
feasibility.  To compare the effect of the knowledge of benchmark data from a similar cohort, 
provide two group of therapists outcome and benchmark data for one tool each to use in 
treatment planning. Compare outcomes, cost, the ability of the tools to classify clinics by 
effectiveness (based on outcome), and efficiency (based on utilization of time or resources to 

                                                 

3 Amy Kandilov, Ph.D., Brieanne Lyda-McDonald, M.S., Edward M. Drozd, Ph.D., RTI International  “Developing 
Outpatient Therapy Payment Alternatives (DOTPA): 2007 Utilization Report”  Date 2009   
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achieve outcomes) for both groups. Also compare the cost and utilization of services for similar 
patients whose therapists do not utilize either tool.   

Sample:  Medicare Part B beneficiaries age 65 and over with a variety of neuromusculoskeletal 
disorders. 

Inclusion:  All Medicare Part B beneficiaries in the cooperative clinics who are receiving 
physical or occupational therapy. 

Exclusion: Patients without cognitive ability or surrogate to participate.  Patients with less than 3 
therapy visits in an episode.   

Timeline: 18-24 months 

Data Collection Plan Anticipated  

Identify providers/suppliers who are using the target tools by using tool sponsor contact 
information. Collect initial and discharge information using both tools on a sample group. 

Extract processed claims data from CMS Data Repository. From the universe of 
Medicare therapy claims, identify controls. Match claims data to clinical data. Develop and 
execute chart review and interview procedure for clinical feasibility. 

Data Analysis Plan Anticipated 

Describe the functional status change, number of visits, number and type of services, episode 
length in calendar days, recidivism, allowed charges and paid amount.  

Compare the differences in the tools psychometrics and compare instrument 
usability/practicality, feasibility, burden on patients/staff and other differences that arise. 

Feasibility Assessment: 

Threats to Implementation: Lack of cooperation among tool sponsors is very unlikely, but 
possible.  Difficulty finding beneficiaries whose interventions were similar except the tools is 
possible, but also unlikely due to the huge universe of Medicare claims.  

Threats to study completion:  Recruitment of providers, unless incentive to participate is offered 
or burden is low (such as focusing upon therapists who already use the instrument). 

Potential Threats to Generalizability: The Medicare population, while large, differs from the 
general population in race, and possibly in socioeconomic level.   
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Therapists who already have adopted these tools may be different than therapists who 
have not adopted these tools. There is no evidence or theory, however, that the 
differences in willingness to adopt a given assessment tool would affect the sensitivity of 
the tool. 
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APPENDIX B 

Examples of CER in the area of Assistive Devices and Technologies 
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Comparative Effectiveness of two approaches to treating footdrop in 
post-stroke population 

Nature of Problem or Research Question:  

Footdrop or the inability to adequately clear the toes/forefoot during the swing phase of gait is a 
major rehabilitation problem following stroke. The standard of care in the US for the treatment 
of footdrop is the ankle-foot-orthosis (AFO) which constrains movement by preventing relative 
plantar flexion. However, emerging evidence indicate that motor recovery is activity dependent; 
specifically, repetitive movement therapy that is novel, functionally relevant and applied early 
during recovery is effective in facilitating motor recovery following UMN lesions. Thus, 
although an AFO clearly provides functional benefit, it may also hinder motor recovery. An 
important alternative to an AFO is the peroneal nerve stimulator (PNS) which actively 
dorsiflexes the ankle during the swing phase of gait and may facilitate motor recovery. However, 
these approaches have not been directly compared during the critical early post-stroke phase with 
respect to their effect on motor recovery (1-12 weeks).  

Impact/Utilization: 

Nominated Intervention (1): Articulated AFO.  

Summary of Research Findings to date:  

The standard of care for post-stroke foot drop is an AFO. Approximately 20% of stroke survivors 
discharged from acute inpatient rehabilitation are prescribed an AFO. 1, 2 Options include off the 
shelf plastic AFO, double upright metal AFO, solid ankle custom molded AFO and the 
articulated custom mold AFO. There are no studies that compare the relative efficacy of these 
devices. However, the community consensus appears to be the articulated custom molded AFO.  

There is now sufficient evidence demonstrating the efficacy of AFO relative to no device in 
enhancing the functional mobility of stroke survivors.3-7  However, there are no randomized 
clinical trials with long-term follow-up demonstrating their effectiveness. Most studies utilized 
cross-sectional design that randomly assigned the AFO condition vs no AFO condition. Nearly 
all studies evaluated chronic stroke survivors with acute stroke survivors evaluated only rarely.8 

While an AFO is effective in enhancing functional ambulation relative to no device, the 
constraints of an AFO, even an articulated AFO, might inhibit neurologic recovery. Two studies 
that evaluated the effect of AFO usage on motor activation of the ankle dorsiflexors seem to 
support this concern.4, 5 In agreement with prior studies, both demonstrated the functional benefit 
of an AFO. However, both studies also reported reduced activation of the ankle dorsiflexors 
(tibialis anterior) during gait. One of these studies concluded “The study…supports the 
functional benefit of a rigid AFO in hemiparetic subjects…However, the reduced activity in the 
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tibialis anterior muscle may lead to disuse atrophy and hence long-term dependence on the 
orthosis.”4 

Nominated Intervention (2): Surface peroneal nerve stimulator 

Summary of Research Findings to date:  
In 1961, Lieberson and associates9 described the first single channel surface PNS to provide 
ankle dorsiflexion during the swing phase of gait.  Burridge and associates10 reported the only 
randomized clinical trial of surface PNS compared to no device and demonstrated that the 
treatment group exhibits significantly greater increases in walking velocity than the control 
group. Since then numerous case series have reported similar improvements in gait parameters 
based on a variety of commercially available surface PNS, including the Odstock Dropped Foot 
Stimulator,11-13 the tilt sensor based WalkAide14-16and the wireless Bioness L300.17-19 Several 
evidence based reviews concluded that there was strong evidence that PNSs improve hemiplegic 
gait parameters.20-22 
 
Researchers investigating PNS have long understood that the primary barrier to clinical 
implementation in the US is the AFO. Accordingly, several studies compared the functional 
benefits of PNS to an AFO.19, 23-25 For the most part, the two devices were similar with respect to 
functional ambulation. 

In contrast to the AFO where there is concern regarding inhibiting motor recovery, the PNS may 
facilitate motor recovery by providing novel, repetitive movement therapy in the context of the 
functionally relevant task of walking. Lieberson and associates were also the first to describe an 
apparent “carry-over” effect after use of a PNS. Some participants who previously did not 
exhibit ankle dorsiflexion were able to volitionally dorsiflex the ankle after using the PNS.9 This 
initial observation of an apparent motor relearning effect has now been corroborated by several 
case series.12, 14, 26 These studies showed after a period of use of the PNS, some stroke survivors 
experience modest improvements in gait parameters even when not using the PNS. However, 
there are no longitudinal RCT to confirm the presence and clinical relevance of PNS mediated 
motor relearning effect. Further, all studies were conducted during the chronic phase of stroke 
when the environment for influencing substantial motor recovery is far from optimal.27 

Proposed Study Design: 

 Design: Single-blinded RCT; PNS vs AFO during acute/subacute phase with 3-mo FU 
for pilot trial and 6-9-mo FU for full trial. 

 Sample (include target disability group, age group): Adult strokes (45-75) 

Inclusion/Exclusion: 

Inclusion Exclusion 

 45-75 yrs old  LE edema or skin breakdown 
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 Hemorrhagic or nonhemorrhagic 
 Medical stability 
 Unilateral hemiparesis 
 Presence of footdrop during 

ambulation 
 Minimum ambulation ability of 

standing and stepping within the 
parallel bars with or without an 
assistive device 

 Ankle dorsiflexion to neutral with 
PNS while standing 

 LMN lesion of the peroneal nerve 
 Severely impaired cognition 
 Significant visual-spatial deficits 
 Aphasia with impaired 

comprehension 
 DVT 
 Potentially life-threatening cardiac 

arrhythmias 
 Demand pacemakers or 

defibrillators, or other implanted 
electronic device.  

 Pregnancy 
 

 Timeline: This depends on whether the study is a pilot or a large scale trial. A pilot can 
be 3 yrs; a full trial will likely require 5-yrs. 

 Data Collection Plan Anticipated: Outcomes that span the WHO continuum of 
impairment (e.g. gait speed, quantitative gait analysis, EMG, fMRI, metabolic cost), activities 
limitation (e.g. laboratory based measures of functional mobility) and participation (e.g. real life 
measures of mobility, measures of stroke specific QOL). For a pilot study, outcomes should be 
assessed at baseline and monthly thereafter for 3 mo. For a full trial, outcomes should be 
assessed at baseline and at 2-3 mo intervals for 6 to 9-mo, respectively. 

 Data Analysis Plan Anticipated: longitudinal analysis using linear mixed models 

 

Feasibility Assessment: 

 Threats to Implementation: 

 Medical and neurological instability of acute stroke survivors 
 Confounding effect of multiple therapies: PT, OT, speech 

 Threats to study completion: 

 Loss to follow-up 
 Noncompliance 
 Poor recruitment 

Potential Threats to Generalizability: 

 Use of a PNS requires high level of support from skilled personnel in order to 
ensure proper electrode location, reduce or minimize electrical stimulation 
mediated discomfort and enhance overall compliance. In a clinical trial this 
support is provided. However, in real life this may be difficult to maintain and 
thus study results may not easily translate to the real world. 
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 Although surface PNS is FDA approved, it is not CMS approved. Thus even if 
this study demonstrates significant benefit of PNS over an AFO, the lack of 3rd 
party reimbursement may render the study clinically irrelevant. On the other hand, 
the study results may influence CMS decisions. 
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Children with disabilities (e.g. autism, Down syndrome, mental 
retardation, cerebral palsy) often also have co-morbid hearing loss. 

Some of this group of children will have moderate to profound hearing loss and may be 
candidates for cochlear implants.  Although both cochlear implants and amplification devices 
(e.g. hearing aids) are used in this population, the question of which is preferable related to 
efficacy and broad issues of cost and benefit is not known.   

Impact/Utilization: High impact disorders of low frequency. 

Nominated Intervention (1): Cochlear implants 

Summary of Research Findings to date: limited in this population although perhaps 30-50% of 
children who received cochlear implants have an additional disability. 

Nominated Intervention (2): Amplification devices 

Summary of Research Findings to date: limited in this population 

Proposed Study Design: 

 Design descriptive 

Sample (include target disability group, age group) children with disability 5yrs of 
age of less 

 Inclusion/Exclusion: progressive neurological disease 

 Timeline: 1 year of amplification followed by offer of cochlear implant if slow probress 

Data Collection Plan Anticipated Anticipate the spectrum of speech and language, 
cognitive, social adaptive, and quality of life funciton. 

 Data Analysis Plan Anticipated determined by statistician 

Feasibility Assessment: 

 Threats to Implementation finding comparable children 

 Threats to study completion being able to control for cochlear implant intervention 

Potential Threats to Generalizability: each child with a disability is unique 
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Improving the benefits of assistive technology use by those with 
lower limb impairments. 

Impact/Utilization: Over 7 million people use mobility devices  

Nominated Intervention (1): Mobility devices are distributed at rehabilitation hospitals/centers 
or by durable medical supply dealers using medical benefits and brief assessments of functional 
loss as criteria for distribution of devices.  

Summary of Research Findings to date: Nonuse rates ranging from 12% to 80% depending on 
the type of mobility device and the method of device acquisition.  

Nominated Intervention (2): Acquisition of mobility device based on functional and 
participation benefits in environments where mobility devices are used including home, work 
and community frequented sites.  

Summary of Research Findings to date: No published studies in this country  

Proposed Study Design: 

Design: Controlled treatment, multicenter trials  

Sample (include target disability group, age group):  

Lower limb impairments, over18  

Inclusion/Exclusion:  

All individuals with lower limb impairments who use mobility devices  

except those who use canes, crutches or walkers  

Timeline: 2 yr planning, 3 yr implementation  

Data Collection Plan: Nonuse of mobility device, functional outcomes, recurrent 
hospitalization, health care utilization, secondary conditions, quality-of-life and 
community participation  

Data Analysis Plan: Inferential statistics  

Feasibility Assessment:  

Threats to Implementation:  

Requires innovative collaborations with health insurance plans,  

71



rehabilitation centers, community agencies. Requires removal of in-home CMS 
rule for use of mobility devices  

Threats to study completion:  

Provider acceptance, consumer acceptance, funding mechanism that  

require cost sharing between traditional medical based and community based 
service providers.  

Potential Threats to Generalization:  

May not generalize to younger populations 
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Improving Immediate Responses to In-Home Falls 

Improving the response to in-home falls in the elderly population is of paramount importance. 
Falls are the sixth leading cause of death in elderly people in the United States. A key factor to 
minimize the severity of fall-related injuries is to promptly detect the fall event and alert clinical 
personnel. During the past few years, a number of devices for fall detection have been introduced 
on the market. These devices are based on body-worn units (e.g. pendants, wrist-watch units) 
equipped with an accelerometer.  The units are programmed to detect falls based on the analysis 
of accelerometer data and to send an alarm message to a caregiver. Unfortunately, the potential 
benefit of these systems is limited by poor compliance likely because subjects are overwhelmed 
by the large number of false fall detections (i.e. false positives) that mark commercially available 
systems. 

We propose to develop a new system for fall detection that combines home robotics with the use 
of body-worn units and to compare the newly-developed system with a commercially available 
device (i.e., the Philips Lifeline system). In the proposed system, the body-worn unit will send a 
message to the robot (see Figure 1) when it detects a fall event and the robot will respond by 
acquiring and processing video and audio information to assess whether the subject actually fell. 
When the subject does not wear the body-worn unit, the robot can utilize additional sensors to 
detect fall events (e.g. via detection of vibrations of the floor). Although we anticipate that the 
combined use of the body-worn unit and the robot will be superior to the use of the robot alone, 
we believe that it would be unrealistic to assume that subjects will use the body-worn unit all the 
time. The proposed system has great potential in providing effective monitoring and prompt 
interventions in the prevention of fall-related complications. 

The system will rely on wireless units that we have recently developed in collaboration with Intel 
Digital Health and researchers at Harvard University’s School of Engineering. The wireless units 
can transmit data via an IEEE 802.15.4 protocol or using Bluetooth. Additionally, the units are 
equipped with a microprocessor of the MSP430 family that allows one to derive features from 
the accelerometer data and to estimate the likelihood of a fall. Patterns of accelerometer data 
associated with a fall will be established based on an existing biomechanical model. 

We plan to recruit a group of elderly individuals who report frequent falls. We will compare the 
proposed system and the Philips Lifeline product. Subjects will be given two weeks to 
familiarize themselves with each of these technologies. They will be tested with both 
technologies via a cross-over design. The order in which the technologies are presented to the 
subjects will be randomized. A questionnaire will be completed for each technology and results 
concerning wearability of the systems, subject’s compliance with the use of the system, level of 
acceptance and perceived usefulness of the system, and obtrusiveness of the system will be 
compared for the newly-developed technology and the Philips Lifeline product. 
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Year 1 of the project will be focused on finalizing the development of the above-described 
system. As part of the development of the system, we will carry out extensive biomechanical 
simulations related to falls detection. Year 2 of the study will be devoted to collecting data in the 
field and carrying out extensive data analyses. Simulated fall conditions will be analyzed using 
receiver operating characteristics to determine operating points of the algorithm for fall detection 
to be implemented on the body-worn units. Simulated falls will also be analyzed on the robotic 
platform to test the ability of the robot of identifying false positives without compromising the 
sensitivity of the system. These simulations will include video and audio data. Questionnaires 
will be gathered from individuals participating in the study and analyzed to compare the two 
technologies undergoing assessment. 

We have already performed a preliminary evaluation of the robotic platform that we propose to 
use in the study.  However, we still plan to perform an extensive assessment of the robot shown 
in Figure 1 and opt for a different platform if necessary. Home robotics is a fast growing field 
and there are a number of platforms that we could rely upon if the one manufactured by iRobot is 
deemed to be inadequate. The proposed study will allow the development of a new system and 
its comparison with an off-the-shelf system for fall detection in the home environment. 
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Using Interactive Tabletop Technology to Direct Home 
Rehabilitation 

The development of tabletop and interactive surfaces has revolutionized human-computer 
interaction. Tabletop and interactive surfaces are ideal for the implementation of interactive 
games. The physical interaction of a single user or multiple users with the interactive surface is 
particularly appealing in rehabilitation. Reaching movements and the manipulation of objects are 
essential elements of therapeutic interventions aimed at improving motor functions in individuals 
with mobility-limiting conditions such as cerebral palsy. The use of interactive surfaces provides 
an unprecedented opportunity to motivate the subject to reach for virtual objects and manipulate 
them on the screen. Interactive gaming has been utilized extensively in rehabilitation to motivate 
subjects to perform motor tasks that are important in rehabilitation. An example of the use of this 
technology in rehabilitation is the use of the Nintendo Wii, which has elicited a great deal of 
interest in the rehabilitation community. The use of interactive gaming is particularly appealing 
in the pediatric population where traditional therapeutic interventions have failed in engaging the 
child. This limits the benefits possible with the therapeutic exercise undertaken. On the contrary, 
children will likely respond well to stimuli provided within an interactive gaming context with 
the potential for significant therapeutic benefits. 

Presently interactive gaming platforms (like the Nintendo Wii) are not totally suitable for the 
implementation of rehabilitation interventions. This is because interactive gaming platforms are 
not designed for rehabilitation and therefore do not provide control of the type and quality of 
movements performed by patients. For instance, the tennis video game on the Nintendo Wii 
platform allows patients to play either with limited movements of the wrist (i.e. waving the Wii 
Remote) or properly swing the arm with a large range of motion at the shoulder. In a standard 
therapeutic scenario, clinicians need to have control of the type and quality of movements 
performed by patients and assign the patient to specific exercises that target the execution of 
shoulder and elbow movements and other exercises that are specific of wrist and hand 
movements. Recent advances in miniature sensor technology have the potential to address the 
above-summarized limitations of existing interactive gaming platforms. Specifically, wearable 
sensors are currently available that allow one to track movements of the body and determine the 
type and quality of movements performed by patients. 

In the proposed project, we plan to utilize tabletop and wearable technologies to implement 
therapeutic interventions based on interactive gaming. The project will be carried out over a 
period of two years. During Year 1, we will focus on assessing the suitability of the above-
described platform for the implementation of games aimed at improving motor functions in 
children with cerebral palsy. This part of the study will be focused on fine-tuning the platform to 
maximize efficacy of the tools we are developing. We will rely on games that children can play 
on their own as well as games aimed at improving their interaction with others, including the 
therapist, their parents, and other children. During Year 2 of the 
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project, we will focus on a comparative assessment of interventions based on tabletop and 
wearable technologies and standard physical therapy interventions. Spaulding Rehabilitation 
Hospital has a large pediatric program overseen by Dr. Donna Nimec with whom we have been 
collaborating on clinical projects over the past six years. Dr. Nimec works very closely and 
provides pre-surgical clinical gait evaluations for the surgical team at Children’s Hospital, 
Boston. About 1000 children with cerebral palsy receive clinical services through the unit 
directed by Dr. Nimec. We will work with Dr. Nimec to recruit children with cerebral palsy 
showing impaired reaching and hand dexterity. A group of children will undergo a rehabilitation 
program based on the use of tabletop interactive games. A second group will undergo physical 
therapy in the outpatient setting. Functional outcomes will be compared in the two groups to test 
the hypothesis that improved function can be provided via the intensity of motor training 
delivered by using interactive gaming tools. Future studies will explore the use of these tools for 
home-based therapy. 
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APPENDIX C 

Examples of CER in the area of Health Promotion and Wellness 
Interventions for People with Disabilities 
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A Comparison of Traditional Community Based Mentoring 
Interventions and Efficacy- Based Wellness Coaching in Promoting 

Healthful Physical Activity and Nutrition for Overweight/Obese 
Adolescents with Disabilities 

Nature of Problem or Research Question:  

The prevalence of overweight and obesity in children and adolescents has increased dramatically 
in recent decades. Data from the National Health and Nutrition Examination Surveys (NHANES) 
collected in 2003–2004 indicate the prevalence of overweight individuals by ages 2–5, 6–11, and 
12–19 are 13.9%, 18.8%, and 17.4%, respectively. Examination of historical NHANES data 
reveals that the prevalence of childhood obesity has approximately tripled during the past 30 
years, mirroring the increased prevalence among adults. Our current research at the University of 
Illinois at Chicago (NIDRR Grant No. H133A060066) examined the prevalence of obesity and 
obesity-related secondary conditions in a national sample of 662 youth with disabilities ages 12-
18 years. Prevalence of obese youth with disabilities was found to be significantly higher 
(17.5%) compared to youth without disabilities (13.0%), and more than 70% of the participants 
reported having at least one secondary condition including gastrointestinal problems, sleep 
apnea, asthma, depression, low self-esteem, and fatigue. Youth with disabilities are also more 
likely to live sedentary lifestyles than their non-disabled peers and there is compelling evidence 
showing an association of physical activity, sedentary behavior, and overweight/obesity (Zoeller, 
2009). Obesity is a major public health issue among youth with disabilities. Despite this urgent 
need for interventions, there is a void in the literature on successful interventions for overweight 
youth with physical disabilities.  

Impact/Utilization:  

Adolescence is an important developmental period during which youth with and without 
disabilities develop much of the self-concept, attitudes and behaviors they will carry into 
adulthood. Effective, evidence-based health promotion interventions during this developmental 
period are direly needed so that youth and their families can establish the requisite self-
management skills and health behaviors that will promote good health and reduce the risk of 
chronic and secondary conditions in adulthood.  

Nominated Intervention (1): 

Effectiveness of a one-to-one, community-based youth mentoring program to increase physical 
activity and promote healthier nutrition among overweight youth with disabilities.  

Summary of Research Findings to date:  
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One-to-one youth mentoring programs such as I can do it-You can do it and Kids Enjoying 
Exercise Now (KEEN) have been shown to have a significant and positive impact on young 
people’s lives, particularly for those youth found to be at highest risk (Catalano, et al 2004; Beir, 
et al 2000). Despite the popularity of such programs, few existing programs have been evaluated 
with the necessary methodological rigor to determine efficacy of program practices. Well-
controlled, carefully designed comparative effectiveness studies are needed to establish the 
utility and efficacy of these programs within the broader health promotion programming context. 
A preliminary evaluation of the I can do it-You can do it program has shown mixed results and 
indicates the need for further research (Final Report on the Evaluation of the I Can Do It, You 
Can Do it Health Promotion Intervention, 2007). 

Nominated Intervention (2): 

Effectiveness of a telephone-based personal health behavior coaching intervention (Personalized 
Exercise/Nutrition Prescription or “PEP”) to increase physical activity and promote healthier 
nutrition among overweight youth with disabilities. 

Summary of Research Findings to date:  

Findings from adherence and motivational research indicate that participation in health 
promotion (i.e., physical activity and nutrition) is far more likely when the programs are 
customized to address the unique needs and concerns of the individual user. Our previous 
research has shown that an intensive telephone-based personal health behavior coaching 
intervention can empower severely obese participants with mobility disabilities to make 
substantial increments in physical activity and improved nutritional habits, resulting in a 
significant reduction in BMI. The strength of person-centered programming lies in being able to 
develop recommendations for the individual that are realistic and achievable within the context 
of his/her circumstances and environment. 

The proposed PEP + youth wellness coaching intervention uses information technology to 
provide wellness coaches with rapid access to evidence-based strategies for increasing physical 
activity, improving nutritional habits and improving the overall health status of participants. The 
PEP+ approach focuses on empowering youth to self-manage key health behaviors through 
positively focused steps toward developing greater self-efficacy for these behaviors (Rimmer &  
Rowland, 2007).  

Proposed Study Design: 

The proposed randomized controlled trial will assign participants to one of two physical activity 
and nutrition intervention conditions: (1) a traditional community-based mentoring approach 
such as I Can Do it – You Can Do it, or 2) PEP+ Youth Wellness Coaching.  
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Sample: Stratified random sampling will be employed in assigning participants to the two 
treatment conditions to assure the groups are comparable in terms of type and severity of 
disabilities represented. Recruitment size will depend on the amount of funding allocated for this 
comparative effectiveness study.   

Inclusion/Exclusion: Participants must also meet the following eligibility criteria: (a) age 14-18 
yrs; (b) have written permission from their physician to participate in the study; (c) have the 
ability to use hands and arms independently to exercise; (d) Percent Body Fat > 85th percentile 
based on triceps skinfold measurement; (e) have the ability to converse in English and complete 
activity monitoring report forms; (f) not be currently enrolled in a health promotion program; (g) 
have a parent or guardian sign the agreement to support recommendations of the wellness coach 
and; (h) have a sedentary lifestyle over the past 6-months as measured by the module on 
moderate and vigorous physical activity from the CDC Youth  Risk Behavioral Surveillance 
System (YRBS).  

Data Collection Plan Anticipated: Primary Outcome measures will include physical activity 
levels, nutrition intake, and self efficacy to exercise. Secondary outcome measures include 
quality of life and participation. Other data collected include barriers to physical activity and 
healthy eating, medications, and demographics. Data will be collected at the following points: 
screening, pre-testing, post-testing, and follow-up.   

Data Analysis Plan Anticipated: To test the hypotheses concerning the effects of the 
intervention on primary and secondary outcome measures, a series of 2 (treatment 1 vs. treatment 
2) by 2 (pre-test vs. post-test) mixed factorial analyses of variance (ANOVA) will be performed, 
employing Type III sums of squares. Significance will set at the .05 level. Any significant 
interaction effects will be evaluated through post-hoc t-tests. Adherence to and success of the 
intervention condition will be assessed using select criteria that are based on questions asked 
during the follow-up interview related to their participation in physical activity and adopting  
healthy eating behaviors. 

Feasibility Assessment: 

Threats to Implementation: A threat to implementation of this research would include any 
issue that would prevent or inhibit the recruitment of study participants or the ability to reach 
participants for data collection or coaching calls.  

Threats to study completion: Threats to study completion may include any problems with 
participant retention or an inability to complete follow up measures with participants.  

Potential Threats to Generalizability: Generalizability, or external validity, may be threatened 
on the ecological or population level. Threats to population validity could include the possibility 
that our youth with disabilities are misrepresentative of the general population of youth with 
disabilities. Potential threats to ecological validity include the possibility that the intervention is 
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affected by factors related to the period of time (historical, seasonal, etc.) in which the 
intervention takes place, by personal attributes of the staff implementing the intervention, or by 
effects related to the act of participating in a study itself, such as the Hawthorne effect or testing 
sensitization.  
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Comparing two established health promotion interventions; the 
Chronic Disease Self-management program and the Living Well 

with a Disability Program 

Nature of Problem or Research Question: 

 The barriers people with disabilities encounter in maintaining and improving their health 
status are numerous and interrelated (1, 2).  For these individuals, functional loss leads to unique 
self-management needs even as it limits opportunities for health improvement.  Even more, 
ability to participate in the vast array of community activities enjoyed by most people who 
achieve and maintain good health status is limited for those with disabilities.  Hence, the 
reinforcement contingencies to develop and maintain a healthy lifestyle are less salient and 
available to people with disabilities.  Lorig et al. (3) reported those who did not complete the 
Chronic Disease Self-Management Program reported significantly fewer minutes of aerobic 
exercise per week and higher levels of activity limitation, pain/physical discomfort, fatigue, and 
health distress than completers. 

The benefit of developing a healthy lifestyle is essentially two-fold.  First, healthy 
lifestyles can reduce and even eliminate symptoms of chronic disease and permanent injury.  
Second, improved health status improves an individual’s ability to fully participate in 
community.  This research project will compare two evidence-based health education programs; 
the Chronic Disease Self-Management Program (CDSM; 3) and the Living Well with a 
Disability Program (LWD; 4-6).   The CDSM program focuses primarily on symptom reduction 
while the LWD program addresses both symptom reduction and improved participation.  The 
study will compare the effectiveness of each program on the health status of people with a 
disability compared to those without a disability. 

Impact/Utilization:  Study results will lead to a better understanding of how disability interacts 
with health behavior change.  For people with a disability, a Living Well with a Disability may 
be more effective than the Chronic Disease Self-Management Program. 

Nominated Intervention (1):  Living Well with a Disability 

The Living Well with a Disability health promotion program is a health education intervention 
that was developed from the premise that people with functional loss will be more apt to make 
healthy behavior choices when those choices are organized to facilitate achievement of specific 
important long-term goals.   

Summary of Research Findings to Date:  In a randomized staggered baseline design, 
workshop participants (i.e. people with mobility impairments) reported numerous statistically 
significant changes including a 13% reduction in limitation due to secondary conditions, a 13% 
improvement in health related quality of life (i.e. symptom days), a 5% increase in healthy 
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behavior and a 67% reduction in healthcare costs during the intervention period.  Many of these 
effects were maintained over 12 months (5).  Comparing these outcomes to individuals not 
receiving the intervention, workshop participants were three times more likely to be below the 
median on limitation from secondary conditions (AOR = 1.94 (1.03, 3.67)) twice as likely to be 
below the median of unhealthy days and (AOR = 3.05 (1.33, 7.01)), twice as likely to be below 
the median for health care costs (AOR = 1.96 (0.91, 4.26)) than those who did not receive the 
intervention (4).  These results on secondary conditions mirrored those of a separate study (6). 

Nominated Intervention (2):  The Chronic Disease Self-Management Program is a health 
education program designed to address common symptoms of chronic disease.  The intervention 
utilizes self-efficacy theory to guide interventions that elicit health behavior change.   

 Summary of Research Findings to Date:  “As compared with controls, the treatment group 
demonstrated significant improvement in four health behavior variables (P < 0.01; number of 
minutes per week of stretching/strengthening and aerobic exercise; increased practice of 
cognitive symptom management; and improved communication with their physician). They also 
demonstrated significant improvement in five health status variables (self-rated health, disability, 
social/role activities limitation, energy/fatigue, and health distress; P < 0.02). No significant 
differences were demonstrated for pain and physical discomfort, shortness of breath, or for 
psychological well-being. The treatment group, as compared with the control group, had fewer 
hospitalizations (P < 0.05) and spent, on average, 0.8 fewer nights in the hospital (P = 0.01)” (3). 

Proposed Study Design:  A randomized controlled trial with repeated measures.  Subjects will 
be stratified by disability status and randomly assigned to either the CDSM or the LWD 
program.  Outcomes will be collected using known outcome measures to examine health 
behavior change, health outcome, health related quality of life and healthcare utilization and life 
satisfaction. 

Sample: People with chronic illness or permanent injuries ages 18-70 stratified by 
disability defined by regular use of mobility equipment. 
Exclusion:  People with co morbid psychiatric conditions other than depression. 
Timeline:  2- year cost-effectiveness study with 6-months post-intervention follow-up 
data collected. 
Data Collection Plan:  Self-report staggered baseline design with pre-, post-, and 6-
month follow-up. 

Data Analysis Plan Anticipated:  Repeated measures analysis of variance with between subject 
factors to include disability status and intervention group 

 

Feasibility Assessment:  Threats to Implementation  - Each of the interventions have been 
implemented successfully in both research and dissemination frameworks.  Subject recruitment 
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will need to be addressed with significant staff time devoted to recruitment and maintenance of 
the study sample.  Threats to study completion- slow rate of subject recruitment. 

Potential Threats to Generalizability:  Treatment fidelity and sample recruitment will be key 
to assure results are not merely a reflection of the most motivated community-dwelling adults 
who receive a standardized treatment within a research protocol.  Each intervention uses 
facilitator training and a curriculum to maintain program fidelity. 
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Low employment rate of individuals with psychiatric disabilities 

Impact/Utilization: The development of effective models to help individuals with psychiatric 
disabilities enter the workforce has the potential to enhance their economic security, quality of 
life, and community inclusion. The labor force participation of such a sizable group of 
individuals on the SSI/SSDI roles would also stimulate our nation’s economy in the form of 
economic contributions through federal and state income taxes as well as sales tax paid on 
purchases, and growth of the economy's sales sector through an increased ability to make 
purchases. 

Nominated Intervention (1): Supported Employment (SE) 

Summary of Research Findings to date: SE is an evidence-based practice in the field of 
psychiatric disability, supported by numerous single randomized controlled trials (RCTs) as well 
as one large national multi-site study called the Employment Intervention Demonstration Study 
or EIDP (http://www.psych.uic.edu/eidp/). 

Nominated Intervention (2):  Customized Employment (CE)  

Summary of Research Findings to date: CE is a promising practice developed by the USDOL, 
ODEP and evaluated in a national demonstration program with a non-randomized, pre-post 
design. 

Proposed Study Design: 

 Design - Randomly assign 300 subjects with psychiatric disabilities to SE vs. CE and 
follow them for 1 to 2 years. 

 Sample (include target disability group, age group) – Individuals with psychiatric 
disability age 18-55 (or older) 

 Inclusion/Exclusion – Desire to work, willingness to participate in the research, 
willingness to allow access to service utilization data, earnings data, spending patterns, and 
clinical data 

 Timeline – This could be a 2 to 3-year project with a 12 month follow-up; or a 3 to 4-year 
project with a 24 month follow-up. Either would be valuable. 

 Data Collection Plan Anticipated – Vocational outcome data would be tracked weekly via 
telephone of employment, using the EIDP protocols. Services could be tracked on a monthly 
basis via telephone or electronically if service data are available and subjects provide consent. 
Changes in psychosocial outcomes (self-esteem, recovery) and behavioral changes (monthly 
spending, taxes paid) could be tracked through semi-annual interviews. 
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 Data Analysis Plan Anticipated – Given the nature of outcome variables (interval level 
measures such as earnings and job tenure, and ordinal measures such as employment status and 
job benefits), longitudinal random regression analysis would be the appropriate statistical 
technique for use with these data. 

Feasibility Assessment: 

 Threats to Implementation – Implementation threats include the unwillingness of subjects 
to allow access to sensitive mental health clinical data; fear of loss of SSI/SSDI and other 
benefits and entitlements; and hesitation to allow access to private earnings data and information 
regarding job loss. Money would have to be made available to fund the SE and CE service 
delivery and some level of assurance would need to be provided that employment services and 
supports would be ongoing following the completion of the research study. 

 Threats to study completion- Completion could be threatened by the uncertain economy 
and high unemployment rate in many parts of the U.S. 

Potential Threats to Generalizability: Unless this was a national study with a larger sample 
size, the results would only be generalizable to the local area from which the sample population 
is drawn. A multi-site study would ameliorate this somewhat, although it would still not 
constitute a nationally representative sample. 
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Comparative Effectiveness of Work on Improving Health Status 
and Quality of Life for Low Income Persons with Disabilities 

Insured by Medicaid 

Nature of Problem or Research Question:  Poverty and unemployment for persons with 
disabilities are much higher than that of the general population, at least in part because increased 
employment can jeopardize individuals’ federal disability cash benefits, health care coverage and 
health status through Medicare and/or Medicaid. Medicaid Buy-In programs allow people with 
disabilities to work, accumulate assets, and maintain Medicaid coverage. In 2007, nearly 106,000 
people with disabilities participated in Medicaid Buy-In programs in 34 states. Although 
enrollment in these Buy-In programs has consistently grown over the years, little is known about 
how integrated employment affects health outcomes. Many researchers have documented the 
relationship between poverty and poor health status, but little research has focused on poverty in 
combination with disability. Our research question is: does working improve or diminish health 
status and quality of life for low-income people with disabilities who are insured by Medicaid?   

Impact/Utilization: Because of the existing dearth of evidence related to the effectiveness of 
work programs for persons with disabilities, findings from this research will impact the way in 
which front line service providers and medical practitioners support work efforts of low income 
people with disabilities.  Results can be shared with service providers and medical practitioners 
through dissemination to relevant professional organizations and databases both in this country 
and around the world, where many industrial economies are grappling with similar issues related 
to integrating their disability populations into the modern workforce.  It is unknown at this time 
how significant the joint effects of insurance and work are on the health of low-income people 
with disabilities.  

Nominated Intervention (1): Integrated employment for low income persons with disabilities 
being insured with Medicaid 

Summary of Research Findings to Date: Liu, Ireys, and Thornton (2008) reported profiles of 
Medicaid Buy-In participants in 27 states, finding that Buy-In participants tended to be older 
than other persons with disabilities insured with Medicaid, and that about one-third had mental 
illness. No studies to date have utilized a comparison group analysis in order to understand social 
determinants such as age, gender, disability type, work history and attitudes, education level, self 
esteem, and quality of life factors as they relate to participation in a Buy-In program. Nor have 
any studies compared health outcomes of Buy-In enrollees with non-enrollees. Preliminary 
findings among persons enrolled in the Kansas Buy-In, Working Healthy, indicate that 
participation not only allowed for increased income, but more consistent access to Medicaid 
coverage and services (Hall & Fox, 2004; Hall, Fox, & Fall, 2009). Participants’ average annual 
earnings, while still very low at under $8,000, increased over time and contributed to a sizable 
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increase in state and federal payroll taxes.  But the degree to which work enriches health status 
and quality of life for persons with disabilities who are insured by Medicaid remains unknown. 

Nominated Intervention (2): Traditional Medicaid insurance coverage for low income persons 
with disabilities that does not include integrated employment.  

Summary of Research Findings to date:  Hanson, et al., 2003 documented the hardships faced 
by persons with disabilities who have no insurance.  They also identify the unique challenges 
that low income persons with disabilities face in assuring adequate medical care, even if they 
have Medicaid, because so few providers are willing to accept Medicaid payment.  Once 
working-age people with disabilities have qualified for Medicaid, they are subject to strong 
incentives to remain poor, being forced to avoid working at gainful employment levels to remain 
eligible. Weiner (2003) suggests that working may put persons with disabilities at higher risk for 
adverse health outcomes.  This line of reasoning suggests that not working while receiving 
Medicaid benefits could enhance health status and quality of life for persons with disabilities. 

Proposed Study Design: 

 Design:  Quasi-experimental, longitudinal case-comparison study 

 Sample: Data will be collected for the entire enrolled population of Working 

Healthy (approximately 1,100 people as of April, 2009) and data for a comparison group of 
1,200 individuals who are working age, disabled, and dually-eligible for Medicaid and Medicare. 

 Inclusion/Exclusion: The sampling frame includes all persons eligible for enrollment in 
the Kansas Medicaid Buy-In program (Working Healthy), so that persons who enroll (cases) and 
persons who do not enroll (comparison group) are selected. 

 Timeline: We will access four years of historical and one year of current data, giving us 
the ability to examine longitudinal trends in health care utilization and costs as well as earnings. 

 Data Collection Plan Anticipated: We will utilize both administrative and self-reported 
data to fully understand the effect of enrollment in Working Healthy on health outcomes for low 
income individuals with disabilities. The International Classification of Functioning (ICF) 
framework for disability classifications will guide our selection of specific data elements in order 
to produce findings that are comparable to other disability research. Baseline and follow-up 
surveys of both enrollees and non-enrollees will address respondents’ self-reported levels of self-
esteem, quality of life, work attitudes, health status, and various demographics including gender, 
age, race, ethnicity, disability type(s), number of disabilities, employment history, earned and 
unearned income, and educational level. Some health status and quality of life items will be 
drawn from the SF-12v2 and WHO-QOL instruments (Bonomi & Patrick, 1997). These items 
will be added to an existing annual survey of the Working Healthy participants and incorporated 
into a new survey instrument for the comparison group. Various state and federal administrative 
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data including Medicaid, Medicare, as well as income tax and unemployment compensation 
records will be obtained through a business associate relationship with the state Medicaid agency 
and interagency/data use agreements with the Region VII office of the Centers for Medicare and 
Medicaid Services (CMS), and the Kansas Departments of Revenue and Labor. Data will include 
Medicare and Medicaid utilization and expenditure levels for outpatient, inpatient, and, for 
Medicaid records, pharmaceutical services, and gross income levels and earnings levels. 

 Data Analysis Plan Anticipated:  We will use mixed model analyses. The mixed model 
framework will allow differences in initial levels of the dependent variable as well as differential 
change over time between groups to be modeled. The quality of life outcome variables of interest 
with respect to health care utilization over time are relative disease burden; inpatient, outpatient, 
and emergency department use; co-morbidities; and overall costs. Baseline scores will be used as 
covariates in the models with group membership and time as the primary independent variables. 
Relative disease burden will be calculated using Johns Hopkins Adjusted Clinical Group (ACG) 
Case-Mix System software, version 8.2 (2009). We will use mixed models to compare adjusted 
gross income (AGI) and earned income for both sample groups over time, using tax and 
unemployment compensation information as dependent variables, baseline scores as covariates, 
and group membership and time as independent variables. Logistic regression will be used to 
identify disparities in social determinants of health. 

Feasibility Assessment: 

 Threats to Implementation: Integration of data from multiple sources has historically 
posed a major barrier to this type of comparative effects research. Past research either has been 
confined to using Medicare, Medicaid, self-reporting, or income data (such as Social Security or 
unemployment compensation data) to capture items such as health care services or monthly 
income. By linking these data sources to follow participants’ health and personal experiences 
over time, we hope to address many of the shortcomings typically encountered when using 
selected administrative data sets for persons with disabilities. We will build upon our previous 
work in this area. More general difficulties associated with the use of administrative data for 
health services research are well known. They include issues related to confidentiality, linkage 
technology, costs, uniformity of and access to data, among others (Black & Roos, 1998; Roos et 
al., 1999).  

 Threats to study completion:  None. 

 Potential Threats to Generalizability: While efforts will be made to describe the 
population and adjust for all measurable cofactors, there may be limitations to generalizability 
based on our one state sample.  
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Comparing established weight-loss interventions with a promising 
alternative 

Nature of Problem or Research Question: 

Research has shown that people with IDD have poorer health than peers without disabilities 
(Horwicz, Kerker, Owens, & Zigler, 2001; U.S. Office of the Surgeon General, 2002). In the past 
decade, government initiatives such as Closing the Gap: a National Blueprint to Improve the 
Health of Persons with Mental Retardation (2002) and Call to Action to Improve the Health and 
Wellness of Persons with Disabilities (2005) have helped to set the policies later described in 
Healthy People 2010. A recent review of work to date on translation of these policies into 
practice with people with IDD (Krahn & Drum, 2007) indicates that health promotion programs 
have been effective in improving quality of life, especially in the self-reported lifestyle 
behaviors. One area that has not shown improvement, however, is the teaching of good nutrition 
choices of persons with IDD, especially those living in group homes.  Our observations lead us 
to conclude that many persons with IDD want to lead a healthy lifestyle, including eating and 
drinking in a healthier manner. Their environment makes choosing healthy alternatives difficult 
however. As a result, adults with IDD have more than 1.5 times the prevalence of obesity than in 
the general population (Rimmer & Yakima, 2006). Krahn and Drum conclude that in order for 
future health promotion strategies to be effective, environmental factors must be considered.  
This study will compare the effectiveness of two programs that promote weight loss, one through 
environment change and teaching (    ), and another through teaching along (usual care).  

Impact/Utilization: Funding and Implementation of this proposal will have the following 
known and possible impacts: 

1. Over a 2-year project, infuse hundreds of thousands of dollars into rural and generally 
depressed areas of Kansas. 

2. Anticipated results, based on our pilot data include: 

 a) significant weight reduction by 85%or more of IDD participants in Intervention 
2. 

b) an increased empowerment of the IDD participants in Intervention 2 to be 
responsible for and in control their energy consumption 

c) reductions in costs for medical services and medications under Medicaid for the 
participants in Intervention 2. 

3. Promote a “sea change” in the attitudes of those most invested in supporting people 
with IDD with regard to what individuals with IDD want in the way of healthier lifestyles 
and what they are willing to do to achieve them. 
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Nominated Intervention (1): Using the principles of volumetrics, the diet approach (Pictorial 5-
3-2) involves teaching and coaching the participants about better nutritional habits, and changing 
the environment by using portion control and by replacing unhealthy foods available with health 
alternatives.  This study has been studied extensively with typical adults (cites) and we recently 
conducted a pilot study of 77 individuals, funded by the Kansas Council on Developmental 
Disabilities and the U.S. Administration on Developmental Disabilities.   

 

To match the level of understanding of the participants with IDD, the instructions for following 
the diet were modified from their usual printed form to be nearly entirely pictorial. Pictures were 
used in materials that were intended to guide the dieter in food planning, purchase and 
preparation. Pictures also were used in materials that participants used to record what they 
consumed each day. Where pictures were not relevant, we used extensive use of color-coding to 
guide the dieters (e.g., individual weight charts).  

Summary of Research Findings to Date: Weight loss in this pilot averaged 6% of baseline 
weight at 6 months. Thru March, 2009, some early enrollees have completed 18 months in the 
project and others 12 or 9. The current data are shown in the table below. Starting average Body 
Mass Index (BMI) was 37.0. BMI is calculated as weight (kg)/height (m2) and a healthy, normal 
BMI is considered to be under 25. 

 

Time in diet Percentage loss from baseline weight 

 Mean Median Range 

6 mo (N=77/77) 6.1% 6.09% 0 - 19.55%  

9 mo (N= 56/77) 9% 7.71% 0 - 27.08% 

12 mo (N=30/77) 9.3% 8.18% 0 - 28.05% 

18 mo (N=18/77) 12% 11.53% 0 - 28.5% 

 

As part of our pilot, we provided a questionnaire that is required by all projects funded by the 
Administration on Developmental Disabilities. The results were: 

 “I was treated with dignity and respect during the project activity.” Yes=100%; No=0% 
 “I have more choice and control as a result of this project activity.” Yes = 98%; No=2% 
 “I can do more things in the community as a result of this project activity.” Yes=92%; 

No=8% 
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 “My life is better because of this project. Strongly Agree=72%; Agree=26%, Strongly 
Disagree=2% 

Nominated Intervention (2): The Usual Care (UC) diet, as recommended by the National Heart 
Lung and Blood Institute (National Institutes of Health) (1998), should be compared with any 
novel approach because it is the standard diet recommended by health promotion programs for 
all people, including those with IDD.  

Summary of Research Findings to Date:  To date, little data on the effects of these programs 
on weight loss with individuals with disabilities have been published.  

Proposed Study Design: This study will use a randomized controlled trial with repeated 
measures.  Subjects will be stratified by type of residential accommodation and randomly 
assigned to either Intervention 1 or 2.  Outcomes will be collected using known outcome 
measures to examine weight loss, changes in health (e.g, disease status, medication change, etc.), 
and changes in community participation. 

Sample: People with disabilities who are overweight and between ages 18-70  

Exclusion:  People with cancer, heart disease, or metabolic disorders 

Timeline:  2- year cost-effectiveness study with 6-months treatment and comparison of 
12 month pre-treatment health care utilization data (Medicaid) with 12 months post-
treatment follow-up. 

Data Collection Plan:  Monthly measurement for 18 months 

Data Analysis Plan Anticipated:   

Weight loss after 6 month weight loss 
intervention 

 Descriptive statistics 
 Two sample t-tests comparing difference between 

Pictorial 5-3-2 and UC diet groups 
 Multiple linear regression to assess impact of 

covariates 
Weights measured at 6, 12, and 18 
months after intervention 

 Linear mixed model to evaluate weight change 
over time 

 Mixed linear model to assess impact of covariates 
SPARC score indicating level of 
community participation 

To analyze pre and post- intervention data:  

 Wilcoxon-Mann-Whitney U test 
 Independent samples t-test 

Using Medicaid claims data, measure 
change in disease prevalence and health 
care utilization, including 
pharmaceutics, lab, in patient, and out 

 Descriptive statistics, Chi2 and t-tests, as 
appropriate 

 Multivariate models to assess impact of covariates 

92



 

patient pre- and post-intervention 

Feasibility Assessment:  Threats to Implementation:  None; study has already been completed 
with pilot sample with considerable success. Current waiting list for future funded projects.  
Threats to study completion- slow rate of subject recruitment. 

Potential Threats to Generalizability:  The pilot achieved equal success with both genders, 
individuals with varied diagnoses, individuals on medications with weight gain as a known side 
effect, individuals with and without physical disability, individuals with and without diagnosis of 
mental illness, and individuals from various types of residential accommodations. 
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Nomination Form for Tobacco Control Comparative Effectiveness 
Research Project 

Nature of Problem or Research Question: 

Individuals with a range of disabilities experience differential levels of health and health-
related quality of life compared to the general population.  McGinnis, Williams-Russo, and 
Knickman (2002) reviewed U.S. research on five key factors (genetics, social circumstances, 
environment, individual behaviors, and access to medical care) that contribute to overall health 
among the general population.  Their estimates of the contribution of each factor included: 
genetic predispositions (30%); social circumstances (15%); environmental conditions (5%); 
access to medical care (5%); and individual behaviors (40%).  Although McGinnis makes a 
reasonable case for these estimates as applied to the general population, it is unlikely that they 
are accurate estimates for persons with disabilities.  Nevertheless, individual behaviors, such as 
tobacco use, are likely to have similar or greater effects on the heath of persons with disabilities.  

Cigarette smoking remains the leading preventable cause of death in the United States,1 
accounting for approximately 1 of every 5 deaths (438,000 people) each year.2,3  An estimated, 
20.8% of all adults (45.3 million people) smoke cigarettes in the United States.4  Despite widely 
recognized negative consequences associated with tobacco use, there are higher rates of cigarette 
smoking among disability populations compared to the general adult population.  According to 
the Centers for Disease Control and Prevention (CDC) using data from the Behavioral Risk 
Factor Surveillance System (BRFSS), approximately 30% of people with disabilities are 
smokers.   

Although tobacco control has been a major health promotion focus and includes a 
number of evidence-based interventions, little research has been conducted to determine the 
effectiveness of tobacco control health promotion measures when tailored toward individuals 
with disabilities compared to tobacco control interventions that do not tailor activities to persons 
with disabilities.        

Impact/Utilization: 

Tobacco use accounts for more than $190 billion annually in direct and indirect medical 
costs, and at least 8.6 million Americans are living with at least one serious illness caused by 
tobacco use.  Furthermore, exposure to secondhand smoke causes premature death and disease in 
nonsmokers, with costs in the United States estimated at $10 billion per year (CDC, 2007).  Of 
the approximately 54 million adults with a disability, extrapolating from CDC prevalence 
estimates, over 16 million are smokers.  Reduction in smoking rates among individuals with 
disabilities should result in decreases in medical costs and reduction in mortality.      

Nominated Intervention (1): 
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State based comprehensive tobacco control programs (TCP) encompass coordinated efforts 
to establish smoke–free policies and social norms, promote and assist tobacco users to quit, and 
work to prevent initiation of tobacco use.  The four components of TCP are: 

 Population-based community interventions 
 Counter-marketing 
 Program policy/regulation 
 Surveillance and evaluation 

Summary of Research Findings to date: 

Greater investments in state tobacco control programs are independently and significantly 
associated with larger and more rapid declines in adult smoking prevalence, according to the 
CDC.  According to a CDC report (“The Impact of Tobacco Control Programs on Adult 
Smoking,” also published in the February 2008 issue of the American Journal of Public Health) 
using data from all 50 states and the District of Columbia, declines in adult smoking prevalence 
among individual states were directly related to increases in state per person investments in 
tobacco control programs, independent of price increases (CDC, 2007).  These results re similar 
to reports issued in 2007 from the Institute of Medicine, the National Institutes of Health, and the 
President’s Cancer Panel that all concluded that comprehensive state tobacco control programs 
are effective public health investments (CDC, 2007).   
Nominated Intervention (2): 

State based comprehensive tobacco control programs that include disability issues in their 
initiative.   

Summary of Research Findings to date: 

No published reports that include people with disabilities as a target group, the State of 
Oregon obtained disability data in developing their TCP but no results are available.   

Proposed Study Design: 

 Design- Embedded multi-site case study with matched comparisons 

 Sample (include target disability group, age group)- 2 to 6 states.  

 Inclusion/Exclusion- inclusion factors for matched comparisons could include population 
size, racial and ethnic factors, SES, and type of disability. 

 Timeline- Because of the time lag between TCP initiation and measurable results, this 
most feasible as a five year project or longitudinal. 

 Data Collection Plan Anticipated-  Baseline and annual comparisons of matched states.    

Data Analysis Plan Anticipated- The CDC has developed a range of recommended 
surveillance (health status, quitline data sets, etc), evaluation (e.g. process and outcome 
measures, etc), and expenditure measures for TCP.  Qualitative assessments of disability 
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enhanced initiatives should also be conducted.  Case reports should include comparisons 
between all data elements.       

Feasibility Assessment: 

 Threats to Implementation- Although all 50 states and DC receive CDC funds for tobacco 
control, only a handful of states’ total funding is at levels recommended by the CDC.  States 
would have to agree to include disability as a target group.   

 Threats to study completion- Decreases in TCP funding due to economic issues or re-
allocation of resources. 

Potential Threats to Generalizability: 

Use of case study approach.  
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Exergame cycling compared to standard exercise cycling. 

Nature of Problem or Research Question: Diabetes mellitus is a major clinical and public 
health problem. This research aims to investigate what are ethnic group differences in physical 
activity, functional mobility and self-management among older women with type 2 diabetes, and 
if these can be mitigated with an innovative exercise strategy versus traditional strategy. 

Impact/Utilization: Regular participation in moderately intense physical activity is associated 
with a substantially lower risk of type 2 diabetes and improved functional outcomes (Jeon et al 
2007). 

Nominated Interventions: Exergame cycling compared to standard exercise cycling. 

Summary of Research Findings to date: The Games for Health Initiative is a project that 
applies cutting edge games and game technologies to develop a community and best practices 
platform for the numerous games being built for health care applications (www.rwj.org). 

Proposed Study Design:  

Specific Aim 1: To characterize ethnic group differences in physical activity and 
functional mobility among older African American women and non-Hispanic white 
women with Type 2 diabetes.  

Specific Aim 2: To characterize potential psychosocial and sociocultural contributions to 
ethnic group differences in physical activity, functional mobility and diabetes self-
management among African American and non-Latino White women ages 50-75 years. 

Study Setting and Number of Subjects. Measures of physical activity, functional mobility and 
self-management will be conducted. 

Sample. Wmen aged 50-75 years of age with doctor-diagnosed type 2 diabetes will be recruited 
from two ethnic groups (African American women and non-Hispanic White women). 

Data Collection Plan. Physical Activity (Measure of clinical pain). Acute exercise provides an 

experimental model for manipulating naturally occurring pain (Cook et al 2004). Measures of 
clinical pain, physical activity and functional mobility will be assessed using two types of light 
cycle fitness activities; exergame cycling (cycling while playing an on-screen video game), and 
standard cycling (cycling without playing the game activity) for approximately 15 minutes each; 
a total of 30 minutes. Healthy People 2010 recommends physical activity for at least 30 minutes, 
3 times per week. Cycling activity will be standardized across participants to achieve mild to 
moderate levels of exertion. After each 15 minutes exercise period, participants will rate pain 
intensity from 0-100 using a Visual Analog Scale (VAS). Participants will have two 15-minute 
rest periods. During the rest periods, participants will provide VAS ratings (0-100) of pain every 
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five (5) minutes for 3 resting pain scores (rps). Each participant will engage in both types of 
cycling activity. In one exercise, participants will ride on the stationary bike for up to 15 
minutes. In the other exercise, participants will ride the same stationary bike for up to 15 
minutes, but will be playing a video game while exercising. This video game will be shown on a 
TV in front of the bike and will work with the bike to make the exercise more like a game. 
Which ride the participant will do first will be randomly selected. Participants will practice on 
the cycle before beginning the exercises. 

Blood Pressure and Heart Rate. Blood pressure levels, heart rate readings will be recorded 
during each resting period. A wrist or arm mounted automated blood pressure device will be 
used. To assess hear rate from cycling activity, a wrist or chest-attached, heart rate monitor will 
be used.  

Distance and Time. A record of the distance in miles and amount of time that the individual 
pedaled will be collected. 

BioPsychoSocial Questionnaires/Inventories: Several biopsychosocial questionnaires will be 
used: (1) Diabetes Care Profile (DCP), (2) Diabetes Attitude Questionnaire (DAQ)—(U of 
Michigan, 2000), (3) Diabetes Knowledge Test (DKT), (4) Brief Pain Inventory (BPI), (5) 
McGill Pain Questionnaire (MPQ), (6) Michigan Neuropathy Screening Instrument (MNSI-Part 
I), (7) Multi-Ethnic Identity Measure (MEIM).  

Data Analysis Plan: Specific Aim 1: To characterize ethnic group differences in physical 
activity and functional mobility among older African American women and non-Hispanic white 
women with Type 2 diabetes. A series of analyses of variance (ANOVA) will be used to test for 
differences between the ethnic groups in physical activity and functional mobility. Specific Aim 
2: To characterize potential psychosocial and sociocultural contributions to ethnic differences in 
physical activity, functional mobility and diabetes self-management. A series of ANOVAs will 
be used to test for differences between the groups on each of the psychosocial variables. Pearson 
product-moment correlation coefficients will be calculated to determine associations among 
clinical pain, pressure pain thresholds and the psychological variables. To determine whether 
psychological variables mediate ethnic group differences in pain perception, for each pain 
measure on which group differences emerge, psychological variables that are significantly 
correlated with that measure will be used as covariates in a series of analyses of covariance 

(ANCOVAs). 

Feasibility Assessment: Threats to study completion: Recruitment and retention of participants 

Potential Threats to Generalizability: May be generalizable to other rural and other ethnic 
groups. 

Timeline. three year study 
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Submitted by 
Martyn Howgill  
InHealth 
mhowgill@inhealth.org 
 
Comment Type: Definition 
 
 
Thank you for the opportunity to comment on the Council s definition of  Comparative 
Effectiveness Research.   On behalf of the Institute for Health Technology Studies (InHealth), we 
offer the following comments: 
 We applaud the proposed assessment of  a comprehensive array of health-related 

outcomes for diverse patient populations  and want to affirm that this must include 
comparisons of the broader, longer-range socioeconomic effects of different 
interventions.  We suggest that studies which concentrate on clinical and disability effects 
alone may ignore important, longer-term values produced for patients, families and 
employers. 

 The Council s first criterion for scientifically meritorious research and investments calls 
for measurement of impacts  based on prevalence of condition, burden of disease, 
variability in outcomes, and costs of care.   We wish to underscore that if these four 
definitional areas of impact were to exclude either broader or longer-term socioeconomic 
consequences, then comparisons and contrasts between diagnostic and therapeutic 
alternatives would be impaired.   

 
 
Submitted by 
Tony Principi  
Pfizer Inc 
anthony.principi@pfizer.com 
 
Comment Type: Definition 
 
 
Note: we also are submitting these comments in the form of a letter. 
 
On behalf of Pfizer, I am submitting the following comments to the Federal Coordinating 
Council s (Council) proposal for a framework on comparative effectiveness research (CER).  
Pfizer is a research based drug developer that sponsors numerous trials in the U.S. and around 
the world, to support marketing approvals and to assess comparative effectiveness, post-
approval. 

99



 
Page 2 of 157 

 
Please note: general formatting has been applied to this document; however, 

BLS has not reviewed individual comments for content, grammar, or language. 

 
Pfizer supports the Council s continued commitment to transparency and public engagement 
through its solicitation of public input on the definition, prioritization criteria, and strategic 
framework for CER.  
 
Our comments are structured to respond to three elements contained within the draft documents 
released by the Council.  They build on comments we are submitting related to the Council s 
proposals on prioritization of comparative effectiveness research. 
 
 
Draft Definition of CER 
 Comparative effectiveness research is the conduct and synthesis of systematic research 
comparing different interventions and strategies to prevent, diagnose, treat and monitor health 
conditions. The purpose of this research is to inform patients, providers, and decision-makers, 
responding to their expressed needs, about which interventions are most effective for which 
patients under specific circumstances. To provide this information, comparative effectiveness 
research must assess a comprehensive array of health-related outcomes for diverse patient 
populations. Defined interventions compared may include medications, procedures, medical and 
assistive devices and technologies, behavioral change strategies, and delivery system 
interventions. This research necessitates the development, expansion, and use of a variety of data 
sources and methods to assess comparative effectiveness.  
 
Pfizer recommends that the definition of CER emphasize that the primary intent of CER is to 
inform patients and providers about which interventions are most effective for a patient s 
individual circumstances.  The inclusion of the term  decision-makers  following  patients and 
providers  detracts from this primary focus and may cause confusion over the primary use of 
CER.   To that end, we recommend deleting the reference to other  decision-makers  from the 
second sentence of the definition. 
 
 
 
Submitted by 
Jay Lin  
jay.lin1@yahoo.com 
 
Comment Type: Definition 
 
 
Health resource utilization and cost should be explicitely stated to be included in the scope of the 
CER. 
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Submitted by 
Belinda Ireland  
BJC HealthCare 
bireland@bjc.org 
 
Comment Type: Definition 
 
 
The definition seems to presume the need for de novo research in the way it is constructed. 
Surely the Council does not mean to ignore the vast body of existing science that may contribute 
to the development of a body of evidence that informs questions of comparative effectiveness for 
prevention, diagnosis, treatment, and health maintenance.  A broad definition should encompass 
the synthesis of existing knowledge, the identification of gaps in that knowledge, and a process 
for continual refreshing of the body of evidence as the science advances. 
 
 
 
Submitted by 
Victoria Dohnal  
Biotechnology Industry Organziation (BIO) 
vdohnal@bio.org 
 
Comment Type: Definition 
 
 
Dear gentlemen, 
I am submitting these comments on behalf of the Biotechnology Industry Organization (BIO). 
 
BIO is the largest trade organization to serve and represent the biotechnology industry in the 
United States and around the globe.  BIO represents more than 1,200 biotechnology companies, 
academic institutions, state biotechnology centers, and related organizations in the United States. 
BIO is pleased to have the opportunity to submit comments to the Federal Coordinating Council 
(FCC) on the draft definition of Comparative Effectiveness Research for the FCC. 
 
As a representative of an industry committed to discovering new cures and ensuring patient 
access to them, BIO strongly supports efforts to increase the availability of accurate, scientific 
evidence to inform clinical decision-making. BIO believes that individual patients and their 
doctors should be armed with the best available information to help assess the relative clinical 
benefits and risks of various treatment alternatives.  When appropriately applied, comparative 
effectiveness information is a valuable tool that, together with a variety of other types of medical 
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evidence, can contribute to improving health care delivery.  However, BIO is concerned that 
comparative effectiveness information will  be used increasingly as a means to contain costs, 
rather than deliver health care value by improving patient health outcomes.  BIO appreciates the 
opportunity to comment to the FCC. 
 
We submit the following comments for your consideration on the definition of comparative 
effectiveness research, draft prioritization criteria, and the strategic framework.  We look 
forward to continuing to work constructively with you in order to realize the full value of 
comparative effectiveness research. 
 
Draft Definition: 
 
Comparative effectiveness research is the conduct and synthesis of systematic research 
comparing different interventions and strategies to prevent, diagnose, treat and monitor health 
conditions. 
 
BIO is pleased that the FCC envisions using comparative effectiveness research to examine 
strategies to prevent and monitor health conditions.  Prevention and wellness strategies are 
critical to bending the cost curve of health care expenditures in the future.  Further, given that 
75% of health care costs are related to chronic disease, it is critically important for comparative 
effectiveness research to examine strategies surrounding chronic disease care.   
 
The purpose of this research is to inform patients, providers, and decision-makers, responding to 
their expressed needs, about which interventions are most effective for which patients under 
specific circumstances. 
 
It is important that the draft definition states the purpose to comparative effectiveness research is 
to inform patients and providers.  BIO believes that comparative effectiveness information 
should inform clinical judgment and individual needs in medical decision making.   
 
Suggested Modification:  BIO is concerned with the vagueness of the term  decision- makers  in 
the same sentence.  It should be made explicitly clear in the definition that the term  decision-
makers  refers to those involved in the provider-patient interaction (e.g., provider, patient or 
guardian, as appropriate), and may appropriately be referred to as  patient advocates.   BIO 
suggests that the wording be modified to the following:  The purpose of this research is to 
improve patient-outcomes by informing patients, patients  advocates, and their providers, 
responding to their expressed needs, about which interventions and strategies are most effective 
for which patients under specific circumstances. 
   
The purpose of this research is to inform patients, providers, and decision-makers, responding to 
their expressed needs, about which interventions are most effective for which patients under 
specific circumstances. To provide this information, comparative effectiveness research must 
assess a comprehensive array of health-related outcomes for diverse patient populations. 
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It is good that the definition recognizes the potential for comparative effectiveness research to 
advance the goals of personalized medicine through the inclusion of phrases such as  which 
patients under specific circumstances  and  diverse patient populations.    
 
Suggested Modification: BIO suggests that the definition include the term  subpopulations  in 
these sentences so that it would read:   The purpose of this research is to improve patient-
outcomes by informing patients, patients  advocates, and their providers, responding to their 
expressed needs, about which interventions and strategies are most effective for which patients 
under specific circumstances.  To provide this information, comparative effectiveness research 
must assess a comprehensive array of health-related outcomes for diverse patent populations and 
subpopulations.   Consistent with our previous comment, BIO also suggests that the term  
decision-makers  be replaced with a clearer reference to patient advocates. 
 
Defined interventions compared may include medications, procedures, medical and assistive 
devices and technologies, behavioral change strategies, and delivery system interventions. 
 
BIO is pleased to see the expansive nature of the interventions that are included in the draft 
definition ranging from medications to behavioral change strategies and from procedures to 
delivery system interventions.   
 
Suggested Modification:  However, BIO believes that comparative effectiveness research should 
focus on the totality of the health care delivery system   not just interventions.  Comparative 
effectiveness information that reflects the interactions among all of the various components of 
the health care system has the greatest potential to empower clinicians and patients to make more 
appropriate decisions when faced with  real world  clinical situations.  In addition to comparing 
specific treatment interventions, research should also focus on how innovations in care delivery 
models, such as disease management programs, may produce better health outcomes.  An 
explicit inclusion of the phrase  totality of the health care delivery system  would be  worthwhile 
here.   
 
 
Submitted by 
Victoria Dohnal  
Biotechnology Industry Organziation (BIO) 
vdohnal@bio.org 
 
Comment Type: Definition 
 
 
Dear gentlemen, 
I am submitting these comments on behalf of the Biotechnology Industry Organization (BIO). 
 
BIO is the largest trade organization to serve and represent the biotechnology industry in the 
United States and around the globe.  BIO represents more than 1,200 biotechnology companies, 
academic institutions, state biotechnology centers, and related organizations in the United States. 
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BIO is pleased to have the opportunity to submit comments to the Federal Coordinating Council 
(FCC) on the draft definition of Comparative Effectiveness Research for the FCC. 
 
As a representative of an industry committed to discovering new cures and ensuring patient 
access to them, BIO strongly supports efforts to increase the availability of accurate, scientific 
evidence to inform clinical decision-making. BIO believes that individual patients and their 
doctors should be armed with the best available information to help assess the relative clinical 
benefits and risks of various treatment alternatives.  When appropriately applied, comparative 
effectiveness information is a valuable tool that, together with a variety of other types of medical 
evidence, can contribute to improving health care delivery.  However, BIO is concerned that 
comparative effectiveness information will  be used increasingly as a means to contain costs, 
rather than deliver health care value by improving patient health outcomes.  BIO appreciates the 
opportunity to comment to the FCC. 
 
We submit the following comments for your consideration on the definition of comparative 
effectiveness research, draft prioritization criteria, and the strategic framework.  We look 
forward to continuing to work constructively with you in order to realize the full value of 
comparative effectiveness research. 
 
Draft Definition: 
 
Comparative effectiveness research is the conduct and synthesis of systematic research 
comparing different interventions and strategies to prevent, diagnose, treat and monitor health 
conditions. 
 
BIO is pleased that the FCC envisions using comparative effectiveness research to examine 
strategies to prevent and monitor health conditions.  Prevention and wellness strategies are 
critical to bending the cost curve of health care expenditures in the future.  Further, given that 
75% of health care costs are related to chronic disease, it is critically important for comparative 
effectiveness research to examine strategies surrounding chronic disease care.   
 
The purpose of this research is to inform patients, providers, and decision-makers, responding to 
their expressed needs, about which interventions are most effective for which patients under 
specific circumstances. 
 
It is important that the draft definition states the purpose to comparative effectiveness research is 
to inform patients and providers.  BIO believes that comparative effectiveness information 
should inform clinical judgment and individual needs in medical decision making.   
 
Suggested Modification:  BIO is concerned with the vagueness of the term  decision- makers  in 
the same sentence.  It should be made explicitly clear in the definition that the term  decision-
makers  refers to those involved in the provider-patient interaction (e.g., provider, patient or 
guardian, as appropriate), and may appropriately be referred to as  patient advocates.   BIO 
suggests that the wording be modified to the following:  The purpose of this research is to 
improve patient-outcomes by informing patients, patients  advocates, and their providers, 
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responding to their expressed needs, about which interventions and strategies are most effective 
for which patients under specific circumstances. 
   
The purpose of this research is to inform patients, providers, and decision-makers, responding to 
their expressed needs, about which interventions are most effective for which patients under 
specific circumstances. To provide this information, comparative effectiveness research must 
assess a comprehensive array of health-related outcomes for diverse patient populations. 
 
It is good that the definition recognizes the potential for comparative effectiveness research to 
advance the goals of personalized medicine through the inclusion of phrases such as  which 
patients under specific circumstances  and  diverse patient populations.    
 
Suggested Modification: BIO suggests that the definition include the term  subpopulations  in 
these sentences so that it would read:   The purpose of this research is to improve patient-
outcomes by informing patients, patients  advocates, and their providers, responding to their 
expressed needs, about which interventions and strategies are most effective for which patients 
under specific circumstances.  To provide this information, comparative effectiveness research 
must assess a comprehensive array of health-related outcomes for diverse patent populations and 
subpopulations.   Consistent with our previous comment, BIO also suggests that the term  
decision-makers  be replaced with a clearer reference to patient advocates. 
 
Defined interventions compared may include medications, procedures, medical and assistive 
devices and technologies, behavioral change strategies, and delivery system interventions. 
 
BIO is pleased to see the expansive nature of the interventions that are included in the draft 
definition ranging from medications to behavioral change strategies and from procedures to 
delivery system interventions.   
 
Suggested Modification:  However, BIO believes that comparative effectiveness research should 
focus on the totality of the health care delivery system   not just interventions.  Comparative 
effectiveness information that reflects the interactions among all of the various components of 
the health care system has the greatest potential to empower clinicians and patients to make more 
appropriate decisions when faced with  real world  clinical situations.  In addition to comparing 
specific treatment interventions, research should also focus on how innovations in care delivery 
models, such as disease management programs, may produce better health outcomes.  An 
explicit inclusion of the phrase  totality of the health care delivery system  would be  worthwhile 
here.   
 
 
Submitted by 
Richard I. Smith 
Senior Vice President, Policy  
AcademyHealth 
april.falconi@academyhealth.org 
 
Comment Type: Definition 
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AcademyHealth, as the nonpartisan, professional society for nearly 3,600 health services 
researchers, policy analysts, and practitioners, welcomes the opportunity to submit feedback to 
the Federal CER Council concerning the draft definition and prioritization criteria for 
comparative effectiveness research.  
 
We would like to offer our support for your proposed definition, which recognizes that CER goes 
beyond the evaluation of clinical treatments and includes  comparing different interventions and 
strategies to prevent, diagnose, treat, and monitor health conditions.  
 
We strongly support the development of research that informs not only patients and providers, 
but also decision makers. A wide variety of public and private policy makers will need this 
research to inform decisions about coverage and payment. As the Council continues its 
deliberations with key stakeholders, it will be important to delineate these groups  specific  
expressed needs  and how future research will be designed to meet these needs.  
 
AcademyHealth supports having the  defined interventions &include& behavioral change 
strategies, and delivery system interventions.  Ultimately we will need to have not only research 
on which treatments work better, but also research pertaining to the comparative quality and 
cost-effectiveness of alternative ways to deliver specific services.  This research is vital for 
understanding how to improve health system quality and achieve needed improvements in 
efficiency.  
 
AcademyHealth commends the Council for highlighting the need to tailor treatments for 
different populations, assessing  a comprehensive array of health-related outcomes for diverse 
patient populations.  We agree that recognizing the heterogeneity of diverse populations will 
require an extensive evidence-base from which to make informed decisions.  
 
The effectiveness of CER is hinged upon the quality of data and methods used to produce the 
research. An AcademyHealth study,  Lack of Coordination in Comparative Effectiveness 
Research Risks Redundancy and Unnecessary Cost  revealed the significant need for more 
formal training in the range of methods used in comparative effectiveness, as there are very few 
formal training programs in comparative effectiveness research. Training needs are exacerbated 
by what many view as a fundamental philosophical difference between researchers academically 
trained to do observational research, and those trained on the job to conduct clinical trials. 
Furthermore, the ability of health services research to contribute operationally to safety, quality 
and efficiency of care delivered within particular delivery organizations depends on new training 
content and modes.  
 
The current lack of methodological training creates problems for the funding, conduct, and 
review of current comparative effectiveness studies. Because infrastructure is vital to the success 
of CER, we support the prioritization criteria of  potential for multiplicative effect (e.g. lays 
foundation for future CER or generates additional investment outside government).  This is why 
we are pleased you included the need for a properly-developed infrastructure in order to assess 
this research, recognizing the necessity to develop and use  a variety of data sources and methods 
to assess comparative effectiveness research.  
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AcademyHealth represents and supports many of the people who will be called upon to conduct 
comparative effectiveness research. We believe that your definition and focus on infrastructure 
will provide much needed support for building the capacity of the field to respond to the growing 
demand for this research. 
 
 
 
 
Submitted by 
Richard I. Smith 
Senior Vice President, Policy  
PhRMA 
adouglas@phrma.org 
 
Comment Type: Definition 
 
Dear Federal Coordinating Council Members: 
 
The Pharmaceutical Research and Manufacturers of America (PhRMA) is pleased to submit 
comments to the Federal Coordinating Council for Comparative Effectiveness Research on the 
draft definition of comparative effectiveness research (CER), priority setting criteria, and 
strategic framework released by the Council.   
 
PhRMA is a voluntary, nonprofit association representing the country s leading research-based 
pharmaceutical and biotechnology companies, which are devoted to discovering new medicines 
that allow patients to lead longer, healthier, and more productive lives.  PhRMA s member 
companies play a leading role in discovery of new therapies and advancement of scientific and 
clinical knowledge.   
 
PhRMA appreciates the Federal Coordinating Council s posting of its draft CER definition, 
prioritization criteria and strategic framework as a further step in promoting openness and 
transparency as it carries out its duties under the American Recovery and Reinvestment Act 
(ARRA). Specifying a CER definition and criteria for research priorities are important initial 
steps in establishing a sound CER research program.   
 
As the Council continues implementing its mandate under ARRA, we urge it to maintain open 
and transparent procedures. In particular, as the Council prepares to submit a report by June 30 
making recommendations for CER research to the President, Congress, and the Secretary of the 
Department of Health and Human Services (HHS), we ask that it explain the substantive reasons 
for its recommended research priorities.  This will enable members of the public to understand 
how the priorities correspond to the input received from stakeholders, respond to the information 
needs of patients and providers and meet the other criteria established by the Council. In 
addition, the Secretary should establish a similar policy as it considers the Council s 
recommendations, and those of the Institute of Medicine, in establishing research priorities.  
Open, transparent processes advance research that is credible and relevant to the real-world 
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decisions facing patients and providers as well as reflecting the different needs of racial, ethnic 
and other patient sub-populations. 
 
 PhRMA supports the focus on patient and provider needs in the Council s draft CER 
definition and criteria for research priorities. This focus also is evident in HHS Secretary 
Kathleen Sebelius  April 21, 2009 comments at the Senate Finance Committee:   The goal of 
such research is to improve the database of information available to a patient and his or her 
provider so they can make informed decisions about care. The goal is to empower patients and 
providers with the best information on protocols, procedures, and other relevant issues, not to 
enable the federal government to dictate broad coverage decisions." In addition, the Council s 
emphasis on the  expressed needs  of patients and providers will help ensure that their input is 
given sufficient weight in the CER process.  
 
The Council appropriately recognizes the importance of accounting for differences in individual 
patients throughout its draft material. This will help facilitate study designs that recognize and 
generate data on different patient subgroups, and communication of results that reflect differing 
patient needs based on genetic, clinical and other factors.  These factors are very important to 
patients but, unless expressly recognized, can be minimized in study designs and communication 
of results.  In a letter last year, the Congressional Black Caucus highlighted the importance of 
accounting for individual differences in CER research result:  All research supported by a 
comparative effectiveness initiative must recognize variation in individual patients  needs, 
circumstances, and responses to particular therapies. Comparative effectiveness research must 
enrich our understanding of these variations, rather than ignoring them by focusing on population 
averages that mean little for any individual patient or subgroup. Without this focus, the results of 
research could inappropriately be used as a rationale for restricting the treatment choices of those 
who fall outside the average response.  
 
In addition, PhRMA supports the scope of research included in the draft definition of CER, 
which encompasses the full range of medical treatments, behavioral change strategies, and 
delivery system interventions.  This broad scope of research is consistent with the Act s mandate 
for research on  health care treatments and strategies.   This scope of research reflects the 
growing recognition that addressing the needs of patients, particularly those with chronic 
illnesses, requires greater scrutiny of healthcare delivery systems. This includes comparing the 
effectiveness of different approaches to care processes, disease management services, care 
coordination, benefit designs, and other components that directly impact care quality and patient 
outcomes. 
 
The importance of this aspect of comparative effectiveness research was emphasized in Atul 
Gawande, MD s, June 1, 2009 New Yorker article: "Congress has provided vital funding for 
research that compares the effectiveness of different treatments, and this should help reduce 
uncertainty about which treatments are best. But we also need to fund research that compares the 
effectiveness of different systems of care to reduce our uncertainty about which systems work 
best for communities. These are empirical, not ideological, questions.    
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While the draft definition, prioritization criteria, and strategic framework include many positive 
elements, we offer the following recommendations to help ensure that CER remains centered on 
improving health care quality and supporting patient and provider decision-making: 
 
1. Clarify the references to  decision makers  from the draft definition and  federal  needs as 
a basis for setting research priorities.  
 
Defining research priorities and study questions that respond to the information needs of patients 
and providers is an important, and challenging, early step in CER.  While decisions at the policy 
level should be informed by best available evidence, including comparative effectiveness 
research, it is important that government-supported CER conducted under ARRA is centered on 
supporting patient and provider decision-making and improving the quality of patient and 
provider care. This will help ensure that federally-funded CER meets the goal described in HHS  
press release announcing the Council,  Comparative effectiveness research provides information 
on the relative strengths and weakness of various medical interventions. Such research will give 
clinicians and patients valid information to make decisions that will improve the performance of 
the U.S. health care system.   The Council should clarify how federal and other decision making 
needs will be recognized while maintaining a focus on patients and providers.  
 
 
2. The council should clarify how the separate elements of the prioritization criteria will be 
weighed against each other and the minimal  feasibility of research  criteria should be clarified 
and moved to secondary list. 
 
The  feasibility of research  criterion should be moved to the second category of criteria for 
ensuring scientifically meritorious research and investments, and the Council should clarify how  
time necessary for research  will be used as part of this criterion. The length of the study is an 
important consideration, but should not be a minimal criteria, as both long- and short-term 
research can yield findings that are more or less useful to patients and providers. For example, 
the seven years it took to complete the federally supported Antihypertensive and Lipid-Lowering 
Treatment to Prevent Heart Attack Trial (ALLHAT) reduced its impact, because of the ways the 
practice of medicine evolved during the study period .  At the same time, the time necessary for 
research should not be used to rule out studies that are longer-term but yield high-value 
information. Some long-term studies, such as the Women s Health Initiative, provided important 
information about women and osteoporosis, cardiovascular disease, and cancer and had a 
significant impact on patient and provider treatment decisions, even though it had a 15 year time 
frame. 
 
3. Additional recommendations: clarify  variability in outcomes,  weighting of criteria, and 
range of data sources.  
 
  The Council should clarify the types of outcome variability it will consider when setting CER 
priorities. This will facilitate consideration of outcomes variation related to a range of factors, 
including geographic location, treatment site, provider type, and patient sub-group, consistent 
with the FCC s definition of CER. Conducting research to address these variations represents a 
significant opportunity to improve health care.  
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For example,    Addressing this issue October 8, 2007 at the Institute of Medicine annual 
meeting, Eliot Fischer, MD, MPH, Dartmouth Medical School, said:  We need better evidence, 
both about biologically targeted interventions, but also about care delivery...There is an emerging 
consensus on need for comparative effectiveness research.  I think it s critically important that 
we broaden that focus to include evidence-based care management and evidence-based care 
delivery, because that s where all the money is and that s where all the waste is in U.S. health 
care.  
 
In addition, addressing variability in outcomes within minority groups could help reduce health 
care disparities  .  There is a broad range of research that indicates racial and ethnic minorities 
are less likely to receive medical care we know works very well and experience a lower quality 
of health services.  For instance,  the Institute of Medicine report, Unequal Treatment found that 
racial and ethnic minorities are less likely to be given appropriate cardiac medications or to 
undergo bypass surgery, and a more likely to receive certain less-desirable treatments, such as 
limb amputations for diabetes.  This is not because of any lack of knowledge about appropriate 
treatments for conditions such as diabetes or heart disease.  Rather, it is because our health 
system does not implement effective strategies to organize and deliver care to minority 
populations.  Placing a high priority on research to identify the strategies that the health system 
can use regarding issues such as disease management, use of information technology, benefits 
design, community outreach, to close this gap is important to improving care in minority 
communities.  
 
In the definition, the Council should describe the range of   data sources and methods it will 
consider to assess comparative effectiveness, such as randomized controlled trials, meta-
analyses, observational analysis or other methodologies.  Each research methods offers different 
strengths and limitations, and providing additional detail in this area could facilitate research that 
provides information on diverse populations and patient sub-populations, helping to reinforce the 
Council s commitment to assessing outcomes related to these populations.   
 
4. The process step  Potential capacity for translation through Federal delivery systems and 
public private partnerships  under Translation and Adoption of CER should be clarified in the 
CER Strategic framework.   
 
The Council s strategic framework should maintain a focus on translation and adoption of CER 
results widely to patients and providers in timely, usable formats.  This will help orient research 
towards the needs of patients and providers, and avoid access barriers based on average study 
results that may overlook differences in the needs of diverse patient groups. The strategic 
framework should clarify how translation of CER through federal delivery systems will support 
this goal.   
 
The $1.1 billion included in ARRA for CER represents an important opportunity to establish a 
broad research agenda that supports patient and provider decision-making and improves health 
care quality.  PhRMA supports the steps the Council has taken to help achieve this goal, 
including high quality, credible CER that has public buy-in. We ask that the Coordinating 
Council adopt our suggested revisions to the draft definition, priority setting criteria, and 
strategic framework. 
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PhRMA looks forward to continued participation in your important work to recommend CER 
research priorities.  Please do not hesitate to contact me if I can be of any other assistance.   
 
    
  
 
 
 
 
 
 
Submitted by 
Chunliu Zhan  
AHRQ 
chunliu.zhan@ahrq.hhs.gov 
 
Comment Type: Definition 
 
 
I suggest the following edits to the definition: 
 
1. Remove ", responding to their expressed needs," which is redundant (to inform doctors is to 
respond to their needs). 
 
2. Remove "under specific circusmtances," which is also redundant. It is straightforward and 
sufficient to state that "which treatment is most effective to which patients", where "which 
patients" could be with any specific circumstance. 
 
3. The last sentence should end with "and methods to adequately control for confounding" 
(replacing "method to assess comparative effectiveness"). With this change, the definition 
highlights two crucial areas in conducting credible CER -- data sources and confounding control. 
 
4. Should "cost" be at least implied in the definition? We could give "cost" a little room by 
adding "efficient" in the second sentence, "about which interventions are most effective and/or 
efficient for which patients". 
 
 
Submitted by 
Nancy Smith  
Health Advancement Collaborative of Central New York 
nsmith@hac-cny.org 
 
Comment Type: Definition 
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We recommend that the definition of research include studies of alternative vehicles for 
translating findings into practice.  Our community, for example, is piloting a physician-driven 
effectiveness review mechanism for the analysis of local variation in practice patterns relative to 
best practice standards, and the dissemination of findings to the medical community. 
 
 
 
 
 
 
 
 
Submitted by 
Andrew Sperling  
National Alliance on Mental Illness 
andrew@nami.org 
 
Comment Type: Definition 
 
 
The National Alliance on Mental Illness (NAMI) is pleased to submit the following comments to 
the Federal Coordinating Council (FCC) on Comparative Effectiveness Research (CER) on the 
proposed definition of CER and priorities for CER as part of the $1.1 billion allocated in the 
American Recovery and Reinvestment Act (ARRA). 
 
NAMI is the largest national organization representing individuals living with serious mental 
illness and their families.  Through our more than 1,100 affiliates in all 50 states NAMI is 
engaged in support, education and advocacy around serious mental illness. 
 
NAMI Comments Recommendations Regarding the Coordinating Council s Draft Definition of 
CER 
 
1) Including the voice of patients  
NAMI supports the inclusion of voices of patients, family members of patients and disease 
advocacy organizations as part of any definition CER.  Too often in healthcare, the determination 
of  what s best for the patient  is made by others, while the patient s views of his or her own 
needs is ignored or minimized.  By identifying the importance of expressed needs, the Council 
takes an important step towards policy that truly is centered on the needs of the patient and 
caregiver.  The proposed definition could be strengthened by an explicit inclusion of both family 
members of patients and disease advocates as part of the CER process moving forward. 
 
2) Communicating results to improve patient care 
NAMI feels strongly that CER must focus on communicating research results to patients, 
providers and other decision-makers, not making centralized coverage and payment decisions or 
recommendations.  This focus is consistent with the goal of CER as described in HHS  press 
release announcing the FCC  such research will give clinicians and patient s valid information to 
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make decisions that will improve the performance of the U.S. health care system.   NAMI would 
urge additional clarification to the proposed definition of decision-maker. With many competing 
voices discussing CER, it is important to know which decision-makers are being included in this 
central definition. 
 
3) Scope of CER 
NAMI supports the broad scope of research included in the proposed definition, which states,    
Defined interventions compared may include medications, procedures, medical and assistive 
devices and technologies, behavioral change strategies, and delivery system interventions.   This 
definition is consistent with the views expressed by many stakeholders, including NAMI, at FCC 
listening sessions.  NAMI believes that in order to improve patient care, CER research should 
examine the range of issues that affect the quality of patient care. This includes the range of 
medical tests and treatments, as well as questions related to healthcare delivery and organization 
such as benefit designs and care management programs. All of these healthcare elements affect 
patients  quality of care. 
 
4) Preventing Misuse of CER by public and private payers 
While NAMI supports the focus on patient and provider needs in the draft definition, we also are 
concerned that, in stating that the purpose of CER is  to inform patients, providers and decision-
makers,  the FCC draft definition of CER has the potential to shift the focus of research away 
from patients and their doctors towards other decision-makers such as health insurance 
companies, government agencies and other policy-makers. The strategic framework released on 
HHS  web site on June 1 includes language that underscores this concern. In particular, NAMI is 
troubled by language in the framework that describes CER research priorities that respond to the  
expressed public and federal needs for CER,  and  potential capacity for translation through 
Federal delivery systems and public private partnerships.    
 
This shift in focus has enormous potential to result in research projects that do not address the 
clinical information needs of patients and providers, and instead lead to research that is used to 
restrict patient access to treatment options.  This concern is heightened by recent commentary 
describing the link between CER and these types of access restrictions. For example, a recent 
Washington Post commentary says,  What's known as comparative effectiveness research, which 
tracks what works and what doesn't, would also require outside boards directing doctors and 
hospitals about what procedures they could and couldn't use.   The language in the proposed 
CER definition and strategic framework document appears to be at odds with the goal of CER as 
described by HHS in its press release announcing the FCC.   
 
NAMI is troubled by this shift in focus to CER that restricts patient access to medical care or 
treatment choices.  NAMI would urge the Council to delete the language referencing  decision-
makers  and  federal  needs as a CER focus.  The Council should consider revising the strategic 
framework so that it focuses on communication and dissemination strategies, rather than use of 
CER by government agencies.    
 
4) Clinical v. cost effectiveness 
Consistent with focus on patient and provider needs, NAMI urges the Council to clarify that 
research should examine clinical outcomes, not cost-effectiveness. As reflected in the wide range 
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of views expressed during the Coordinating Council listening sessions, inclusion of cost-
effectiveness remains controversial   for good reason. Cost-effectiveness analysis traditionally 
has been a tool used by insurance companies and government payers to impose access 
restrictions based on broad population averages, and some of the most common cost containment 
tools tend to obscure differences in patient subgroups by including all patients in a single, 
average  value  determination. Particularly given the importance that ARRA and the 
Coordinating Council have placed on considering the needs of patient subpopulations, NAMI 
recommends that the Council clarify that it will focus on clinical outcomes.  
 
NAMI Recommendations for Comparative Effectiveness Research Priorities  
 
Within the realm of mental illness treatment, NAMI would like to make the following 
recommendations for critical priorities designed to improve quality of care and prospects for 
recovery for individuals living with illnesses such as schizophrenia, bipolar disorder, major 
depression and severe anxiety disorders. 
 
1) An examination of the real world challenges associated with treatment adherence in 
serious mental illness -- 
Major mental illnesses present unique vulnerabilities and challenges.  One of the most difficult 
challenges is a condition known as anosognosia, or literally, the inability to see one's own illness.  
Anosognosia dramatically reduces medication adherence, and occurs in about half of people with 
serious psychiatric illnesses.  This condition also called lack of insight and is virtually 
exclusively a concern in our population.  
 
Anosognosia makes research about adherence strategies especially crucial for this population.  
As noted above, CATIE raises a number of important questions related to treatment adherence 
with schizophrenia.  NAMI believes that this should be a major priority for comparative 
effectiveness, especially in the context of serious mental illness.  The very symptoms of these 
disorders   auditory hallucinations, paranoia, delusional thinking, mania, severe anxiety   can 
make treatment adherence a challenge.  Likewise, the difficult side effects associated with 
psychotropic medications can create enormous barriers to adherence.  NAMI would strongly 
recommend that the Coordinating Council emphasize the need for examination of strategies and 
treatment models that can improve adherence and ensure better outcomes.   
   
2) An examination of best practices treatment decisions in public programs --  
Currently state Medicaid programs across the nation are undertaking cost control strategies that 
involve strict protocols for prescribing of psychotropic medications.  These typically involve 
aggressive utilization management techniques such as preferred drug lists, prior authorization 
requirements for specific compounds,  fail first  requirements for specific medications and step 
therapy.  In NAMI s view, these rules often place the most vulnerable members of our society at 
risk of poor outcomes such as psychiatric decompensation and re-hospitalization, with little 
evidence that they save money or improve quality of care over the long-term.   
 
The reality is that these utilization management decisions are driven by cost, not sound clinical 
research.  For the most part, state Medicaid programs are  flying blind  in undertaking these 
strategies as there is little if any research out there demonstrating how clinicians can make 
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informed decisions about which medication works best for a particular patient.  NAMI believes 
that comparative effectiveness can be very useful in examining treatment algorithms and 
prescribing protocols that work best in real world treatment settings where patients (especially 
Medicaid beneficiaries) experience multiple medical co-morbidities that complicate the 
effectiveness of psychiatric treatment. 
 
There are promising alternatives out there such as monitoring outlier prescribing patterns and 
evidence-based protocols that can help a state control pharmacy costs without resorting to 
inflexible rules such as prior authorization and step therapy.  NAMI would recommend 
investment in research that compares these strategies to see which is more effective in improving 
patient outcomes and promoting quality of care. 
 
Thank you for the opportunity to offer NAMI s views on this important issue.  NAMI looks 
forward to assisting the Federal Coordinating Council in moving a sound comparative 
effectiveness research agenda forward. 
 
Submitted by 
Susan Ross  
SDRoss Consulting 
sdross720@gmail.com 
 
Comment Type: Definition 
 
 
In the Definition I suggest you: 
1) clarify difference between effectiveness and efficacy 
2) clarify whether "...a comprehensive array of health-related outcomes..." includes safety 
outcomes? patient-reported outcomes, including preferences? compliance/adherence? utilization 
outcomes? economic outcomes? 
 
 
Submitted by 
Tim Rebbeck  
Univ of Pennsylvania 
rebbeck@mail.med.upenn.edu 
 
Comment Type: Definition 
 
 
I am aware of another statement/definition from the NCI that seems different (and possibly 
inconsistent) with the definition proposed here.  The NCI priorities for CER, as stated in the 
Grand Opportunities FOA (RC2), are as follows: 
 
A wide range of clinically-based preventive, screening and treatment interventions have been 
shown to be efficacious for many types of cancer. However, evidence is less complete on the 
effectiveness of these interventions in actual community practice, among populations and 
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treatment settings and using techniques and practices that may differ markedly from those of 
initial controlled clinical trials. Effectiveness includes not just the standard  core  clinical 
outcomes such as survival, adverse clinical events, quality of life and symptoms, but also 
domains that affect the use of the treatment, or health care strategy. Factors that affect how 
treatment is used, and whether one treatment is preferred over another include patient-reported 
outcomes, acceptability and adherence to treatment, patient-physician communications, health 
system capacity and organization factors, medical and other resource use, economic cost, 
financial stress and broader impacts on the family, work and community, such as impacts on 
economic productivity and the ability to return to work and resume other normal social 
functions. Some of these domains have been investigated by NCI, but research in these areas 
remains underdeveloped in terms of data resources, methodology and research personnel. Also 
the field remains fragmented in terms disciplinary areas, phases of the cancer continuum 
explored, and cancer sites investigated.  
 
For the purposes of this announcement, comparative effectiveness research (CER) is defined as a 
rigorous evaluation of the impact of different options that are available for treating or preventing 
a given medical condition for a particular set of subjects. Such a study may compare similar 
treatments or other interventions, such as competing drugs, or it may analyze very different 
approaches, such as surgery, drug therapy and behavioral interventions. Such research may 
include the development and use of clinical and population level registries, clinical data 
networks, and other forms of electronic health data that can be used to generate or obtain 
outcomes data as they apply to CER. 
 
Submitted by 
Glen Schumock  
Univ Illinois at Chicago 
schumock@uic.edu 
 
Comment Type: Definition 
 
 
I believe the the definition (first sentence) needs to include reference to the research being done 
under conditions our actual practice (effectiveness) so as to clearly distinguish it from the 
controlled research settings (efficacy) such as that in a traditional RCT. 
 
 
Submitted by 
Nancy Dreyer  
Outcome Sciences Inc. 
ndreyer@outcome.com 
 
Comment Type: Definition 
 
 
I believe that your proposed definition of comparative effectiveness (CE) is overly and 
unnecessarily broad.  Specifically 
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1) the word "systematic" in the first sentence is vague.  Systematic is generally used to refer to 
systematic reviews and CE research may well be a purpose-driven investigation of various 
interventions.  Although such a study could technically be described as "systematic," this 
adjective is not generally used to describe a research project. 
 
2) More troublesome is the proposed requirement that CE research "must assess a comprehensive 
array of health-related outcomes for diverse patient populations."  CE research that assesses 
alternative therapies that may not include a COMPREHENSIVE set of alternatives can still 
provide excellent, useful information.  Similarly, if CE is evaluated for a particular population 
that may not be diverse but is well described, this still could constitute meaningful, reliable, 
useful research.  e.g., a study in latinos may not include other ethnic groups but would be 
informative nonetheless. 
 
 
Submitted by 
Steven Mersch  
smersch@pointsource-inc.com 
 
Comment Type: Definition 
 
 
The wording of the definition is excellent!  May want to consider adding a sentence to the 
definition related to evaluation of new medical therapies and devices as they emerge from the 
research labs.   
 
The prioritization draft is OK.  Some points are a little unclear/vague. 
 
 
Submitted by 
American Medical Association American Medical Association  
American Medical Association 
sylvia.trujillo@ama-assn.org 
 
Comment Type: Definition 
 
 
The physician and medical student members of the American Medical Association (AMA) 
commend the Federal Coordinating Council for Comparative Effectiveness Research (Council) 
for convening a series of public meetings and reaching out to clinicians and medicine to solicit 
our input on national comparative effectiveness research (CER) priorities as well as comments 
on the Council s draft CER definition, prioritization criteria, and draft strategic framework.  
Concerted stakeholder and public engagement will ensure that the funding to support CER will 
be allocated in an optimal fashion and increase the utilization of CER findings by physicians and 
patients.  
 

117



 
Page 20 of 157 

 
Please note: general formatting has been applied to this document; however, 

BLS has not reviewed individual comments for content, grammar, or language. 

All aspects of the CER process, including priority setting and capacity-building measures, must 
be transparent and include a central role for physicians in their oversight and governance.  Given 
the nascent nature of this endeavor, the perception among physicians that the CER agenda is 
being driven by payers who only have cost containment as their goal will seriously undermine 
efforts to cement physician support as we continue forward on comprehensive health care system 
reform.  It is imperative that physicians, including clinicians and their organizations, have an 
active, ongoing, and central role at all stages of the CER process.  To be clear; the AMA strongly 
supports CER and looks forward to results that will guide shared decision-making by patients 
and their physicians. 
 
Physicians today have access to a wide array of medical information.  However, there remains 
far too little rigorous evidence available about which treatments work best for which patients.  
The AMA strongly supports increased federal funding of CER.  Though there is a broad array of 
areas where CER would bring benefits, we must strategically target support for CER where it 
will significantly improve health care value by enhancing physician clinical judgment, foster the 
delivery of patient-centered care, and produce substantial benefit to the health care system as a 
whole.  As outlined in more detail below, the AMA strongly supports the Council s  Draft 
Definition,   Draft Prioritization Criteria for Comparative Effectiveness Research  as well as the  
Draft Comparative Effectiveness Research Strategic Framework.  
   
The AMA supports the view that the priority areas of CER should focus on high volume, high 
cost diagnostic and treatment modalities, and other health services and strategies for which there 
is significant variation in practice. 
 
The AMA supports a broad definition of CER that involves a comparison of different modalities 
to prevent, manage, or treat a specific health problem, condition, or disease.  Besides the more 
typical areas of research such as pharmaceuticals and medical devices, CER should also focus on 
implementation and dissemination issues that would shed light on the most effective strategies 
that promote a learning health care system and improved clinical outcomes including behavioral 
change strategies, and delivery system interventions.  
 
In terms of methodology and study design, CER should include long-term and short-term 
assessments.  CER should not be limited to new treatments.  In addition, the findings should be 
re-evaluated periodically, as needed, based on the development of new alternatives and the 
emergence of new safety or efficacy data. 
 
AMA Recommended Priority Areas & Infrastructure 
 
Much of the expertise for setting CER priorities focusing on specific diseases and interventions 
lies within the medical specialty societies.  Nonetheless, the AMA offers the following 
recommendations for CER priorities and offers suggestions concerning two mechanisms that 
would help build the necessary infrastructure to sustain work in this area. 
 
The AMA strongly believes that the national CER priorities should address the prevention, 
management, and treatment of preventable disease which collectively represent a major cost 
driver in today s health care system.  Key areas in need of further study and research include 
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cardiovascular, endocrinology and metabolism disorders (including diabetes), and nutrition 
(including obesity).  For example, in the area of wellness, prevention, nutrition, and obesity there 
is a paucity of CER findings.  It is an area with a wide range of available interventions with little 
clarity about which is most effective. 
 
CER usually considers technology and pharmaceuticals, but behavioral interventions potentially 
could have the greatest impact for individual patients and the system as a whole.  Prioritizing 
interventions designed to change physician behavior and to effect behavioral change in patients, 
in addition to other clinical interventions, technologies, and pharmaceutical remedies, is 
necessary.  Because prevalence rates and the most effective interventions for many diseases vary 
greatly by race, ethnicity, gender, age, geography, and economic status, the AMA strongly 
supports the inclusion of racial and ethnic health disparities and health disparities more generally 
as a CER priority area. 
 
In addition to the foregoing, the  National Priorities and Goals  report put forth by the National 
Priorities Partnership (NPP) convened by the National Quality Forum (NQF) provides a rich 
source of information for the Council to consider.  The NPP, comprised of 28 national 
organizations, focused on achievable goals that would, if implemented broadly, reduce harm, 
improve patient-centered care, eliminate health care disparities, and remove waste from the 
system.  In preparing the report, the NPP solicited extensive input from broad array of 
individuals and organizations.  Utilizing the NPP National Priorities and Goals as a reference 
point will help the Council to identify national CER priorities that will build the evidence base in 
a targeted fashion in the areas that are likely to produce substantial system-wide improvements.   
 
In addition to the NPP report, the AMA convened Physician Consortium for Performance 
Improvement (PCPI) has developed a valuable survey mechanism that can be utilized by the 
Council to gather additional detailed information concerning national CER priorities.  In order to 
obtain timely, quality responses from the more than 100 national medial specialty and state 
medical societies, experts in methodology and data collection, and many others involved in 
quality improvement and performance measurement, the PCPI constructed a survey mechanism.  
It is a powerful new tool to identify variations in practice, to assess the evidence base in a wide 
array of areas, and to identify areas where there are gaps in knowledge.  The PCPI plans a 
significant expansion of these efforts.  This provides much needed capacity and infrastructure for 
priority setting.  We would welcome the opportunity to have the Council work with the PCPI to 
utilize this survey mechanism as it develops the recommendations concerning national CER 
priorities. 
 
The AMA urges the Council to consider two powerful infrastructure mechanisms, clinical 
registries and data networks.  These have been used by specialty societies such as the Society of 
Thoracic Surgeons and the American College of Cardiology, and have markedly improved 
quality and patient safety.  The National Surgical Quality Improvement Program (NSQIP) and 
the Northern New England Cardiovascular Collaborative are examples of utilizing these two 
mechanisms to advance quality and obtain research data at the point of care, and create what our 
country needs, a learning network.  Expansion of existing clinical registries and databases would 
provide a strong foundation when conducting CER and at the same time these registries would 
also provide an excellent beginning point for CER.  Utilizing, replicating, expanding, or 
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integrating existing clinical registries would constitute an invaluable investment in the much 
needed infrastructure for accurately comparing clinical outcomes based on  real life  conditions 
where delivery of care settings vary, patients may have numerous co-morbidities, and the patient 
population is diverse.  In turn the clinical registries are not identical and may to greater or lesser 
extent be able to promote a learning health care environment; thus, evaluating the comparative 
clinical effectiveness of various clinical registry models and alternatives to them remains a vital 
priority.  Building CER infrastructure and capacity in part upon registries and clinical data 
networks will leverage CER resources and boost the capacity of the system as a whole to learn 
and adapt in real time.  
 
AMA Support of Council s Draft Strategic Framework 
 
The AMA generally supports the Council s effort to develop a strategic framework for CER 
activity and investments in order to categorize current activity, identify gaps, and inform 
decisions on high priority recommendations with a couple of caveats. 
 
First, the AMA urges the Council to ensure public access to the detailed inventories of Federal 
CER activities and research/data infrastructure that the Council proposes to create.  The AMA 
agrees that the Council s organizing framework will foster consideration of the balance of 
activities and priority themes and allow the government to focus on  the most pressing needs 
expressed by patients and clinicians,  and allow identification of  gaps in the current landscape of 
CER.   We urge the Council to work with the AMA convened PCPI which is already engaged in 
this activity as discussed above. 
 
Second, the AMA concurs with the Council that CER activities should be grouped into the 
following four major categories as detailed in the proposed framework: 
 
" research, (e.g., comparing medicines for a specific condition or discharge process A to 
discharge process B for readmissions). 
" human and scientific capital, (e.g., training new researchers to conduct CER, developing CER 
methodology).  
" CER data infrastructure, (e.g., developing a distributed practice-based data network, linked 
longitudinal administrative or electronic health records databases, or patient registries.)  
" translation and utilization of CER, (e.g., building tools and methods to translate CER into 
practice and measure results.) 
 
While all the above categories are essential components of timely, valid, useful CER, it is 
important to underscore the essential and central role physicians must play vis-à-vis the last 
component  translation and adoption of CER.   The AMA supports the development of practice 
guidelines by medical specialties and other clinicians in medicine, but would oppose the 
development of guidelines by the government or another centralized entity.  Consistent with the 
foregoing, to the extent that medical specialties design, implement, and play a central role in 
clinical registries such as NSQIP that rely upon clinicians to conduct CER, the AMA would 
support utilization of CER findings generated through clinical registries by the specialties to 
modify practice guidelines and decision support vis-à-vis the clinical registries.   
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Conclusion 
 
There is a final cautionary tale.  In the February 12, 2009, issue of Journal of American Medical 
Association there is a description of what can happen when science and politics collide.  The 
Infectious Disease Society of America (IDSA) studied the evidence base for the treatment of 
Lyme disease and in 2006 issued new guidelines advising against the long-term use of 
antibiotics.  The IDSA was promptly sued by the Connecticut Attorney General alleging 
violations of antitrust laws and restraint of trade.  The case was settled without IDSA admitting 
any fault and assenting to an ombudsmen-reviewed panel to assess the 2006 guidelines.  If we 
cannot separate science and politics in a case such as this, how will we ever manage to deal with 
the really hard issues?   
 
CER has the potential to have a profoundly positive impact on the quality of the information 
available to physicians and patients and, when used appropriately and with care, will address 
escalating health care costs.  The AMA welcomes the opportunity to work closely with the 
Council to ensure that physicians remain engaged, enthusiastic, and involved stakeholders in this 
process. 
 
 
Submitted by 
Joe Kanter  
Joseph H. Kanter Family Foundation/Health Legacy Partnership 
joe.kanter@healthlegacy.org 
 
Comment Type: Definition 
 
 
The Joseph H. Kanter Family Foundation welcomes the opportunity to offer feedback to the 
Federal Coordinating Council for Comparative Effectiveness Research (Council) on the draft 
definition of and prioritization criteria for comparative effectiveness research (CER).  We 
heartily endorse the efforts of the Council and other policymakers to improve the evidence base 
on health outcomes by investing in CER. We believe CER is a necessary first step in our nation s 
long range goal to harness real time data from personal electronic health records and provide 
health care providers and average Americans with easily accessible and understandable scientific 
data to make evidence-based health care decisions and choices.  
 
The Kanter Family Foundation is a nonprofit organization established in 1998 by Joseph H. 
Kanter following his personal battle with prostate cancer. Unable to quickly and accurately 
determine the best course of treatment despite access to the best medical resources available, Mr. 
Kanter recognized that improved access to better health care data could significantly enhance 
medical treatment for all Americans.  
 
Since then, Mr. Kanter has committed his time and money to his vision for better health and 
health care. Through The Health Legacy Partnership with the Agency for Healthcare Research 
and Quality (AHRQ), the Kanter Family Foundation has strived to improve healthcare decision-
making. Specifically, we have worked to develop a National Health Outcomes Database that 
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would provide health care professionals and patients useful, scientific evidence on the best 
treatment options available. When paired with deidentified data from electronic health records, 
evidence generated through federally funded CER would populate this user-friendly information 
tool to help providers, patients, policymakers and other decision makers determine what works 
best, when, under what circumstances, for whom.  
 
The Kanter Family Foundation offers its support for the Council s proposed definition of CER 
and the accompanying prioritization criteria for research funding. We are pleased that your 
definition encompasses a broad array of: 
 
" Methodologies and data sources to provide timelier and more comprehensive information 
about health treatments especially in underrepresented populations than traditional randomized 
clinical trials currently provide; 
 
" Interventions to be compared including medications, procedures, medical and assistive 
devices and technologies, behavioral change strategies, and delivery system interventions to 
ensure providers and patients have access to information on the full range of treatment options 
available; and 
 
" Information users to facilitate shared decision-making and engagement in health care 
treatment. 
 
We especially support the patient-centeredness of the proposed CER definition, e.g.,  the purpose 
of this research is to inform patients, providers, and decision-makers, responding to their 
expressed needs.  We are pleased that this patient-centric approach is also reflected in your 
threshold minimal criteria to prioritize research funding, e.g.,  responsiveness to expressed needs 
and preferences of patients, clinicians, and other stakeholders, including community engagement 
in research.  Too often, decisions about research funding are made in a vacuum with little 
consideration to the priorities and needs of the end users, or the practical applications of the 
information in the real world. As a result, many current research studies only evaluate the 
experiences of a narrow group of patients under tightly controlled conditions. As you have 
defined it, CER will study the real world experiences of diverse patient populations, many of 
whom may be taking multiple prescriptions or have experience with several different approaches 
to treatment. Knowing how patients respond to treatments and how treatments compare to meet 
these patients  needs is crucial to understanding what works best for patients from diverse 
backgrounds. 
 
The Kanter Family Foundation also supports the Council s proposed minimal criteria for federal 
funding:  feasibility of research topic, (including the time necessary for research).  In our rapidly 
evolving medical landscape, untimely CER loses relevance and utility as new and ever more 
innovative treatments enter the market. As the Council evaluates the feasibility of research, we 
urge the Council to consider not only timeliness but also the  usability  and  translatability  of 
CER. The principal goal of CER is to improve health care quality and value by generating 
information that is readily accessible and understandable by key users. CER that is likely to be 
used by patients and providers and can be readily translated to facilitate use by these individuals 
should receive priority for funding over studies that do not.  
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The Kanter Family Foundation commends the Council for highlighting the need to tailor 
treatments for different populations, e.g.,  CER must assess a comprehensive array of health-
related outcomes for diverse patient populations.  Studies by federal watch dogs and academics 
have shown that randomized clinical trials conducted to bring new medical innovations to the 
market typically do not include diverse populations. Women, elderly, and minorities are 
underrepresented as companies determine whether or not their new drugs and devices are safe 
and effective. Such deficiencies can diminish the utility and applicability of drugs and devices in 
these groups. CER, as the Council has defined it, will help us move beyond  does the treatment 
work?  toward  for whom does the treatment work?  This shift in medical decision-making is 
crucial as our society becomes increasingly diverse and disparities in health care remain 
pervasive. 
 
Patients want and deserve a greater voice in their health care. Advances in information 
technology have given individuals unprecedented access to health-related information. 
Individuals can now learn about diagnoses and available treatments, find local support groups, 
rate physicians and medical institutions, and research dietary and exercise practices. 
Unfortunately individuals with access to myriad health information often feel they are  drinking 
from a fire hose.  With so much information available how does a provider or patient determine 
what s most appropriate? The next step on the health information continuum is to ensure patients 
and their providers have access to more and better information about how all available treatments 
medical and otherwise perform compared to one another in different subpopulations. CER, and 
its widespread availability and usability, will help get us there.  
 
The Kanter Family Foundation looks forward to collaborating with the Council to ensure 
evidence generated by federally funded CER is widely disseminated to patients and providers 
through our National Health Outcomes Database. If you have any questions, please contact Mr. 
Kanter or the Kanter Family Foundation s Washington representative, Emily Holubowich of 
Cavarocchi Ruscio Dennis Associates, at eholubowich@dc-crd.com or 202.484.1100. 
 
 
 
Submitted by 
Richard I. Smith 
Senior Vice President, Policy  
University of Pennsylvania 
carrb@upenn.edu 
 
Comment Type: Definition 
Although the definition uses the language "delivery system interventions", I fear that this is not 
precise enough.  Delivery systems could mean intranasal vs. intramuscular flu vaccine.  What it 
seems to me is missing from the definition is the appreciation that we are planning to redesign a 
healthcare system.  In my work, I explore health care decision making for diseases (trauma, 
stroke, cardiac arrest) that require emergent medical intervention from the population level.  I 
interpret delivery systems interventions to include air vs. ground transport of acute stroke 
patients and tele-medicine with subspecialists not located at the parent facility, but believe the 

123



 
Page 26 of 157 

 
Please note: general formatting has been applied to this document; however, 

BLS has not reviewed individual comments for content, grammar, or language. 

possibility exists to include such broad thinking given the current definition.  The institute of 
medicine called explicitly for a coordinated and regionalized emergency care system - I believe 
some recognition of the importance of regional or regionalized systems planning is warranted in 
the definition. 
 
 
 
 
 
Submitted by 
John Cuddeback  
Anceta - AMGA's Collaborative Data Warehouse 
jcuddeback@anceta.com 
 
Comment Type: Definition 
 
 
We commend the Council on its efforts to clarify definitions and priorities for CER Funding per 
the ARRA.  We are pleased to see the reference to  delivery system interventions,  but we are 
concerned that the word  interventions  could be interpreted to include only projects that 
prospectively change the delivery system, such as the CMS Physician Group Practice (PGP) 
demonstration. 
 
Such projects are important, but we should also take advantage of the  natural experiments  that 
current practice offers. Care is currently delivered under a wide range of organizational 
structures, and provider organizations have initiated many changes in care process and 
supporting infrastructure. 
 
We believe  delivery system interventions  could be better stated as  delivery system strategies,  
reflecting the phrase  comparing different interventions and strategies  in the first sentence. 
 
Critical insights can be obtained by studying the replicable factors that drive success in 
EXISTING delivery systems that engage in organized processes to improve quality and control 
costs and are willing to bear accountability for results. 
 
As stated in written testimony provided to the Council on April 14,  The Delivery System 
Matters,  by Dr. Samuel Lin, on behalf of the American Medical Group Association (AMGA), 
we need to understand the comparative effectiveness of the organizational structures and 
processes under which care is delivered. They affect safety, timeliness, efficiency, effectiveness, 
equity, and patient-centeredness (IOM s STEEEP). We should test the hypothesis that optimal 
outcomes are attained in delivery systems that exhibit specific aspects of care coordination. 
Recent papers have suggested that organized systems of care, or accountable care systems, are 
instrumental in ensuring STEEEP (1-4). 
 
Since Dr. Lin s testimony was submitted, a coalition of organized systems of care has been 
formed to assess the comparative effectiveness of delivery systems as a priority component of 
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health reform. We are prepared to present oral testimony as to the value and feasibility of this 
kind of research at the Council s June 10 listening session and to respond to the Council s 
questions at that time. 
 
-- John Cuddeback, MD, PhD, Chief Medical Informatics Officer, Anceta, AMGA s 
Collaborative Data Warehouse, on behalf of participating AMGA member medical groups: 
multi-specialty medical groups and integrated delivery systems ranging from fewer than 200 to 
more than 1,200 physicians, in rural and urban settings across various regions of the country, 
including multiple participants in on-going CMS demonstration projects. 
 
1. Shortell SM, Casalino LP. Health Care Reform Requires Accountable Care Systems. JAMA 
300(1): 95-97 (July 2, 2008). 
2. Fisher ES, Berwick DM, Davis K. Achieving Health Care Reform--How Physicians Can Help. 
N Engl J Med 10.1056/NEJMp0903923 (published online May 20, 2009). 
3. Fisher ES, McClellan MB, et al. Fostering Accountable Health Care: Moving Forward in 
Medicare.  Health Affairs 28(2): w219-w231 (published online January 27, 2009; 
10.1377/hlthaff.28.2.w219). 
4. Pham HH, O Malley AS, Bach PB, Saiontz-Martinez C, Schrag D. Primary Care Physicians  
Links to Other Physicians through Medicare Patients: The Scope of Care Coordination. Ann 
Intern Med 150(4): 236-242 (February 17, 2009). 
 
 
 
Submitted by 
Vincent Stine  
American Association for Clinical Chemistry 
vstine@aacc.org 
 
Comment Type: Definition 
 
 
AACC recommends that the definition be modified.  We suggest that "diagnostic tests and 
testing modalities" be included in the following sentence to read:   
 
"Defined interventions compared may include medications, diagnostic tests and testing 
modalities, procedures, medical and assistive devices and technologies, behavioral change 
strategies, and delivery system interventions."  
 
The term modalities is used to reference point-of-care testing, home testing, continuous 
monitoring. 
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Submitted by 
James Benefiel  
VitalSpring Technologies 
jbenefiel@vitalspring.com 
 
Comment Type: Definition 
 
 
Threshold Minimal Criteria (i.e. must meet these to be considered) 
1. Included within statutory limits of Recovery Act and FCC definition of CER  
2. Responsiveness to expressed needs and preferences of patients, clinicians, and other 
stakeholders, including community engagement in research  
[Comment:]   Expressed needs  would seem extremely difficult to evaluate, except to include 
representatives of each group on each grant application review.  No single grant could be 
expected to meet the expressed needs of all patients, clinicians, and other stakeholders.  (Note 
that this is listed as a Minimal Criterion.) 
The report from the Listening Session of the Federal Coordinating Council noted in part the need 
to enable people to  trace backwards from results to inputs, to ensure themselves that the process 
was fair.    Fairness  is probably a better measure than  expressed needs.   Further, in the 
Listening Session, there was a citation to  assist in clinical decisionmaking by providers and 
patients.   I would add the words  informed, rational  ahead of  clinical.   In this way, this stated 
threshold criterion is not subject to a particular activist community s agenda.  Thus, I would re-
word this criterion as:   
 Ability to assist in the rational, informed clinical decisionmaking by patients, clinicians, and 
other stakeholders, including community engagement in research   
I believe the re-worded criterion will lead to many fewer challenges by interested parties. 
 
3. Feasibility of research topic (including time necessary for research) 
 
Prioritization Criteria 
The criteria for scientifically meritorious research and investments are: 
1. Potential Impact (based on prevalence of condition, burden of disease, variability in 
outcomes, and costs of care)  
[Comment:]  The variability of outcomes or variability in costs of care among the total U. S. 
population is more relevant than the prevalence of the condition or the total costs (e.g 30,000 
people with a condition at an average cost of $50,000/patient and a standard deviation of 
$2,000/patient probably provides less opportunity than 20,000 people with a condition at an 
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average cost of $20,000/patient but a standard deviation of $10,000/patient).  If variability can 
not be traced to the differing illness burdens (i.e.\, co-morbidities) among the population with the 
condition, then variability indicates that certain treatments don t seem to work as well on a 
portion of the population.  Conversely, variability indicates that some treatments seem to work 
better than others or better in selected situations. 
 
 
 
 
 
Submitted by 
Jean Iacino  
CA Dept. of Public Health 
Jean.Iacino@cdph.ca.gov 
 
Comment Type: Definition 
 
 
The California Department of Public Health is concerned that the draft definition and 
prioritization criteria are too clinical in focus and seem to preclude public health intervention 
effectiveness research. 
 
 
Submitted by 
Brian Strom  
University of Pennsylvania 
bstrom@cceb.med.upenn.edu 
 
Comment Type: Definition 
 
 
1) Does not clearly include methodological work 
2) Does not look at subgroups of patients likely to benefit or be hurt by one treatment vs the 
other 
3) the requirement for a comprehensive array of health-related outcomes for diverse patient 
populations, is likely not practical within one study 
 
 
 
Submitted by 
Jennifer Reck  
Prescription Policy Choices 
jreck@policychoices.org 
 
Comment Type: Definition 
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The final sentence of the draft definition should be amended as follows: 
 
This research necessitates the development, expansion, and use of a variety of data sources and 
methods to assess comparative effectiveness, as well as the active dissemination of results.
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Submitted by 
Judith Cahill  
Academy of Managed Care Pharmacy 
jcahill@amcp.org 
 
Comment Type: Definition 
 
 
AMCP believes that it is essential to the success of comparative effectiveness research that the 
cost effectiveness of treatments not be precluded as a component of overall research efforts. The 
Academy s members use various tools and strategies, including the cost effectiveness of 
treatments, as a means of combating the increasingly high cost of health care.  It is vital that 
research on cost effectiveness be included in any effort to conduct comparative effectiveness 
research.  The Academy strongly recommends that the cost effectiveness of treatments be 
included in the definition of comparative effectiveness research. 
 
 
Submitted by 
Thomas Novelli  
Medical Device Manufacturers Association 
tnovelli@medicaldevices.org 
 
Comment Type: Definition 
 
 
The Medical Device Manufacturers Association ( MDMA ) is a national trade association 
representing over 200 small to mid-size manufacturers of innovative and lifesaving medical 
technologies.  MDMA appreciates the opportunity to comment on behalf of our membership, and 
we commend the Federal Coordinating Council ( Council ) for engaging all stakeholders on the 
issue of comparative effectiveness research ( CER ).   
 
MDMA supports the principles of evidence-based medicine and CER.  We believe that patients, 
physicians and the public should have access to the best information and data on which 
treatments work best in addition to which treatments are less effective.   The availability of this 
information will be in the best interest of the patient and all stakeholders.  As Congress and the 
Administration work to build upon the Council s efforts on CER, it is important to also examine 
other areas of the health care delivery system, including wellness, prevention and education.  
 
 
Definition of Comparative Effectiveness Research 
 
Recently, the Council released its draft definition for CER.  Specifically, the Council proposed 
the following definition:  
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Comparative effectiveness research is the conduct and synthesis of systematic research 
comparing different interventions and strategies to prevent, diagnose, treat and monitor health 
conditions. The purpose of this research is to inform patients, providers, and decision-makers, 
responding to their expressed needs, about which interventions are most effective for which 
patients under specific circumstances. To provide this information, comparative effectiveness 
research must assess a comprehensive array of health-related outcomes for diverse patient 
populations.  Defined interventions compared may include medications, procedures, medical and 
assistive devices and technologies, behavioral change strategies, and delivery system 
interventions. This research necessitates the development, expansion, and use of a variety of data 
sources and methods to assess comparative effectiveness. 
 
MDMA believes that the proposed definition is a step in the right direction.  However, we 
believe that a few terms within the definition warrant further clarification or modification.  
 
Recommendation #1 
 
 The purpose of this research is to inform patients, providers, and decision-makers, responding to 
their expressed needs, about which interventions are most effective for which patients under 
specific circumstances.    
 
MDMA believes that further clarification is needed for the term  decision-makers.    Specifically, 
the Council should further define who  decision-makers  would entail, whether it is the Congress, 
private insurers, Medicare, Medicaid or other Federal healthcare programs.    It is critically 
important to know which parties will be utilizing this data and for what purposes.  MDMA 
believes decision-makers should be patient s guardians, and family members who may be 
involved in making health care decisions and not payers.    
 
Recommendation #2 
 
 This research necessitates the development, expansion, and use of a variety of data sources and 
methods to assess comparative effectiveness.  
 
MDMA strongly believes that the Council should further clarify the definition for CER, 
especially as it relates to the types of data sources and methods to be used to assess comparative 
effectiveness.   The Council should publically state the type of data sources and methods it 
intends to utilize or exclude.  Moreover, it should state whether it is the intention of Federal 
agencies to generate original data for purposes of CER or if agencies will utilize existing clinical 
data.  
 
 
General Comments  
 
The Council would be amiss if it were not to study all factors that are contributing to increased 
costs within the healthcare system, including the examination of the inherent root causes.  For 
example, we are all sadly aware of the growing obesity epidemic among the nation s adolescent 
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population.  Our children are living less-healthier lifestyles than in generations past; they are less 
physically active and are consuming more unhealthy foods.   If our country continues on this 
path, we can only begin to try to speculate what the related costs will be for treating obesity 
related conditions, such as diabetes, pulmonary hypertension and heart disease in general.   The 
positive news is that this is a controllable condition, and by increasing education and awareness, 
we can make an impact.   Tackling these issues early-on will likely have a far greater impact on 
cost savings in the future than our current thinking on CER.   To this end, efforts on CER should 
not be focused exclusively on efforts such as technology assessment.  This back-end approach is 
analogous to trying to plug the dam after it has sprung a leak.  Rather, focusing research efforts 
on wellness and prevention should be complimentary to the current thinking on CER.  In this 
sense, a primary focus of CER and the Council should be to examine the root causes of increased 
health care spending.   
 
CER should also be used to address disparities in the health care system.   Too often is the case 
that varying patient populations receive disproportionate health care treatment and coverage.  
The Council has a tremendous opportunity to conduct studies and use the research to address 
these disparities to ensure that all Americans are receiving the appropriate care.    
 
Finally, the manner in which the Council and related agencies conducts its work and generates 
data must be as transparent as possible.  As is apparent, the work produced by the Council will 
likely have a significant impact on numerous entities, including patients, payers and the industry.  
In keeping with President Obama s pledge for transparency in government, it is absolutely 
critical that the work of the Council remain open and transparent for all stakeholders.   This 
includes allowing stakeholders to submit public comments on the Council s processes and 
methodologies for comparative studies as well as its results.  To this end, it is important that 
expanded CER initiatives include a formal infrastructure to ensure public input on the work of 
the Council and related agencies.   
 
The Council should yield caution in expanding the definition of CER to include the study of the 
cost effectiveness for competing medical therapies and interventions.  Although there may be a 
tendency for studies to focus on a single episode of care, the costs associated with such care 
should be measured over a long enough time horizon to capture the true savings of a procedure 
or therapy.   It will be important to consider long-term savings and cost reductions including 
potential decreased frequency of hospital/physician interactions, increased patient productivity in 
the workforce, and other measures that would be difficult to capture in a short time horizon.   
 
MDMA greatly appreciates the opportunity to address the panel today.  We strongly believe in 
the goals and mission of the Council and believe that there is a tremendous opportunity to 
improve the health care delivery system for America.   
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Submitted by 
Francesco Chiappelli  
fchiappelli@dentistry.ucla.edu 
 
Comment Type: Definition 
 
 
Firstly, I applaud the concerted effort of the Federal Coordinating Council in producing a draft 
definition of Comparative Effectiveness Research, and accompanying Prioritization Criteria. 
 
I would propose minor editing to reflect the fact that "research synthesis" is a scientific endeavor 
in its own right.  Therefore, the first sentence should perhaps better read as: "Comparative 
effectiveness research is the conduct of systematic research synthesis comparing different 
interventions and strategies to prevent, diagnose, treat and monitor health conditions." 
 
I would also suggest that the last sentence be expanded just a bit to provide unequivocal 
information as to "how" the purpose of comparative effectiveness research is obtained.  The last 
sentence could read:  "This research necessitates the development, expansion, and use of a 
variety of data sources and methods to assess comparative effectiveness by means of systematic 
reviews of the evidence, and acceptable sampling and meta-analysis of the best available 
evidence." 
 
Furthermore, and pertaining to the criteria (Threshold Minimal AND Prioritization), it seems to 
me that mention should be made of the ultimate goals of comparative effectiveness research, that 
is to improve both treatment interventions and policies in light of optimal benefit with minimal 
costs & risks.  As it now stands, neither are mentioned in the list of priorities. 
 
Lastly, I wish to express that I am honored to be part of this critical and timely discussion. 
 
Submitted by 
Ron Keren  
CHOP/UPenn 
keren@email.chop.edu 
 
Comment Type: Definition 
 
 
Another Prioritization Criteria that should be considered is the degree to which there is 
variability in practices for managing a condition proposed for study, and the degree to which that 
variability drives excess cost without any demonstrated improvement in outcome (value). 
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Submitted by 
Carmella Bocchino  
America's Health Insurance Plans 
cbocchino@ahip.org 
 
Comment Type: Definition 
 
 
America s Health Insurance Plans (AHIP) appreciates the opportunity to share its member 
companies  perspectives on the proposed definition for comparative effectiveness research 
(CER) and the strategic framework for such research.  AHIP is the national trade association 
representing approximately 1,300 health insurance plans that provide coverage to more than 200 
million Americans.  Our members offer a broad range of products in the commercial marketplace   
including health, long-term care, dental, disability, and supplemental coverage   and also have a 
long history of participation in public programs. 
 
Proposed CER Definition 
Comparative effectiveness research, both through the conduct of original research and synthesis 
of existing studies, compares treatment, drugs, devices, or procedures and evaluates the benefits 
and risks of different treatment options for different medical conditions across different patient 
populations.   
 
The information generated from this research would be made available to clinicians, payers, 
innovators and most importantly to consumers, to aid in decision-making and selecting therapies.   
 
AHIP Statements on Comparative Effectiveness Research  
Unfortunately, there continues to be major gaps in care for diverse populations, many of which 
have not been part of the traditional clinical research model. Our members support the direction 
of this definition and offer additional comments to clarify both scope and depth. Therefore, there 
needs to be a better understanding of these populations and how their culture, race, and ethnicity 
impact access to care and acceptance of treatment interventions. The development of 
comparative effectiveness information should focus on both broad and specific sub-populations, 
to balance the needs of culturally diverse populations.  
 
If we are to change clinical practice, we need to build a sustainable infrastructure not only for 
robust scientific evidence but for disseminating reliable comparative information to clinicians 
that can be easily translated into care and discussed with patients at the point of care. While 
health plans and physicians groups have created disease registries, observational databases and 
decision-support tools to inform decision-making, much more needs to be done. 
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Submitted by 
Carmella Bocchino  
America's Health Insurance Plans 
cbocchino@ahip.org 
 
Comment Type: Definition 
 
 
America s Health Insurance Plans (AHIP) appreciates the opportunity to share its member 
companies  perspectives on the proposed definition for comparative effectiveness research 
(CER) and the strategic framework for such research.  AHIP is the national trade association 
representing approximately 1,300 health insurance plans that provide coverage to more than 200 
million Americans.  Our members offer a broad range of products in the commercial marketplace   
including health, long-term care, dental, disability, and supplemental coverage   and also have a 
long history of participation in public programs. 
 
Proposed CER Definition 
Comparative effectiveness research, both through the conduct of original research and synthesis 
of existing studies, compares treatment, drugs, devices, or procedures and evaluates the benefits 
and risks of different treatment options for different medical conditions across different patient 
populations.   
 
The information generated from this research would be made available to clinicians, payers, 
innovators and most importantly to consumers, to aid in decision-making and selecting therapies.   
 
AHIP Statements on Comparative Effectiveness Research  
Unfortunately, there continues to be major gaps in care for diverse populations, many of which 
have not been part of the traditional clinical research model. Our members support the direction 
of this definition and offer additional comments to clarify both scope and depth. Therefore, there 
needs to be a better understanding of these populations and how their culture, race, and ethnicity 
impact access to care and acceptance of treatment interventions. The development of 
comparative effectiveness information should focus on both broad and specific sub-populations, 
to balance the needs of culturally diverse populations.  
 
If we are to change clinical practice, we need to build a sustainable infrastructure not only for 
robust scientific evidence but for disseminating reliable comparative information to clinicians 
that can be easily translated into care and discussed with patients at the point of care. While 
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health plans and physicians groups have created disease registries, observational databases and 
decision-support tools to inform decision-making, much more needs to be done. 
 
 
 
 
 
 
 
Submitted by 
Richard I. Smith 
Senior Vice President, Policy  
Advanced Medical Technology Association (AdvaMed) 
tlee@advamed.org 
 
Comment Type: Definition 
AdvaMed recommends that the  purpose  of the research in the definition of CER be made 
consistent with the purpose statement in the draft strategic framework.  The current draft 
definition s purpose statement is vague as to who  decision-makers  are.  By contrast, the draft 
strategic framework states that the research is  to inform health care decision-making by patients, 
clinicians, and others in the clinical and public health communities.   AdvaMed supports 
articulating a purpose that makes clear that the generation of comparative effectiveness research 
is intended to assist patients, physicians and other health care professionals.  Consequently, 
AdvaMed recommends replacing the second sentence of the draft definition with the following:   
 
 The purpose of this research is to inform health care decision-making by patients, clinicians and 
other health care professionals, responding to their expressed needs, about which interventions 
are most effective for which patients under specific circumstances.  
 
Submitted by 
Charles Branas  
University of Pennsylvania 
cbranas@upenn.edu 
 
Comment Type: Definition 
 
 
In the Draft Definition of Comparative Effectiveness Research for the Federal Coordinating 
Council the following sentence appears: "Defined interventions compared may include 
medications, procedures, medical and assistive devices and technologies, behavioral change 
strategies, and delivery system interventions."  This sentence makes no mention of comparing 
the effectiveness of different approaches to broadly organizing medical care for an entire region.  
Regionalization has been very successfully done with specialty trauma care and trauma centers, 
whose patients experience a significant 25% reduction in mortality because of better regional 
triage and medical system organization (see Branas CC, et al. Access to trauma centers in the 
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United States. JAMA 2005;293(21):2626-33 and MacKenzie EJ, et al. A national evaluation of 
the effect of trauma-center care on mortality. N Engl J Med 2006;354(4):366-78).  The same 
successes are also possible for many other types of medical specialty care in the US (see for 
instance Kahn JM, et al. Regionalization of medical critical care: what can we learn from the 
trauma experience? Crit Care Med 2008 Nov;36(11):3085-8).  These broad, system-wide 
regionalization strategies that change the fundamental ways in which patients access medical 
care hold perhaps the greatest promise in improving health and outcomes. 
 
As such, I am requesting that the aforementioned sentence be change to: "Defined interventions 
compared may include medications, procedures, medical and assistive devices and technologies, 
behavioral change strategies, delivery system interventions, and regionalization strategies."  
Thank you for your consideration. 
 
Charles C. Branas, PhD 
Associate Professor of Epidemiology 
University of Pennsylvania School of Medicine 
Room 936 Blockley Hall 
Philadelphia, PA 19104  USA 
(215) 573-5381 
 
 
Submitted by 
Carol Sakala  
Childbirth Connection 
sakala@childbirthconnection.org 
 
Comment Type: Definition 
 
 
Thank you for the important work done to date on the nation's CER program. My organization 
has since 1999 carried out a national long-term program to promote evidence-based maternity 
care. Based on our considerable experience, we feel strongly that the purpose of Comparative 
Effectiveness Research in the federal definition must include examination of comparative 
benefits *and* comparative harms. For example if A and B are equivalent in expected 
effectiveness for an outcome of interest or A is slightly superior, but A is also associated with 
increased risk of serious morbidity, many decision makers would be concerned about selecting 
A. 
 
There is extensive evidence that patients/consumers want to know most or all known harms 
before making key decisions. Further, when available, information about harms often impacts 
their decision making. When notable risk of harm is known to be involved in an intervention, 
many prefer less invasive options or watchful waiting. By law and within the ethical precepts of 
leading health care organizations, patients/consumers have the right to know about benefits and 
harms, and make an informed decision on the basis of this knowledge, their own values, their 
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care options, and so forth. It is appropriate for the federal definition to support rights to informed 
decision making and informed refusal. 
 
Many cases studies, such as the story of the widely prescribed Vioxx, suggest that we should try 
to avoid standard use of interventions prior to adequate investigation of harms as well as 
benefits. Hasty implementation can endanger the public, waste scarce resources, and undermine 
the integrity and authority of agencies and organizations. 
 
Harms are underresearched and underreported both in the literature as a whole and in the 
promotional efforts of industry. Specifically calling out the importance of knowledge about 
comparative harms of interventions in the CER definition would provide an important 
opportunity to help correct this pervasive bias and improve health care decision making for all 
stakeholders. 
 
Thank you for considering these concerns. 
 
 
Submitted by 
Michael Pavalock  
Department of Veterans Affairs 
michael.pavalock@va.gov 
 
Comment Type: Definition 
 
 
CER Council members, 
 
As Comparative Effectiveness Research is building, its order demands intellectual integrity and 
its strength will rely upon the collective awareness of many. I applaud the opportunity for 
constructive feedback and input. 
 
If I were to offer a pedantic suggestion, I would suggest a closer look at the second sentence.  
Responding to their expressed needs  continues to seem awkward to me. 
 
Food for thought here& what if the need is not expressed? For example: 
 
Only minutes ago reviewing data from  Analysis of VA Health Care Utilization Among US 
Southwest Asian War Veterans, VHA Office of Public Health and Environmental Hazards 
(August 2006)  it shows the highest percentage diagnosis of returning Iraq and Afghanistan 
Veterans is 41.7% - Diseases of Musculoskeletal System/Connective System.  
 
This information shows a need yet it s not expressed. Would it still fit into the definintion? 
 
I ask because with musculoskeletal disorders ranking highest in returning Veterans and national 
concerns of opioid usages coupled with chronic pain prevalence, this issue has become a high 
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priority. As one of less than 20 DCs in the entire Dept of Veterans Affairs, and as a 
musculoskeletal expert and chronic pain manager, the demand of service far out weighs the 
supply. I see where CER would be feasible and effective in identifying the potential impact of 
not meeting with demand of service by DCs.  
 
 
 
 
 
 
 
 
Submitted by 
Geoffrey Mumford  
American Psychological Association 
gmumford@apa.org 
 
Comment Type: Definition 
 
 
The American Psychological Association (APA) is writing to provide comment on the draft 
definition of comparative effectiveness research (CER).  Within a list of  defined interventions  
the draft definition indicates that those interventions may include  &behavioral change 
strategies&  APA would prefer replacing  behavioral change  with  psychological, psychosocial, 
and behavioral  to provide a more comprehensive description of the interventions research.  In 
addition we recommend that the CER definition include implementation studies and that the 
Prioritization Criteria also include implementation potential. Thank you for your consideration of 
our recommendations. 
 
 
Submitted by 
Tina Grande  
Healthcare Leadership Council 
tgrande@hlc.org 
 
Comment Type: Definition 
 
 
HLC Comment on Draft Definition 
 
The Healthcare Leadership Council (HLC) agrees that the primary purpose of comparative 
effectiveness research should be the creation of new knowledge to inform patients and their 
health care providers and empower them to make smarter decisions to the maximum benefit of 
the patients  health, quality of life, and general livelihood.  Where this goal can be reached by 
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synthesizing, within tested and proven methodologies for doing so, existing sources of 
knowledge, it makes sense to do so.   
 
As the definition implies, no two patients are identical in all respects, and therefore this research 
should be a useful tool, not a  yes or no  determinant, in guiding health care decisions.  We 
therefore agree that comparative effectiveness research must consider potential differences 
among diverse patient populations.  As medicine becomes more individualized, assessments 
should recognize that various interventions may work for specific subgroups of the population 
but not for others, based on genetic variability and other factors. Thus, research must be flexibly 
designed to target smaller populations with certain characteristics, and the definition should 
reflect that.      
 
We respectfully ask that  effectiveness  be further clarified within this definition.  In order to be 
truly patient-centered, it may be necessary to include, beyond medical efficacy, other outcomes 
in this research.  Comparative effectiveness assessments could involve, whenever possible, 
considerations about quality of life, functional status, economic productivity, and other factors 
that are important to patients, providers, and society.  
 
HLC also agrees that beyond simply comparing  product A vs. product B,  properly designed 
comparative effectiveness research should assess a wide variety of interventions.  We agree that 
delivery system design and patient behaviors, which are usually two very important determinants 
of health outcomes, should be included for study.  In this way, the definition suggests that this 
research should examine the entire health system, not just a specific sector, which we feel is the 
correct approach. 
 
We respectfully suggest that the definition should also provide that this type of research, in order 
to maintain its objectivity and validity, will necessitate that data sources be both timely and 
accurate.  Further, studies will need to be both transparent and periodically reassessed to ensure 
patients have proper authority on new and emerging interventions and strategies to improve 
health outcomes. 
 
 
 
Submitted by 
Alan Gambrell  
Consultant 
gambrell@aol.com 
 
Comment Type: Definition 
 
 
SUGGESTED REVISION 
Comparative effectiveness research examines the relative efficacy of different interventions and 
strategies to prevent, diagnose, treat and monitor health conditions.  This type of research entails 
use of various data sources/methods; compares an array of interventions (e.g.,  medications, 
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procedures, medical and assistive devices and technologies, behavioral change strategies, 
delivery systems); and assesses resulting health-related outcomes for diverse patient populations. 
 
COMMENTS ABOUT DRAFT DEFINITION 
 
* It is too long. 
 
* This phrase s meaning is unclear:  responding to their expressed needs.  
 
* This phrase is overly descriptive and cumbersome:  conduct and synthesis of systematic 
research.  
 
* This phrase seems to be expanding upon a sub-issue (varied data methods) that is not central to 
the task at hand figuring out what medical procedures are most efficacious -  This research 
necessitates the development, expansion, and use of a variety of:.  
 
* This phrase can be dropped as it s reallynot necessary (i.e.,  to inform patients, providers, and 
decision-makers ). We can assume that the purpose of the research is to inform for purposes of 
efficacy for use by many parties. 
 
 
Submitted by 
Susan Snyder  
CDC 
ssnyder@cdc.gov 
 
Comment Type: Definition 
 
 
Include "testing" in the second to last sentence of the definition following "Defined interventions 
compared may include." 
 
"Testing" is certainly consistent with all of the applications stated in the text of the first sentence 
of the definition concerning "comparing different interventions and strategies to prevent, 
diagnose, treat and monitor health conditions."  Much testing and its results are used to support 
clinical care that is unnecessary, ineffective and even harmful, thus providing an excellent 
opportunity for comparative effectiveness research. 
 
 
Submitted by 
Linda Emanuel  
Northwestern University Feinberg School of Medicine 
l-emanuel@northwestern.edu 
 
Comment Type: Definition 
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The notion of cost-warranted care should be included in cost effectiveness definitions and 
research.  
 
That is, the cost should be warranted by considerations such as the patient's goals for care.  
 
Effectiveness can be defined to include the patient perspective, but it should be more explicit that 
currently the case. 
 
Thank you for inviting feedback. 
 
 
Submitted by 
STANLEY WISHNER MD FACC  
SWISHNERMD@AOL.COM 
 
Comment Type: General Comment 
 
 
Studies comparing new rx. Against placebo is poor science, poor economics , and poor 
medicine;this is especially true of "me too" drugs in any therapeutic classes. 
 
One potential harm however is the tendency to make "guidelines" the "standard" of care and 
limit individual physician tailoring therapy to the individual patient!the ultimate inclusion of 
drugs in any plan's "formulary" is often so restrictive that some truly best drugs based on 
research papers is often denied as "not approved". 
 
A weakness is the absence of of  qualified MDs as the providers of authorization of drugs 
requiring "prior authorization";these decisions are usually made by nurses,clerks with protocls,or 
retired general or even pediatric mds ruling on sophisticated medical judgements that would be 
better made by aqualified specialist withou incentive to be reimbursed a % of revenue created by 
thei "senials". 
 
Submitted by 
Phoebe Cottingham  
Institute of Education Sciences 
phoebe.cottingham@ed.gov 
 
Comment Type: General Comment 
 
 
The general statement regarding "comparative effectiveness research" is devoid of serious 
content.  For those who know the existing systems of systematic reviews of evidence regarding 
medical treatments, interventions, etc., that hold to clinical trial standards of evidence, it appears 
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the intent is to introduce low-level, non-scientific "standards", that if applies seriously would 
produce ineffective investments or consumption of treatment and mislead the American public. 
In short, there is nothing here to comment on. 
 
 
 
 
 
 
 
 
 
 
 
 
Submitted by 
Elena Casas  
Advocate for the Community 
ecstats15@yahoo.com 
 
Comment Type: General Comment 
 
 
I just want to make a general comment regarding the form.  I am submitting the registration form 
and you will notice I am not part of any organization.  I hope I do qualify to be part of the 
Federal Coordinating Council for the Comparative Effectiveness Research project.  I have many 
years of experience working with state and federal programs. 
 
Submitted by 
Elena Casas  
Advocate for the Community 
ecstats15@yahoo.com 
 
Comment Type: General Comment 
 
 
I just want to make a general comment regarding the form.  I am submitting the registration form 
and you will notice I am not part of any organization.  I hope I do qualify to be part of the 
Federal Coordinating Council for the Comparative Effectiveness Research project.  I have many 
years of experience working with state and federal programs. 
 
 
 
Submitted by 
Richard I. Smith 
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Senior Vice President, Policy  
American Occupational Therapy Association 
slin@aota.org 
 
Comment Type: General Comment 
 
 
Statement of Susan H. Lin, ScD, OTR/L 
Director of Research, American Occupational Therapy Association 
Submitted to the Federal Coordinating Council on  
Comparative Effectiveness Research 
May 29, 2009 
 
Thank you for this opportunity to provide comments on behalf of the American Occupational 
Therapy Association regarding the priorities for comparative effectiveness research. AOTA, 
representing the interests of over 140,000 occupational therapists, occupational therapy assistants 
and students of occupational therapy, is concerned about the health, active engagement in daily 
activities, and participation of all individuals. .  
Comparative effectiveness research plays a critical role for health professionals, policy-makers, 
and consumers. However, comparative effectiveness research should be conducted beyond 
primary care settings, because important health care questions need to be answered in 
rehabilitation, long-term care, and community settings as well. Occupational therapy 
practitioners work with infants and elderly, in schools, homes, nursing facilities and hospitals. 
We strive to improve people s abilities to perform the daily activities that are most meaningful to 
them, thus improving their functional activities and quality of life. Occupational therapy enables  
Living Life To Its Fullest;  and research has shown that occupational therapy, by improving life, 
can positively affect health outcomes and costs (Hay et al., 2002). 
 
AOTA has completed systematic reviews on Occupational Therapy and children and adolescents 
with autism, children with behavioral and psychosocial needs, adults with stroke, driving and 
community mobility for older adults, adults with Alzheimer s disease, and children and 
adolescents with sensory processing/sensory integrative disorders. However, more reviews are 
needed to examine the evidence for different health conditions in different health care settings. 
Additionally, resources are needed to disseminate and promote use of evidence at the point of 
care, especially in rehabilitation, which can vary among inpatient, outpatient, home, and 
community settings.  
 
Dr. Carolyn Clancy, Director of AHRQ underscored the need to  focus on patients with multiple 
chronic illnesses, a group of people for whom we spend the most money and provide the worst 
care  (Clancy, 2008). The diagnoses of autism, stroke, and dementia are often chronic, requiring 
multiple interventions, including occupational therapy services. Research is needed to determine 
the optimal dose, frequency, duration and type of occupational therapy interventions for 
individuals with conditions such as autism, stroke, and Alzheimer s. Such research would aid 
occupational therapy practitioners to deliver services efficiently and effectively, which is 
especially important in the context of the current economic climate and the workforce shortage 
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that we are experiencing in occupational therapy. The following studies are examples of research 
that is needed based upon AOTA s systematic reviews. 
 
Autism 
 
Research Question:  Is behavioral intervention with occupational therapy intervention more 
effective than behavioral intervention (without occupational therapy) to improve the performance 
of daily tasks and participation in school, home, and community in children diagnosed with 
autistic spectrum disorders (ASD)?  
 
Justification: Behavioral interventions are commonly used to treat autism, but given the high 
prevalence of sensory issues in children with Autistic Spectrum Disorders (ASD), this approach 
fails to address what are believed to be underlying reasons for these children s behaviors: i.e., 
problems with processing sensory information.  Occupational therapists can assess and treat 
sensory processing problems that negatively influence children s behaviors and daily 
performance. They also can modify environments (e.g., reduce sensory overload) and tasks so 
that children can perform them as independently and functionally as possible, whether the task is 
dressing or completing a class assignment.  
 
Stroke  
 
Research Question: Does rehabilitation with special focus on cognition for functional activities 
result in better outcomes, long-term recovery, increased productivity, and greater participation in 
the community, compared to standard rehabilitative care? And does greater cognitive 
rehabilitation emphasis result in any cost savings over the long-term recovery of individuals who 
have had a stroke? 
 
Justification:     
Each year, 795,000 people have a stroke in the United States, and stroke is the third leading 
cause of death. Early interventions and rehabilitation post-stroke are crucial to better functional 
outcomes. And yet, there are variability in the rehabilitation treatment approaches, depending 
upon professionals  knowledge of the literature, rehabilitation equipment and staffing 
availability, and even reimbursement policies. Thus, funding for CER should address knowledge 
translation or knowledge transfer, or else valid effective interventions will not be utilized and 
patients  potential for better functioning could be unnecessarily limited.  
Research suggests that cognition is a mediator of functional outcomes in stroke rehabilitation, 
but more studies are needed to compare outcomes of rehabilitative approaches. Concurrently, 
these studies should measure use of health care services and its associated costs, so that we can 
compare interventions not only in terms of outcomes but costs as well.  
 
Dementia 
 
Research Question: Are intervention programs that facilitate routines and environmental 
cueing, as provided under the supervision of an occupational therapist and under an occupational 
therapy plan of care, more effective than standard care to improve the performance of daily 
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activities (e.g., toileting, sleeping, taking medications) in people with dementia?  And does the 
improvement help promote health for caregivers? 
 
Justification: Research suggests that routines are beneficial to performance of daily occupations 
(e.g., sleep) in people with early dementia. While some studies have examined the intervention 
of routines on behavior and performance, few studies have investigated the effect of routines and 
environmental cues on performance of activities of daily living (e.g., toileting, sleeping,) and 
mortality. If the maintenance of daily routines and provision of environmental cues provide 
purposeful and meaningful activity throughout the day, people with dementia could live longer, 
have fewer health problems and higher quality of life, which could decrease the stress of 
caregivers and lower costs. 
 
Summary 
 
Occupational therapy promotes the performance of daily activities and participation of 
individuals who have illnesses or injuries that limit their daily performance and participation in 
society. We have recommended specific CER studies for autism, stroke, and dementia, but 
occupational therapy practitioners work with people of all ages, across educational, business, and 
health care settings. Further research is needed to identify the most effective and efficient 
occupational therapy interventions, especially in rehabilitative settings and other contexts in 
which individuals with chronic illnesses are served.   
 
The American Occupational Therapy Association greatly appreciates this opportunity to 
comment and looks forward to forming partnerships with other organizations to promote the 
health, productive living, and quality of life of all individuals.  
 
Submitted by 
Bill Springer  
University of Rhode Island 
wspringer@mail.uri.edu 
 
Comment Type: General Comment 
 
 
I have some concerns about the FCC's ability to operate independently of Congressional 
intervention should they rule adversely towards a mode of treatment backed by financially and 
politically connected interests.  Health care is very big business and the players protect their 
revenue streams fiercely. 
 
Towards this end, I think that the FCC should try to work with Congress to avoid the equivalent 
of "line item veto" interventions.  One approach that I favor is to present the FCC findings and 
recommendations to Congress not on an individual study basis, but in the aggregate each year, 
asking Congress to vote up or down on the entire body of work rather than specific findings 
relative to a single treatment modality. 
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The FCC's main objective over the next several years has to be survival and credibility.  Good 
luck in achieving this direction. 
 
 
Submitted by 
Jim Gartner  
Ingenix Consulting 
jim.gartner@ingenixconsulting.com 
 
Comment Type: General Comment 
 
 
As I review information about Comparative Effective Research, I am excited to hear about the 
emphasis given on driving Medication Therapy Management.  It is great to see that MTM has 
become a greater requirement within our Medicare Part D programs for 2010 and I see it rapidly 
expanding.  Given that, I feel that you should strongly consider either adding a Phamacist to your 
Council to help provide guidance in the area of MTM or seek input from pharmacists engaged in 
that area.  As a pharmacist with a strong interest in this area, I feel this is something that should 
be considered and would consider being an expert in the area if needed. 
 
 
 
Submitted by 
Robert Cihak  
rjcihak@gmail.com 
 
Comment Type: General Comment 
 
 
Maintain perspective. 
 
In particular, remember that patients, their needs and their options change continually, as do the 
insights, discoveries and innovations of medical and clinical science.  
 
In other words, any results of this research will be outdated long before publication.  
 
Therefore, mandatory obedience, such as by putting any results into legislative or regulatory 
concrete, is doomed to be counterproductive and very often harmful.  
 
 
Submitted by 
Mary Pendergast  
Pendergast Consulting 
marykpendergast@aol.com 
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Comment Type: General Comment 
 
 
The Food and Drug Administration currently takes the position that no pharmaceutical, 
biological, or medical device company may make any statement regarding the comparative 
effectiveness of its product to any other product until the company has conducted one or more 
head-to-head clincal trials of the two products and FDA has approved the "claim."  Few entities, 
including AHRQ, hold themselves to that high a standard of evidence for making a comparative 
effectiveness evaluation.  If the US Government or private entities conduct comparative 
effectiveness studies or analyses, or issue reports on the comparative effectiveness of an FDA-
approved medical product using standards less strict than FDAs, then a medical product 
company may find itself in a position where its product is criticized as less effective, but the 
company would not be able to respond using the same type of data or analyses. Rather, the 
company would have to conduct large, long, expensive head-to-head clinical trials to respond to 
the comparative effectiveness report.  It seems to me that there has to be a consistent standard for 
the conduct, analysis, and reporting of comparative effectiveness research for both the US 
government, private organizations, and companies so that everyone can speak using the same 
standards of proof.  Simply stated, to do otherwise would be unfair. 
Submitted by 
Susan Bertolino  
Change.org 
sadness2joy22@aol.com 
 
Comment Type: General Comment 
 
 
We appreciate your support. 
 
 
Submitted by 
C. Michael White  
University of Connecticut EPC 
cmwhite@harthosp.org 
 
Comment Type: General Comment 
 
 
I appreciate the work that the council has put into these priorities.  I think this is a good 
framework and wouldn't remove anythingt hat you have written but... I worry that it would miss 
preclude the use of comparative effectiveness for rare diseases where the data is gathered in 
collections of small trials or studies and a systematic review (comparative effectiveness review) 
can really help clarify therapies for people without evidence based therapies.  I am thinking 
about disorders such as vasovagal syncope or connective tissue diseases. 
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Submitted by 
Myles Rosenthal  
Health Care Education 
rosenthalmyles@yahoo.com 
 
Comment Type: General Comment 
 
 
President Obama and I are committed to changing the Political process by growing an 
organization Founded on broad of support from ordinary Americans.  This organization is about 
the people's interests ahead of the special interests,but to do that,Barack needs help from people 
like you and me.  I've set my own personal fundraising goal for the organization,which you can 
see in the thermoneter on the website: 
{http://my.barackobama.com/page/outreach/view/main/rosenthalmyles}. 
 
 
 
 
 
Submitted by 
Christina Campbell  
Private Citizen 
ccc215@gmail.com 
 
Comment Type: General Comment 
 
 
Given the wasteful spending in our health care system, it is more important than ever to engage 
in robust research on what treatments work and what do not.  Doing so empowers doctors and 
patients, and helps make our practice of medicine more evidence-based.  Having read your 
definition, I am relieved to say I heartily agree with it. 
 
 
Submitted by 
Syreeta Batiste  
syreeta_batiste@yahoo.com 
 
Comment Type: General Comment 
 
Hello, 
 
The Federal Coordinating Council For Comparative Effectiveness Research will help Congress 
realize that different Health Care Reform policies can either assist or harm people, who are in 
need of medical insurance. 
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                        Sincerely, 
                        Syreeta Batiste 
 
 
Submitted by 
Tom Gadient  
member of AMA 
tmgadient@yahoo.com 
 
Comment Type: General Comment 
 
 
This needs skills and authorities already found in American College of Wurgeons, American of 
Academy Science, FDA, DEA, and HHS. 
 
 
 
 
 
 
 
Submitted by 
Timothy Foley  
Change.org 
tim@commanderfoley.com 
 
Comment Type: General Comment 
 
 
Given the wasteful spending in our health care system, it is more important than ever to engage 
in robust research on what treatments work and what do not.  Having read your definition, I am 
relieved to say I heartily agree with it. 
 
I am particularly glad to see that you have stuck to your evidence-based guns in the face of 
political pressure and included "cost" as a factor in determining comparative effectiveness.  
Although it is no means the only factor, I strongly feel that it must be considered where 
appropriate.  I appreciate and applaud you for recognizing that comparative effectiveness 
research must also look at how much we're paying when treatments are otherwise roughly as 
effective as one another in terms of health outcomes.  Keep up the good work. 
 
 
Submitted by 
Timothy Foley  
Change.org 
tim@commanderfoley.com 
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Comment Type: General Comment 
 
 
Given the wasteful spending in our health care system, it is more important than ever to engage 
in robust research on what treatments work and what do not.  Having read your definition, I am 
relieved to say I heartily agree with it. 
 
I am particularly glad to see that you have stuck to your evidence-based guns in the face of 
political pressure and included "cost" as a factor in determining comparative effectiveness.  
Although it is no means the only factor, I strongly feel that it must be considered where 
appropriate.  I appreciate and applaud you for recognizing that comparative effectiveness 
research must also look at how much we're paying when treatments are otherwise roughly as 
effective as one another in terms of health outcomes.  Keep up the good work. 
 
 
 
 
 
 
 
 
Submitted by 
Richard I. Smith 
Senior Vice President, Policy  
Frederick Memorial Hospital 
Dquirke@fmh.org 
 
Comment Type: General Comment 
Inclusion of allergy data and possibly immunization data would be helpful also I believe. 
 
 
 
Submitted by 
Manuela Rodrigues  
Change.org 
manuela.in.wonderland@gmail.com 
 
Comment Type: General Comment 
 
 
Given the wasteful spending in our health care system, it is more important than ever to engage 
in robust research on what treatments work and what do not.  Doing so empowers doctors and 
patients, and helps make our practice of medicine more evidence-based.  Having read your 
definition, I am relieved to say I heartily agree with it. 
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I am particularly glad to see that you have stuck to your evidence-based guns in the face of 
political pressure and included "cost" as a factor in determining comparative effectiveness.  
Although it is no means the only factor, I strongly feel that it must be considered where 
appropriate.  I appreciate and applaud you for recognizing that comparative effectiveness 
research must also look at how much we're paying when treatments are otherwise roughly as 
effective as one another in terms of health outcomes.  Keep up the good work. 
 
Submitted by 
Rox Fowlie  
change.org 
nluvwBiLL@hotmail.com 
 
Comment Type: General Comment 
 
 
Given the wasteful spending in our health care system, it is more important than ever to engage 
in robust research on what treatments work and what do not.  Doing so empowers doctors and 
patients, and helps make our practice of medicine more evidence-based.  Having read your 
definition, I am relieved to say I heartily agree with it. 
 
 
Submitted by 
roxie schliesman  
change.org 
snookies_ou812@msn.com 
 
Comment Type: General Comment 
 
 
Given the wasteful spending in our health care system, it is more important than ever to engage 
in robust research on what treatments work and what do not.  Doing so empowers doctors and 
patients, and helps make our practice of medicine more evidence-based.  Having read your 
definition, I am relieved to say I heartily agree with it. 
 
Submitted by 
Matt Milholland  
SD 
MattMilholland@yahoo.com 
 
Comment Type: General Comment 
 
 
Thank you for supporting comparative effectiveness research. 
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Submitted by 
Ron Keren  
CHOP/UPenn 
keren@email.chop.edu 
 
Comment Type: General Comment 
 
 
To date very little has been written about the need to use CE research to enhance our evidence 
base for interventions targeted at children.  This is disappointing as the evidence base for 
managing pediatric conditions is appallingly weak, particularly for children with complex 
chronic conditions, who place a disproportionate financial burden on the healthcare system.  
Resources from ARRA should be specifically targeted at studying best practices in the 
management of children's health, both for high volume common pediatric conditions (screening, 
common infections, mental health) as well as less common but high morbidity/cost conditions 
(prematurity and its sequelae, neurological disorders, congenital syndromes, congenital heart 
disease).  Research networks will be required to study many of the less common conditions, and 
money should be dedicated to funding such collaborative research networks.  Success in 
understanding and then implementing best practices through collaborative networks has been 
demonstrated in cystic fibrosis, which could serve as a model for other relatively uncommon but 
high morbidity/cost pediatric conditions. 
 
 
 
Submitted by 
Michael Westrich  
Starvin Marvin Recycling 
mtwestrich@earthlink.net 
 
Comment Type: General Comment 
 
 
I use naturopathic drugs and am feeling good these daus after wasting $35,000 trying to diagnose 
cause and not treat cause. 
 
 
Submitted by 
Tamzin Rosenwasser  
AAPS 
juperbeatrix@aol.com 
 
Comment Type: General Comment 
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None of this bureacracy was around during the nineteenth and twentieth centuries when 
American physicians put this nation at the very cutting edge of surgical techniques, 
pharmaceuticals, and innovations of every other kind. It is precisely what we do not need. 
 
It sounds like something out of the old Soviet Union. 
 
Our nation has excellent medical care. When we measure infant mortality, we measure every 
infant with signs of life, whereas other nations inflate their numbers by NOT doing so- in some 
cases the child has to live 3 days to be counted a live birth. 
 
We have excellent lifespans when violence is deleted; physicians cannot control the social 
pathologies involved in violence. 
 
We have much better cancer survival statistics than other industrialized nations. 
 
What we DO NOT need is more government interference in medical care. The more there is, the 
worse things become.  I have seen that very clearly in 27 years of practice, including 8 years 
emergency room experience in a big city hospital, which went broke because of Medicare and 
Medicaid. 
 
Let's see this "Comparative Effectiveness " stuff adapted for Congress and the Executive and 
Judicial branches before we further cripple the nation's physicians with it.  Those physicians are 
getting fed up. 
 
What is needed is a return to true insurance to protect against big losses, not pre-paid medical 
care in which every cut and sore throat is run through a gigantic, costly bureaucracy. 
 
 
Submitted by 
lauren serven  
PDA 
ls072456@aol.com 
 
Comment Type: General Comment 
 
 
CER will be an important component in any reform measure. Hopefully, the agency will, remain 
true to it's mission and protect the public from those who wish to manipulate medical markets for 
their personal gain. 
 
As the Administration's efforts towards reform proceed over the next several weeks, it is my 
hope that ALL proposals be considered, ie, Single Payer Medicare for All. Failure of this 
Administration to enact true reform for the American people will result in a weakening, not only 
of our economy, but the very fiber that holds our democracy together. 
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Submitted by 
Ida Sim  
ida.sim@ucsf.edu 
 
Comment Type: General Comment 
 
 
I note the following statement in the draft CER definition:"This research necessitates the 
development, expansion, and use of a variety of data sources and methods to assess comparative 
effectiveness." 
 
I implore the council to set aside proportionate funds to build the methods and informatics base 
for the scale and quality of comparative effectiveness research that this country needs. In 
particular, funds should be targeted to ensuring that the design and results of primary 
comparative effectiveness studies (e.g., interventional and observational studies) are available in 
standardized computable form, not just in PDF. Such an informatics infrastructure would 
increase the efficiency and therefore the value of each dollar spent on CER.      
 
 
 
 
 
 
 
 
 
 
 
 
Submitted by 
ray yar  
valley medical center, san jose 
royala@pol.net 
 
Comment Type: General Comment 
 
 
 
Need to educate public more that doctors don't have time to review hundreds of articles and then 
make the smartest choice avialable. We are drowning in commericials and pharm rep detailing 
and super expensive medications and treatments are administered due to lack of information. 
Media likes sensational news, they will make a huge issue of isolated cases where treatment was 
difficult to get because of this process. The best defense is offense, so more publicity should be 
given how this will help far more people than hurt them. 
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Submitted by 
Harold Pincus  
Columbia University 
hap2104@columbia.edu 
 
Comment Type: General Comment 
 
 
Overall, the focus seems to be on conducting specific CER studies on particular clinical topics. 
Given the early stage of the formalized CER efforts in the US, more priority might be placed on 
buliding an infrastructure to facilitate CER across topical areas. While priority 5 alludes to this, 
the language suggests that the broader benefit would be on top of the conduct of a specific study. 
Thus neither the definition nor the priority statements make explicit reference to infrastructure 
elements such as: developing new methods for data analysis and modeling, improving the utility 
of secondary data sets for CER, establishing practice-based research networks,training new 
investigators in CER, etc. 
 
 
 
 
 
 
 
Submitted by 
Harold Pincus  
Columbia University 
hap2104@columbia.edu 
 
Comment Type: General Comment 
 
 
Overall, the focus seems to be on conducting specific CER studies on particular clinical topics. 
Given the early stage of the formalized CER efforts in the US, more priority might be placed on 
buliding an infrastructure to facilitate CER across topical areas. While priority 5 alludes to this, 
the language suggests that the broader benefit would be on top of the conduct of a specific study. 
Thus neither the definition nor the priority statements make explicit reference to infrastructure 
elements such as: developing new methods for data analysis and modeling, improving the utility 
of secondary data sets for CER, establishing practice-based research networks,training new 
investigators in CER, etc. 
 
 
Submitted by 
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Richard I. Smith 
Senior Vice President, Policy  
individual 
solitarydragon77@yahoo.com 
 
Comment Type: General Comment 
Given the wasteful spending in our health care system, it is more important than ever to engage 
in robust research on what treatments work and what do not.  Doing so empowers doctors and 
patients, and helps make our practice of medicine more evidence-based.  Having read your 
definition, I am relieved to say I heartily agree with it. 
 
I am particularly glad to see that you have stuck to your evidence-based guns in the face of 
political pressure and included "cost" as a factor in determining comparative effectiveness.  
Although it is no means the only factor, I strongly feel that it must be considered where 
appropriate.  I appreciate and applaud you for recognizing that comparative effectiveness 
research must also look at how much we're paying when treatments are otherwise roughly as 
effective as one another in terms of health outcomes.  Keep up the good work. 
 
 
 
 
 
 
 
 
 
 
Submitted by 
Sandra Oliver  
Bayer HealthCare LLC 
pcurrie@sidley.com 
 
Comment Type: General Comment 
 
Dear Council Members, 
 
Bayer HealthCare LLC ( Bayer ) is pleased to submit the following comments for consideration 
to the Federal Coordinating Council for Comparative Effectiveness Research (the  Council ).  
Bayer appreciates the opportunity to engage in the process by which the Council will develop a 
national program for coordinating comparative effectiveness research ( CER ).  We believe that 
CER, if undertaken properly, has the potential to improve clinical outcomes and to improve 
medical decisions.  It is important, however, that CER be conducted appropriately, with the 
utmost scientific rigor and with all the necessary safeguards in order to ensure that CER does not 
inadvertently impede patient access to medically appropriate and necessary health care products 
and services.  Without these key elements, CER could harm vulnerable patient subpopulations or 
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interfere inappropriately with the clinical judgment of health care professionals and their 
interactions with their patients.  Bayer looks forward to the opportunity to contribute to the 
dialogue between the Council, Congress and other relevant stakeholders in developing 
comprehensive and effective national CER policies.  
 
For over 100 years, Bayer has been dedicated to the development and production of high-quality 
drugs, medical devices and biologicals that have helped patients lead healthier lives. Bayer is a 
worldwide leader, with research and business activities focused on oncology, diagnostic imaging, 
diabetes care, hematology/cardiology, primary care, specialized therapeutics and women s health 
care.  We are committed to providing patients with high quality, safe products and to ensuring 
appropriate access to our products.  
 
Bayer supports CER initiatives.  However, we remain concerned that the Council will 
inextricably link cost and clinical evaluations.  We strongly believe that cost effectiveness should 
be separate from CER.  Comparative effectiveness will be most successful in changing behaviors 
if these initiatives are designed to enhance health care practitioners  clinical judgment in order to 
promote patient-centered care.  Accordingly, Bayer does not support the proposed CER 
initiatives that are cost-centric, as we believe that this approach would be unnecessarily 
contentious and subjective.  Further, because there is no consensus as to how to  value  clinical 
outcomes, the effect of moving forward now with a cost-focused CER program could impede 
patient access to treatments without any standards for proper assessment.  We fear that a cost-
based CER initiative would inevitably lead to a  one size fits all  solution that would not respect 
independent health care practitioner clinical judgment and the needs of individual patients and 
vulnerable patient subpopulations.  
 
As the Council develops CER policies and initiatives, Bayer respectfully urges the Council to 
consider the following principles:  
 
Informed Medical Decisions: CER should not replace individualized medical decisions with 
rigid treatment formulas for patient care that do not reflect the needs of individual patients.  
Health care practitioners must maintain their independent clinical judgment.  CER should 
promote the more effective exercise of that judgment, not seek to eliminate or minimize the 
value of it.  CER should not limit a health care practitioner s medical decisions to a uniform 
approach.  Health care practitioners must be able to continue to evaluate individual factors, 
subpopulation needs, social and cultural influences, complicating psychological issues and a 
myriad of other special circumstances which often have a significant impact on care.  
 
Protecting Appropriate Patient Access:  Bayer believes that CER can improve the quality and 
efficacy of health care.  However, such research should not be used for coverage decisions by 
public or private payors.  Similarly, CER should not imply or make recommendations to such 
payors regarding coverage or benefits.  To the extent that CER becomes a direct or indirect tool 
to limit access to care and to ration health care services, it will be rejected by patients and 
practitioners alike, and it will fail to realize its potential to support appropriate access by 
educating patients and practitioners.   
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Inclusive and Transparent Process:  Given the Obama Administration s commendable 
commitment to transparency, we believe that all CER decisions must be developed in a 
transparent manner.  Thus, all assumptions, data, and findings must be made readily available to 
the public. The public and other interested stakeholders should be permitted to comment on all 
phases of CER projects, from prioritization of topics through the evaluation phase to the final 
report.  The Council also should hold public forums to allow for stakeholders to provide 
meaningful input regarding the  standards  to be used in undertaking CER.  Only this kind of 
complete transparency will permit CER information to be positively viewed by the public.  
Otherwise, CER will inevitably be viewed with suspicion as a means to surreptitiously ration 
care.  If, however, CER and its limitations are clearly communicated and debated, CER will, we 
believe, have a pervasive and critical impact on health care.   
 
Accordingly, Bayer urges the Council to ensure that CER is developed through an inclusive and 
transparent process, which allows for consultation and input from practicing health care 
practitioners, patients, patient advocacy groups, employers, manufacturers, allied health care 
professionals, and trade organizations.   
 
Appropriate Oversight:  Bayer believes that any government funded CER initiative, whether 
conducted through existing agencies or a newly formed organization, should be subject to 
Congressional and executive branch oversight.  For example, the Council should, at a minimum, 
institute a formal mechanism for the appeal of CER findings, hold an annual public meeting to 
solicit complaints and proposals for improvements, and implement a mechanism to challenge 
methods and biases, to raise concerns about human subject protection, and address other threats 
to the integrity of the process.  This will ensure that CER is conducted in a manner that is ethical, 
transparent, scientifically appropriate, and consistent with applicable law.   
 
Evaluating the Circumstances of Clinical Trials:  Bayer believes that CER policies should 
require clinical trials used for CER purposes to accurately reflect real world circumstances.  
Without such a requirement, there is a potential for CER to lead patients and practitioners in a 
clinical direction which is inappropriate, ineffective, and potentially unsafe.  Accordingly, we 
strongly urge the Council to review the circumstances under which any evidence is collected to 
ensure that it is appropriate for consideration in this context.   
 
Interconnectivity:  We recommend that the Council require that, wherever appropriate, CER be 
undertaken in a manner that considers how various interventions work in collaboration with one 
another.  Bayer believes that reviewing interventions in isolation will unnecessarily produce 
misleading and inaccurate findings. 
 
Evaluations Should Be Promptly Reexamined When New Evidence Is Available:  CER policies 
must recognize the ongoing nature of innovation and that technology, therapeutic treatments and 
medical devices are constantly evolving.  Accordingly, the determination of comparative 
effectiveness must be considered against the backdrop of this evolution or CER results will not 
adequately evaluate quality or efficacy.  The Council must allow for a mechanism by which prior 
evaluations are promptly reconsidered in light of new technological advances or additional data.  
Stakeholders should have the ability to petition for a re-review of a decision based on new 
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research and/or data that has become available.  The Council or the agency responsible for the 
research should also be required to respond to such petitions within a reasonable time period.  In 
order to be clinically relevant, the Council and the agencies undertaking CER must be prepared 
to reexamine their findings as new data, technologies, and therapeutic treatments and medical 
devices become available.  
 
Evaluate the Spectrum of Health Care:  To improve patient outcomes, CER should be applied to 
the full range of factors that influence health care and delivery systems, and not just to 
pharmaceuticals and medical devices, as is all too often the case under some comparative 
effectiveness or cost effectiveness systems.  This should include, for instance, an analysis of the 
impact of different types of formularies, insurance benefit designs, institutional service models, 
health care practitioner services, the use of performance and quality measures, adoption of 
electronic medical records, greater use of information technology, tools to reduce medical errors, 
improved discharge planning, and the impact of government payors  failure to adequately cover 
or reimburse medically appropriate services and prevention, compliance, and persistency 
programs.  
 
Communicating with Practitioners, Payors, Patients and Others:  As the Council considers CER 
priorities, Bayer believes that the Council must communicate clearly with practitioners, payors, 
patients, patient advocacy groups, and others regarding the limits of CER studies and the 
appropriate interpretation of the resulting data.  The risks of  over-interpreting  CER are all too 
real.  Findings and preliminary reports should prominently and conspicuously describe any 
limitations in the data and analysis.  
 
* * * 
 
Bayer strongly believes in patient-centered care and urges the Council to use CER as a 
mechanism to enhance clinical judgment to promote such care. Only through improved health 
care practitioner and patient awareness can comparative effectiveness improve health care.  We 
hope that the Council strongly considers our concerns regarding CER initiatives that focus on 
cost as a factor, as such an approach could seriously compromise patient access to innovative 
therapies, stifle the exercise of clinical judgment, impede adoption of CER findings, and 
contribute to the creation of a  second-tier  level of care for the poor and other vulnerable 
populations.  
 
We thank the Council for the opportunity to comment on the ongoing development of CER 
policies and initiatives.  We look forward to working with the Council as national CER policies 
and initiatives are developed.  
 
 
 
Submitted by 
Pete Zawadzki  
Blue Torch Medical Technologies 
zawadzki@bluetorchmedical.com 
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Comment Type: General Comment 
 
 
The importance of standardization seems to be neglected in these definitions.    When making a 
comparison, the standard measures of that analysis have a direct value on the bias in the 
effectiveness.  Providing a statement or reference to standardization may greatly benefit your 
mission. 
 
Thanks for the opportunity to comment.  Our CaverMap device is a unique standard in surgical 
technique comparative effectiveness, haven been verified in a Phase 2 multi-center randomized 
clinical study trial in radical prostatectomy. 
 
 
 
Submitted by 
Bernard Yablin  
URMC(retired 
Baruch38@yahoo.com 
 
Comment Type: General Comment 
 
 
It is worthwhile to consider some of the studies presented online by the NEJM. 
 
 
 
 
 
 
 
 
Submitted by 
Tom Maxwell  
care2.com 
aliastom@gmail.com 
 
Comment Type: General Comment 
 
 
Given the wasteful spending in our health care system, it is more important than ever to engage 
in robust research on what treatments work and what do not.  Doing so empowers doctors and 
patients, and helps make our practice of medicine more evidence-based.  Having read your 
definition, I am relieved to say I heartily agree with it. 
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I am particularly glad to see that you have stuck to your evidence-based guns in the face of 
political pressure and included "cost" as a factor in determining comparative effectiveness.  
Although it is no means the only factor, I strongly feel that it must be considered where 
appropriate.  I appreciate and applaud you for recognizing that comparative effectiveness 
research must also look at how much we're paying when treatments are otherwise roughly as 
effective as one another in terms of health outcomes.  Keep up the good work. 
 
 
 
Submitted by 
Bernard Yablin  
URMCPedsRetired 
baruch38@yahoo.com 
 
Comment Type: General Comment 
 
 
1)Validity of screening for colorectal and prostate cancer in nursing home resident 
populations.2)Management of acute cardiovascular episodes in nursing home populations---
criteria for hospitalization 
 
 
 
 
 
 
 
 
 
 
 
 
 
Submitted by 
Alan Haggard  
n/a 
quantumcipher@gmail.com 
 
Comment Type: General Comment 
 
 
Given the wasteful spending in our health care system, it is more important than ever to engage 
in robust research on what treatments work and what do not.  Doing so empowers doctors and 
patients, and helps make our practice of medicine more evidence-based.  Having read your 
definition, I am relieved to say I heartily agree with it. 
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I am particularly glad to see that you have stuck to your evidence-based guns in the face of 
political pressure and included "cost" as a factor in determining comparative effectiveness.  
Although it is no means the only factor, I strongly feel that it must be considered where 
appropriate.  I appreciate and applaud you for recognizing that comparative effectiveness 
research must also look at how much we're paying when treatments are otherwise roughly as 
effective as one another in terms of health outcomes.  Keep up the good work. 
 
Submitted by 
Rachel Groman  
American Association of Neurological Surgeons/Congress of Neurological 
Surgeons/Congress of Neurological Surgeons 
rgroman@neurosurgery.org 
 
Comment Type: General Comment 
 
        
Re: Draft Definition, Prioritization Criteria, and Strategic Framework for Comparative 
Effectiveness Research 
 
Dear Federal Coordinating Council Members, 
 
On behalf of the American Association of Neurological Surgeons (AANS) and the Congress of 
Neurological Surgeons (CNS), which together represent 4,000 practicing neurosurgeons across 
the United States, we would like to thank the Federal Coordinating Council for Comparative 
Effectiveness Research for giving us the opportunity to comment on its draft definition, 
prioritization criteria, and strategic framework for comparative effectiveness research (CER).   
 
The AANS and CNS recognize that CER can serve as a valuable tool to guide sound clinical 
decision-making by both patients and physicians.  As such, our members are committed to 
determining what medical treatments work best for their patients and our specialty is taking a 
variety of steps to ensure that the care neurosurgeons deliver is evidence-based.  The AANS and 
CNS actively participated in previous Council listening sessions and recently presented the 
Institute of Medicine (IOM) with specific clinical research recommendations focusing on spinal 
diseases for which there is little high quality clinical research to guide practice.  Organized 
neurosurgery also has a robust practice guidelines development program and recently created a 
new clinical data registry entity called NeuroPoint Alliance, which is partnering with Outcome 
Sciences, Inc. to build a database platform for a specialty-wide patient registry that will serve 
multiple purposes, including Maintenance of Certification, clinical research, pay-for-
performance and other quality improvement programs. 
 
The AANS and CNS support a well-designed CER system that is transparent, improves quality, 
relies on public input, supports continued medical progress, and strengthens physician and 
patient decision-making while preserving individualized treatment.  We greatly appreciate that 
the Council s definition and framework recognize diverse patient populations and the need to 
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respond to the expressed needs of both patients and providers. CER programs must account for 
the unique circumstances of patients and preserve the independent judgment of physicians.  
However, we request that the Council clarify its intent when it refers to the need for CER to 
respond to the expressed needs of  decision-makers.  It is critical that CER focus on 
communicating research results to patients, providers and other decision-makers, and not on 
making centralized coverage and payment decisions or recommendations.  Without further 
clarification of this statement,  decision-makers  could be interpreted as giving the Centers for 
Medicare and Medicaid Services (CMS) or any other public or private payer the authority to use 
CER to make coverage and payment decisions.   
 
The AANS and CNS also appreciate that the Council s definition and framework recognize a 
broad scope of research, including  medications, procedures, medical and assistive devices and 
technologies, behavioral change strategies, and delivery system interventions.   However, we 
encourage the Council to further strengthen the definition so that it indicates that research on 
each of these interventions focus on all patient subpopulations and not just a few particular 
patient groups.   
 
We are very pleased that the Council recognizes the need to rely on a variety of data sources and 
data assessment methodologies.  We encourage the Council to specifically consider 
prospectively obtained outcomes data collected through patient registries, such as the NeuroPoint 
Alliance, as one example of a data source that can help to better define indications for certain 
procedures. Directing comparative effectiveness research funds to the creation and/or 
administration of patient registries, such as the NeuroPoint Alliance, will ultimately result in the 
production of meaningful data that will help guide clinical decision-making, determine best 
practices, improve quality, and ultimately lower costs.  
 
While the AANS and CNS support the Prioritization Criteria outlined in the framework, we are 
concerned that it fails to specify how these priorities should be developed, reviewed and 
finalized. It is critical that all relevant stakeholders, particularly those who are clinical subject 
matter experts and provide direct patient care, have a voice in the process through which CER 
topics are prioritized.    
 
Finally, we request that the Council s definition explicitly state that the purpose of CER is to 
provide information on clinical effectiveness and patient health outcomes, not cost-effectiveness 
assessments. CER must not ebb into cost containment, where life or death medical decisions can 
be based upon the government s financial considerations.  The AANS and CNS believe that if 
CER is carried out in a sound and transparent fashion, it will naturally rid of inefficiencies in our 
health care system by directing providers and patients to care that is most effective.   
 
Moving forward, we encourage the Council to continue to preserve transparency throughout the 
many of aspects of the CER process by ensuring that stakeholders have input into research 
priorities and design and have an equal voice in the governance of a CER entity.   
 
The AANS and CNS appreciate the opportunity to offer these comments, and we look forward to 
working cooperatively with the Council to develop a fair and meaningful process through which 
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to compare clinical effectiveness and to ultimately improve patient care. If you have any 
questions about our comments, please contact Rachel Groman, MPH, 202-628-2072, 
rgroman@neurosurgery.org 
 
Sincerely, 
 
Troy M. Tippett, MD, President    
American Association of Neurological Surgeons  
 
P. David Adelson, MD, President 
Congress of Neurological Surgeons  
 
cc: Robert Harbaugh, MD, Chair, AANS/CNS Washington Committee  
 Dan Resnick, MD, Chair, AANS/CNS Quality Improvement Workgroup  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Submitted by 
Ulyana Vjugina  
American Society of Hematology 
uvjugina@hematology.org 
 
Comment Type: General Comment 
 
 
American Society of Hematology  
1900 M Street, NW, Suite 200 
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Washington, DC 20036 
P (202) 776-0544 
F (202) 776-0545 
www.hematology.org 
 
 
To:  Federal Coordinating Council on Comparative Effectiveness Research 
 
June 10, 2009 
 
The American Society of Hematology (ASH) appreciates the opportunity to comment on 
Comparative Effectiveness Research (CER) to the Federal Coordinating Council (Council).  
ASH represents over 16,000 clinicians and scientists committed to the study and treatment of 
malignant and non-malignant blood and blood-related diseases such as leukemia, lymphoma, 
sickle cell disease, anemia and hemophilia. 
 
ASH commends the Council for creating a public forum that underscores the importance of input 
from a broad range of stakeholders interested in priorities for CER.  The Council s charge is 
consistent with ASH s mission to promote the understanding, prevention and treatment of blood 
disorders, and improve healthcare and patient outcomes with hematologic disease.   
 
ASH believes that timely CER on the following topics will have the highest impact in 
hematology based on prevalence, disease burden, variability in outcomes in diverse populations 
and costs of care.  Research in these areas has the potential to address the gaps in knowledge and 
uncertainty within the clinical and public health communities, ultimately leading to improved 
quality of care, outcomes and cost-effectiveness.  
 
I. Management of Patients with Sickle Cell Disease (SCD).  
 
The survival of children with SCD has improved with early identification of affected infants and 
enrollment in comprehensive pediatric hematology programs. However, there is a paucity of 
comparable adult-oriented programs and the growing young adult sickle cell populations face 
ongoing challenges in obtaining effective and comprehensive care. CER should evaluate health 
care transition training programs for adolescent patients.  Many adult patients do not have access 
to physicians with expertise in sickle cell disease on an ongoing basis. There is a need to evaluate 
alternative medical care models for patients in the community setting.  Examples include co-
management with primary care physicians and utilization of telemedicine. 
 
The few randomized clinical studies that have been performed addressing management of 
patients with SCD have had high impact on improving outcomes. Observational studies have 
also had major influence on clinical practice (e.g., treatment of acute chest syndrome).  There are 
opportunities to use CER to identify optimal approaches to encourage the adherence to proven 
preventive and treatment interventions. Administrative and clinical data sets such as state 
Medicaid claim and hospital discharge files would provide useful resources to assess current 
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practices and measure outcomes of interventions.  The following topics are examples to be 
considered: 
 
A. Pain management.  The utility of clinical pathways in the outpatient, emergency 
department, and inpatient settings needs to be addressed. CER analysis of multidisciplinary and 
multimodality approaches to pain management for patients with SCD compared with 
conventional pharmacological therapies would provide opportunities to identify treatments 
resulting in improved patient quality of life and cost-effectiveness. 
B. Hydroxyurea therapy.  Hydroxyurea therapy is underutilized in the management of 
symptomatic adult patients.  CER can be employed to evaluate programmatic interventions at the 
patient, provider, and health care system levels to enhance appropriate use of hydroxyurea 
therapy. 
C. Red blood cell transfusions.  Guidelines are available for the use of transfusions in the 
management of sickle cell complications but they are based on limited data. CER can be used to 
address questions such as the extent of phenotype matching of red cells used for chronic 
transfusion and techniques of transfusion administration (simple vs. exchange) for specific acute 
indications. 
D. Clinical decision support tools.  Adults often receive their care from physicians with few 
sickle cell patients in their practices (e.g., community based hematology/oncology and primary 
care physicians). Management of sickle cell-related issues such as hydroxyurea therapy and 
health maintenance (e.g., screening for pulmonary hypertension, renal disease, ophthalmologic 
complications) can be challenging in these settings.  CER can be employed to address the utility 
of clinical assessment tools, electronic health record reminder systems, and other approaches to 
optimizing receipt of appropriate intervention. 
 
II. Specialized Challenges in Thrombosis. 
 
Insertion of inferior vena cava filters (IVCF) is widely performed in patients with, or at risk of, 
venous thromboembolism.  IVCF likely prevent pulmonary embolism (PE) in highly selected 
patients with acute venous thromboembolism (VTE) who have absolute contraindications to 
therapeutic dose anticoagulation. However, the majority of IVCF are placed in patients with 
either no active VTE ( prophylactic IVCF ) or those with acute VTE who do not have an absolute 
contraindication to anticoagulation.  
 
However, there is little evidence to guide the use of IVCF.  Only one randomized trial has been 
performed in which patients with acute VTE were randomized to anticoagulation with or without 
IVCF.  The study demonstrated an acute reduction in PE, with no impact on mortality and an 
increase in VTE over 8 years of follow-up, leading the authors to recommend against routine use 
of filters in patients who can be anticoagulated.  There have been no randomized controlled trials 
examining the use of retrievable filters or the use of filters for the prevention of pulmonary 
embolism in patients who do not have acute venous thromboembolism.  Evidence-based 
guidelines have recommended against the use of IVCF for the prevention of pulmonary 
embolism in patients who do not have acute DVT.  Despite this guideline recommendation, the 
majority of IVCF in the United States are placed for this indication.  For example, IVCF use is 
routine in some trauma centers.  This practice occurs despite the fact that insertion of IVCF is 
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expensive (estimated to cost in excess of US$5000 per use), that IVCF cause otherwise 
avoidable deep vein thrombosis (at an estimated US$5000 to US$10,000 per event) and that 
IVCF may provide physicians with an excuse to neglect the administration of a pharmacologic 
prophylaxis, which is proven to be the most effective and cost-effective treatment for patients at 
high risk of VTE.  
 
Data on insertion of IVCF should be easily accessible.  Indications and complications of their use 
should be discernible.  Comparison of event rates in patients with and without IVCF matched for 
other co-morbidities should also be available.  Such an analysis would likely establish 
definitively that IVCF use is both more expensive and more toxic than alternate, effective 
therapies currently recommended by consensus guidelines. 
 
III. Management of Patients with Myelodysplastic Syndrome.  
 
Myelodysplastic syndromes (MDS) affect older adults with a rapidly rising national disease 
burden owing to the aging of the American population.  Patients with MDS have a chronic bone 
marrow failure disorder often associated with other co-morbidities, and are cared for by primary 
care and hematology subspecialists.  Patients and health care providers must address 
complications related to the disease process itself that include cytopenia-associated risks for 
infection or bleeding,  the risk for  evolution to acute myeloid leukemia (AML), and secondary 
organ complications arising from red blood cell transfusions and iron overload.   
 
Although evidence-based guidelines provide management pathways for physicians that utilize an 
array of FDA approved therapeutics, the impact of these costly treatments on the disease natural 
history and co-morbidities remains largely undefined.  Large prospectively randomized 
therapeutic trials represent the benchmark to define the benefit for most interventions, but size 
and the ethical challenge of non-treatment arms prohibits such definitive studies.  Important 
insight into the clinical benefit of interventions could be obtained from the analysis of large 
federal health claims databases such as the Medicare Standard Analytic File.  Data from patients 
diagnosed in a given year can be mined for subsequent billings for acquired co-morbidities such 
as diabetes mellitus, cardiac and liver complications, survival and red blood cell transfusions.   
 
Given the large size of the database, important insight can be gathered regarding the success of 
health care delivery strategies in the U.S. that is applicable to the population of patients at large, 
rather than to those that meet the restrictive eligibility of registration trials.   CER comparing 
usual supportive care versus care by protocol-driven community-based, advanced health 
practitioners and teams may lead to a reduction of variability of care, costs, and improved quality 
of life.  Examples of CER that would have an impact on care and provide insight as to the cost 
benefit of treatments include those related to current management practices for iron loading and 
disease modifying therapies: 
 
1. Does the use of an iron chelator delay or prevent end-organ co-morbidities, or extend 
survival in lower risk transfusion-dependent patients?   
2. If so, what proportion of patients that may benefit have access to such treatment?   
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3. Using current practice regimens for hypomethylating agents such as azacitidine or 
decitabine, is there a demonstrable survival benefit or difference in resource utilization in 
patients with higher risk disease? 
4. How often is the use of an erythropoietic stimulating agent (ESA) effective in preventing 
the need for transfusion in the lower risk MDS population?  What is the impact of ESA response 
on the natural history of low risk MDS? 
 
Information from an analysis of the latter may support prior ASH recommendations to the CMS 
against the restriction of ESA access to those individuals with the greatest potential for benefit.  
Such CER analyses would provide critical information as to the best management strategy for the 
MDS population at large to modify disease natural history, the magnitude of benefit to patients, 
and cost-effectiveness. 
 
IV.   Use of Transfusions.   
 
Transfusion therapy remains essential to the successful treatment of oncologic and hematologic 
disorders, many surgical procedures, and traumatic injuries.  However, the appropriate threshold 
for transfusions in various clinical situations as well as the appropriate dose of the blood 
component transfused remains unclear.  Modification of blood components by procedures such 
as irradiation or leukocyte reduction have an important role in improving transfusion safety;  
however the indications for such procedures are unclear in many patient populations and are 
applied heterogeneously.  The risks of transfusion beyond that of transfusion-transmitted 
infection and transfusion reaction remain controversial. For example, there continues to be 
considerable debate about whether transfusion is associated with an increased rate of cardiac 
morbidity and multiorgan failure.  CER comparing outcomes with different red blood cell 
transfusion thresholds in patients with cardiac disease, hematologic malignancy or surgery will 
help to most effectively manage a blood supply that frequently must address shortages.  A better 
understanding of adverse outcomes related to transfusion will allow physicians to better weigh 
the risks and effectiveness of transfusion therapy. 
 
Thank you for the opportunity to submit these comments.  Please contact ASH Scientific Affairs 
Manager, Ulyana Vjugina, PhD, at (202) 776-0544 or uvjugina@hematology.org for any 
additional information. 
 
 
 
 
 
 
 
 
Submitted by 
Andrew Whitman  
andrew.whitman@varian.com 
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Comment Type: General Comment 
 
 
Varian s Medical Systems is the world s leading manufacturer of medical devices and software 
for treating cancer and other medical conditions with radiotherapy, radiosurgery, proton therapy, 
and brachytherapy.    
 
We greatly appreciate the opportunity to comment on HHS s implementation of comparative 
effectiveness research funds allocated to AHRQ, NIH and the Secretary in the American 
Recovery and Reinvestment Act of 2009.   
 
Varian supported the inclusion of funding for comparative effectiveness research in the 
American Recovery and Reinvestment Act of 2009.  This funding was an important first step that 
will bring increased quality and transparency to our health care system.   
 
As we continue to reform our health care system, Varian supports the creation of a non-
governmental, independent Comparative Effectiveness Institute comprised of experts in the 
appropriate medical and academic fields to advise and recommend to Congress and the Centers 
for Medicare and Medicaid Services the procedures that are effective for treatment.  These 
recommendations will be based on research occurring in government agencies, academia, and the 
private sector.  This research will determine the therapies, treatments and diagnostic procedures 
that are considered a standard of care and should be available to all Americans. In addition, 
Varian hopes that Comparative Effectiveness Research will lead to a process that rationalizes 
treatment alternatives.  We would like to offer some specific comments and recommendations on 
comparative effectiveness as it relates to cancer care, and specifically radiation therapy. 
 
Measuring Outcomes 
 
When comparing the outcome of different cancer therapies, survival is the simplest but not 
always the key metric for measuring outcomes.  For example, when comparing the outcomes for 
early stage prostate cancer, survival from radical prostatectomy and radiation therapy is similar, 
so one could contend that the outcomes are the same.  However, comparative side effects of the 
treatments are vastly different.  As a result, comparative effectiveness studies need to focus not 
only on survival as an outcome, but also side effect toxicities.  This is also true when comparing 
radical mastectomy with lumpectomy followed by radiation. Patients will differ widely in their 
perception of the importance of these side effects. 
Some women will be intolerant of losing an entire breast, and some will find it acceptable. When 
the council compares outcomes from diverse therapies, it will need to accommodate these 
differences as valid, even though there is no objective standard to compare them.  
 
In addition, outcomes at many small clinics may differ significantly from the outcomes achieved 
by major research hospitals. When comparing the outcomes of different approaches, the council 
should not just consider the outcomes of major trials at research institutions, but also the 
outcome at smaller, lower volume facilities and physicians. 
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Allowance for the Development of New Technologies 
 
In the case of cancer treatments using radiation therapy, improvements are often made based on 
input from customers, retrospective studies of the likely causes of poor outcomes, and extensive 
understanding of the way radiation acts on healthy and diseased organs. Since at times it can take 
five to ten years to know whether an innovation is clinically effective, physicians use calculated 
dose distributions and/or imaging techniques as a surrogate to predict improved outcomes. We 
recommend that the Council develop ways to predict the potential value of new technologies 
using means other than short term data, and then verify these predictions using long term follow-
up studies.  In recognition of the fact that new technologies are continually introduced and older 
ones are modified, the Council should monitor this and allow for comparative effectiveness 
research to accommodate these developments.  
  
Varian Medical Systems looks forward to working with the Federal Coordinating Council on 
Comparative Effectiveness and appreciates the opportunity to comment on this important topic. 
 
 
 
Submitted by 
Andre Williams  
Association of Black Cardiologists, Inc 
awilliams@abcardio.org 
 
Comment Type: General Comment 
 
 
Patients, doctors and providers   with a voice at the table to discuss the future of CER. Moving 
forward, this is the only way comparative effectiveness will work properly. And when patients 
come to the table, we must see to it that all patient populations are represented. We will work to 
ensure that the government includes all people   people of color, the elderly and people with 
disabilities, among others   when designing new CER studies. It is only fair that medical 
innovation and future research benefit the needs of all Americans. 
 
 We applaud the Congress for introducing a CER bill that puts patients first. Moreover, we are 
confident that this approach to new CER will enable patients and healthcare providers of all 
backgrounds to continue to have access to the best possible care and most accurate information.  
 
The ABC, located in Atlanta, GA, was founded in 1974 to bring special attention to the adverse 
impact of cardiovascular disease on African Americans. A nonprofit organization, the ABC has 
an international membership of more than 600 health care professionals. The ABC is dedicated 
to eliminating the disparities related to cardiovascular disease in all people of color. For more 
information, call 404-201-6600 or visit www.abcardio.org. 
 
 
Submitted by 
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Alexandra Clyde  
Medtronic, Inc. 
alexandra.clyde@medtronic.com 
 
Comment Type: General Comment 
 
Dear Secretary Sebelius and Distinguished Council Members: 
 
Medtronic is the world s leading medical technology company, specializing in implantable 
therapies that alleviate pain, restore health, and extend life.   Our technologies combine advanced 
therapeutics and diagnostics to assist physicians and patients in the management of chronic 
conditions such as heart failure, diabetes, Parkinson s disease, and other debilitating illnesses.   
 
Medtronic supports increased investments in comparative effectiveness research (CER) to better 
inform physicians about treatment options and help patients make decisions about the clinical 
effectiveness of medical care.   We understand the value of using evidence-based approaches to 
ensure that the right patient receives the right care at the right time, and we are firmly committed 
to the principles of evidence-based medicine and the continual research and development 
necessary to support innovative therapies that improve health outcomes for patients and bring 
value to the healthcare system.   Toward that end, our technologies and therapies have withstood 
rigorous health assessments around the globe.   
 
Medtronic believes that CER should be conducted in a consistent, transparent, and 
methodologically rigorous manner, allowing input from a broad group of stakeholders at key 
junctures throughout the topic selection, study design, results interpretation and results 
dissemination processes.  It is clear that broad consensus exists surrounding these principles as 
evidenced in documents such as the policy options for delivery system reform outlined by the 
Senate Finance Committee, the Comparative Effectiveness Research Act of 2008 (S.3408), as 
well as the recently introduced Comparative Effectiveness Research Act of 2009 (H.R.2502)and 
the Patient-Centered Outcomes Research Act of 2009.  This consensus is encouraging as we 
believe these aspects are critical to ensure that CER findings become a useful and reliable factor 
in clinical decision-making.   
 
In keeping with the principles outlined above, we offer comments on the following questions 
outlined in the April 10, 2009 Federal Register notice:   
 
" What information on the Coordinating Council s activities would be most useful? 
 
In order to ensure an appropriate level of transparency the Council should post the following 
information on a public website: 
 
?A schedule of all meetings the Council is planning over the next year;  
?A draft and final list of recommended areas for investment, including the rationale the Council 
used to identify them;  
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?A draft of the June 30 report to Congress and Secretary of HHS and solicitation of public 
comment on this report;  
?Drafts of all government-sponsored CER and solicitation of public comment at critical intervals 
in the process (topic selection and prioritization, draft key questions, study design, and draft 
report); and 
?All public comments the Council receives on its activities and its publications, as well as its 
responses to these comments;  
 
"What steps should the Coordinating Council consider to help ensure that public-and private-
sector efforts in the area of CER are mutually supportive?   
 
Medtronic appreciates the Council s efforts in coordinating public listening sessions to gather 
input from a broad range of stakeholders.    While the listening sessions provide a basic forum 
for public input, as was emphasized in a number of instances at these sessions, there should be 
more formal opportunities for broader levels of stakeholder input.   
 
A broad set of stakeholders should be continually consulted to ensure that CER and its findings 
are relevant to the needs of patients and clinicians.  To support this, all public and private 
agencies receiving American Recovery and Reinvestment Act (ARRA) funds to conduct CER 
should adhere to the following standards for stakeholder engagement: 
 
?Establishment of a 30-day public comment period on the topic selection, draft key questions, 
study design, and draft report 
?Public posting of comments received, including information on how those comments will be 
addressed 
 
In addition, the Council should recommend a process to ensure that HHS contracting agencies 
conducting comparative effectiveness research will follow the methodological standards and 
processes (e.g., posting reports for public comment, etc.) determined by the Council.  We suggest 
that the Council recommend processes for monitoring and enforcing adherence of the agencies to 
these standards and processes. 
 
"What types of investments in infrastructure for CER should the Coordinating Council consider? 
 
It is critical that the Council develop and periodically update methodological standards (and 
procedures for the use of such standards) regarding outcomes measures, risk adjustment, 
statistical protocols, evaluation of evidence, and conduct of research to ensure accurate and 
scientifically based CER.  
 
When developing the methodological standards to guide for CER, Medtronic recommends the 
following:   
 
?Include patient advocates, professional societies, practicing clinicians, leading academic 
researchers, and industry representatives, in the development of these standards.   
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?Interventions should be studied in a comprehensive fashion and research should be tailored to 
the specific intervention being evaluated.   
?All study limitations and limitations of the underlying data should be disclosed in the research 
report in order to prevent confusion and potential misinterpretation by users.  All agencies 
generating research reports appropriately communicate limitations and consider including a 
formal peer-review of the draft research report in order to ensure that the research limitations 
have been appropriately disclosed. 
?The methodological standards should include a detailed discussion of the research challenges 
posed by device-related studies and recommendations for how to account for these challenges in 
the CER methodology.  This discussion should include the challenges of randomization and 
blinding in devices-related studies and the importance of considering the effect of device implant 
training and experience of the physicians on clinical outcomes. 
 
Medtronic commends the Council for its efforts to coordinate and guide the increased investment 
in CER.  We appreciate the opportunity to provide these comments. If you have any questions 
related to these comments, please contact me at 763.505.2660 or at 
alexandra.clyde@medtronic.com . 
 
Sincerely,  
 
 
Alexandra T. Clyde 
 
 
Submitted by 
Alexandra Clyde  
Medtronic, Inc. 
alexandra.clyde@medtronic.com 
 
Comment Type: General Comment 
 
 
Dear Secretary Sebelius and Distinguished Council Members: 
 
Medtronic is the world s leading medical technology company, specializing in implantable 
therapies that alleviate pain, restore health, and extend life.   Our technologies combine advanced 
therapeutics and diagnostics to assist physicians and patients in the management of chronic 
conditions such as heart failure, diabetes, Parkinson s disease, and other debilitating illnesses.   
 
Medtronic supports increased investments in comparative effectiveness research (CER) to better 
inform physicians about treatment options and help patients make decisions about the clinical 
effectiveness of medical care.   We understand the value of using evidence-based approaches to 
ensure that the right patient receives the right care at the right time, and we are firmly committed 
to the principles of evidence-based medicine and the continual research and development 
necessary to support innovative therapies that improve health outcomes for patients and bring 
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value to the healthcare system.   Toward that end, our technologies and therapies have withstood 
rigorous health assessments around the globe.   
 
Medtronic believes that CER should be conducted in a consistent, transparent, and 
methodologically rigorous manner, allowing input from a broad group of stakeholders at key 
junctures throughout the topic selection, study design, results interpretation and results 
dissemination processes.  It is clear that broad consensus exists surrounding these principles as 
evidenced in documents such as the policy options for delivery system reform outlined by the 
Senate Finance Committee, the Comparative Effectiveness Research Act of 2008 (S.3408), as 
well as the recently introduced Comparative Effectiveness Research Act of 2009 (H.R.2502)and 
the Patient-Centered Outcomes Research Act of 2009.  This consensus is encouraging as we 
believe these aspects are critical to ensure that CER findings become a useful and reliable factor 
in clinical decision-making.   
 
In keeping with the principles outlined above, we offer comments on the following questions 
outlined in the April 10, 2009 Federal Register notice:   
 
" What information on the Coordinating Council s activities would be most useful? 
 
In order to ensure an appropriate level of transparency the Council should post the following 
information on a public website: 
 
?A schedule of all meetings the Council is planning over the next year;  
?A draft and final list of recommended areas for investment, including the rationale the Council 
used to identify them;  
?A draft of the June 30 report to Congress and Secretary of HHS and solicitation of public 
comment on this report;  
?Drafts of all government-sponsored CER and solicitation of public comment at critical intervals 
in the process (topic selection and prioritization, draft key questions, study design, and draft 
report); and 
?All public comments the Council receives on its activities and its publications, as well as its 
responses to these comments;  
 
"What steps should the Coordinating Council consider to help ensure that public-and private-
sector efforts in the area of CER are mutually supportive?   
 
Medtronic appreciates the Council s efforts in coordinating public listening sessions to gather 
input from a broad range of stakeholders.    While the listening sessions provide a basic forum 
for public input, as was emphasized in a number of instances at these sessions, there should be 
more formal opportunities for broader levels of stakeholder input.   
 
A broad set of stakeholders should be continually consulted to ensure that CER and its findings 
are relevant to the needs of patients and clinicians.  To support this, all public and private 
agencies receiving American Recovery and Reinvestment Act (ARRA) funds to conduct CER 
should adhere to the following standards for stakeholder engagement: 
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?Establishment of a 30-day public comment period on the topic selection, draft key questions, 
study design, and draft report 
?Public posting of comments received, including information on how those comments will be 
addressed 
 
In addition, the Council should recommend a process to ensure that HHS contracting agencies 
conducting comparative effectiveness research will follow the methodological standards and 
processes (e.g., posting reports for public comment, etc.) determined by the Council.  We suggest 
that the Council recommend processes for monitoring and enforcing adherence of the agencies to 
these standards and processes. 
 
"What types of investments in infrastructure for CER should the Coordinating Council consider? 
 
It is critical that the Council develop and periodically update methodological standards (and 
procedures for the use of such standards) regarding outcomes measures, risk adjustment, 
statistical protocols, evaluation of evidence, and conduct of research to ensure accurate and 
scientifically based CER.  
 
When developing the methodological standards to guide for CER, Medtronic recommends the 
following:   
 
?Include patient advocates, professional societies, practicing clinicians, leading academic 
researchers, and industry representatives, in the development of these standards.   
?Interventions should be studied in a comprehensive fashion and research should be tailored to 
the specific intervention being evaluated.   
?All study limitations and limitations of the underlying data should be disclosed in the research 
report in order to prevent confusion and potential misinterpretation by users.  All agencies 
generating research reports appropriately communicate limitations and consider including a 
formal peer-review of the draft research report in order to ensure that the research limitations 
have been appropriately disclosed. 
?The methodological standards should include a detailed discussion of the research challenges 
posed by device-related studies and recommendations for how to account for these challenges in 
the CER methodology.  This discussion should include the challenges of randomization and 
blinding in devices-related studies and the importance of considering the effect of device implant 
training and experience of the physicians on clinical outcomes. 
 
Medtronic commends the Council for its efforts to coordinate and guide the increased investment 
in CER.  We appreciate the opportunity to provide these comments. If you have any questions 
related to these comments, please contact me at 763.505.2660 or at 
alexandra.clyde@medtronic.com . 
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Submitted by 
Richard I. Smith 
Senior Vice President, Policy  
Institute for the Advancement of Social Work Research 
jzlotnik@naswdc.org 
 
Comment Type: General Comment 
 
 
The Institute for the Advancement of Social Work Research offers the following comments on 
the Definition and Framework. If you need additional information, we will be pleased to provide 
it, as Comparative Effectiveness Research must deal with the complexity of not only the 
individual needs of those requiring health care services, but also the complexity and diversity of 
service delivery system(s) themselves. 
 
The Institute for the Advancement of Social Work Research (IASWR) would like to commend 
the Council for its work in providing a broad definition of Comparative Effectiveness Research 
(CER). As stated in the draft definition, CER is not only an important piece in helping doctors 
and patients identify the best strategies for treating certain conditions, but it also goes beyond the 
bounds of physical health. It is valuable to the field and to consumers, to see a definition that 
encompasses vulnerable and underserved populations, behavioral change strategies, and delivery 
system interventions. However, these are complex areas that will require sophisticated and multi-
method CER research efforts. 
CER needs to be at the forefront in increasing our understanding of how to best meet the health, 
mental health and psychosocial needs of underserved populations. In a report released on June 9, 
2009, HHS Secretary Sebelius reported that: 
" Forty-eight percent of all African Americans adults suffer from a chronic disease 
compared to 39 percent of the general population.  
" Eight percent of white Americans develop diabetes while 15 percent of African 
Americans, 14 percent of Hispanics, and 18 percent of American Indians develop diabetes.  
" Hispanics were one-third less likely to be counseled on obesity than were whites -- only 
44 percent of Hispanics received counseling.  
" African Americans are 15 percent more likely to be obese than whites. 
These statistics are not just a snapshot, but a clear picture of the wide array of conditions facing 
different populations, many of which are vulnerable or underserved. CER strategies must ensure 
attention to these populations and study mechanisms for receiving adequate and efficient health 
care.  
As highlighted in the definition, assumptions and framework, underserved and vulnerable 
populations are a priority of CER.  This then requires that there be planning to determine studies 
across and within populations, to fully understand diversity and health disparities.  For example, 
one cannot categorize all Asian populations or African American populations but rather must 
take into account genetic history, socio-economic and education status health literacy, economic 
self-sufficiency, access to health care services and health, mental health and psychosocial status.   
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That discussion cannot focus on medical conditions alone, but must also look at the intersection 
of medical, psychosocial, and mental health, community supports and the organization and 
availability of relevant health care services. 
The provision of services provided to patients is just as vital as the patients themselves. Within 
the Prioritization Criteria Section there needs to be greater clarification in the third criterion 
which states: 
 Uncertainty within the clinical and public health communities regarding management decisions.  
From this criterion, it is unclear whether the statement refers to mismanagement of services 
being provided or something different. 
In addition to comparing different interventions and strategies to prevent, diagnose, treat and 
monitor health conditions, CER also needs to include service systems in those comparisons. 
Without effective service systems, it does not matter how effective the treatment may prove to 
be. IASWR welcomes the opportunity to work with the Council and with HHS on furthering the 
utility of Comparative Effectiveness Research, especially in working with individuals and 
families with complex and co-occurring needs. 
The Council also should be commended for recognizing the importance of capacity building 
related to CER, in regard to both researcher training and methodology.  Social work researchers, 
working in communities, using quantitative, qualitative and action research methodologies can 
contribute to and also benefit from such capacity development efforts 
Once again thank you to the Council for all of its hard work on CER.  
 
 
Submitted by 
Les Paul  
National Pharmaceutical Council 
lpaul@npcnow.org 
 
Comment Type: General Comment 
 
 
On behalf of the National Pharmaceutical Council (NPC), thank you for the opportunity to 
comment on the draft comparative effectiveness research (CER) definition, prioritization criteria, 
and the proposed strategic framework that was developed by the Federal Coordinating Council 
on Comparative Effectiveness Research (FCCCER). The definition, prioritization criteria, and 
the strategic framework for CER can play an important role in improving patient health 
outcomes, and we congratulate the FCCCER on this critical effort.  
 
About the National Pharmaceutical Council 
 
Briefly, the National Pharmaceutical Council sponsors and conducts scientific analyses on the 
appropriate use of pharmaceuticals and the clinical and economic value of improved health 
outcomes through pharmaceutical innovation. CER and its foundation of high quality scientific 
evidence are important areas of focus for NPC. It is our goal to ensure that sound evidence is 
recognized by independent experts, considered appropriately by private and public payers, 
reflected adequately in benefit designs, and incorporated into clinical practice.  NPC was 
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established in 1953 and is supported by the nation s major research-based pharmaceutical 
companies. 
 
 
 
Draft Definition of CER 
 
When the $1.1 billion in federal funding was first allocated for CER, there were many 
unanswered questions regarding which projects would be prioritized, what kind of strategic 
framework would be developed, and how the research would be conducted and disseminated. To 
address those questions, NPC and other health care stakeholders provided recommendations in 
previous testimony that priorities for CER should: 
 
* Focus on conditions with the greatest impact on morbidity and cost, such as chronic conditions 
like cardiovascular disease, chronic respiratory diseases, cancer, diabetes, arthritis, and serious 
mental health conditions.  
 
* Include all major therapeutic options used to treat those conditions such as drugs, medical and 
surgical procedures, diagnostics, and medical devices. 
 
* Take into account the needs of patient subgroups who may respond differently to therapeutic 
options based on demographic characteristics, genetic variation, and coexisting medical 
conditions; and  
 
* Express clear support for the development of new CER methodologies, such as analysis of 
non-randomized studies of treatment effects using secondary databases, practice-based clinical 
practice improvement studies, more accurate modeling and simulation techniques, and 
methodologies that ensure optimal interpretation and application of CER in a variety of patient 
care settings. 
 
NPC is pleased that the draft definition of CER encompasses these important concepts in a broad 
and thoughtful manner.  
 
Draft Prioritization Criteria 
 
The general nature of the prioritization criteria allows for considerable flexibility in their 
interpretation. While they represent a good foundation, clarification is needed to ensure that CER 
funding decisions will be made in the best possible manner and result in useful information that 
improves clinical decision making for health care providers and patients. 
 
In particular, NPC is concerned about the reference to the "time necessary for research," and 
whether this would preclude lengthy or more in-depth projects from consideration. Proposed 
prioritization of research topics and studies, their associated research time frames, final study 
outcomes, and related information should be made transparent to all stakeholders and should be 
disseminated in a timely manner  To maximize this potential, the FCCCER should prioritize the 
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funding of an  assessment of strategies to ensure the continuous evaluation of new evidence 
related to specific health care technologies -- for example, how best to determine when a health 
technology assessment should be revised based on new clinical information.   
 
The criteria also suggest that CER "lays the foundation for future CER or generates additional 
investment." CER not only lays the foundation for future CER, but also the foundation for future 
innovation. How the agenda and conduct of CER develops has the potential to influence 
incentives for innovation and we would recommend that the study of this important question be 
an explicit interest of publicly funded CER.   
 
Additional Factors for Consideration in Priority Setting Under the Strategic Framework 
 
Moving forward, it also will be important to consider other key factors in the selection of the 
highest priority research.  
 
* First, it will be important to conduct research to define rigorous, high quality, and validated 
CER methodologies that are focused on providing timely, accurate and balanced information in 
order to assist clinical decision making. 
 
     -- These questions include, but are not limited to, defining how best to address the full range 
of health effects of a new technology including quality of life, functionality, and productivity, as 
well as how best to appropriately characterize the strengths, weaknesses, and limitations of 
various underlying health technology assessment analytic techniques. 
 
     -- In order to minimize the likelihood for inaccurate or inappropriate interpretation of CER, 
we suggest the inclusion of a transparent and readily accessible description of the strengths, 
weaknesses, limitations, and potential for generalizability of the findings of CER utilizing varied 
experimental and non-experimental research designs. 
 
* Second, and consistent with our comment on the prioritization of the study of the impact of 
CER on innovation, the strategic framework should implicitly assume that innovative technology 
is an external input to the CER framework. It should be encompassed within and considered 
integral to the framework. 
 
* Third, the agenda for CER should be driven by the condition and the "key unanswered 
questions" in the context of that condition. Answering these questions may require comparisons 
between different types of technologies, processes, or procedures that may be considered to treat 
the condition; for example, the framework should reflect the need for comparisons of drug vs. 
surgery, drug and diagnostic vs. procedure, procedure vs. surgery, or other combinations.  
 
* Fourth, comparisons should also include delivery system architecture options, insurance plan 
designs, methods for primary/secondary prevention, and approaches to provider incentives to 
effect improvements in health. 
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The National Pharmaceutical Council appreciates the opportunity to take part in this critical 
dialogue and stands ready to assist FCCCER as it moves forward with the development of the 
CER definition and criteria. Thank you.  
 
 
 
 
Submitted by 
Fred Pane  
Premier Inc. 
fred_pane@premierinc.com 
 
Comment Type: General Comment 
 
 
I wanted to share a HECON model, that I have been working on for almost 7 years, around this 
area.  WHen I worked at a large teaching hospital in Pa, we began to address issues this way. 
Thanks 
 
Replacing pharmacoeconomics with 'thereconomics'In urging health system pharmacists to move 
toward a return-on-investment model to rationalize their expenditures, Fred Pane, RPh, of 
Premier, has coined the term "thereconomics" by combining the words therapy and economics. 
"For years, pharmacy managers have dealt with the budgetary issues surrounding 
pharmaceuticals," says Pane. "That economic model is called pharmacoeconomics, created to try 
to explain the value of drugs. However, it is very difficult to meet with hospital finance staff and 
explain pharmacoeconomics. It relates only to pharmaceuticals and doesn't address the big issue, 
which is the various patient treatment options, both drugs and non-drugs, and how they replace 
each other or support clinical outcomes." 
The National Library of Medicine's Medical Subject Headings (MeSH) defines 
pharmacoeconomics as "economic aspects of the fields of pharmacy and pharmacology as they 
apply to the development and study of medical economics in rational drug therapy and the 
impact of pharmaceuticals on the cost of medical care. Pharmaceutical economics also includes 
the economic considerations of the pharmaceutical care delivery system and in drug prescribing, 
particularly of cost-benefit values. [sic]"  
Pane defines thereconomics as "measuring both the financial and clinical quality outcomes 
associated with various treatment options, including drugs, devices, and surgical and 
interventional procedures." He says: "It is therefore all inclusive, which pharmacoeconomics is 
not, and can be applied to any patient treatment. It maintains a balanced scorecard approach to all 
pharmaceutical operations, both clinical and financial." 
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Submitted by 
Naomi Aronson, PhD  
Executive Director  
Technology Evaluation Center  
Blue Cross Blue Shield Association  
naomi.aronson@bcbsa.com  
 
Comment Type: General Comment 
 
 
The Technology Evaluation Center of the Blue Cross and Blue Shield Association (BCBSA), an 
association of 39 independent Blue Cross and Blue Shield Plans that collectively provide health 
insurance benefits to more than 100 million Americans, appreciates the opportunity to comment 
on the Draft Definition of Comparative Effectiveness Research (CER) for the Federal 
Coordinating Council.  
 
We support the Federal Coordinating Council for Comparative Effectiveness Research, as 
authorized by the American Recovery and Reinvestment Act (ARRA), in its work to coordinate 
research and guide investments in comparative effectiveness research funded by the Recovery 
Act. 
 
The draft definition, we believe, will result in research that will give clinicians and patients valid 
information to make decisions that will improve the performance of the American healthcare 
system  
 
Thank you for giving us this opportunity to express our support.  
 
 
Submitted by 
Mary Denison  
US citizen 
maryekdenison@qwestoffice.net 
 
Comment Type: General Comment 
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What doesn't work for one, amy work for another.  Keep all options open - it could be you, or 
your family who needs them. 
 
 
 
 
 
 
 
 
Submitted by 
Barbara Kulig  
Self - Part 2 of 2 
bk.u@hotmail.com 
 
Comment Type: General Comment 
 
 
The news that the new health plan will in part contain a singular national insurance plan 
available to Americans of low income is a favorable and necessry step to address the health care 
crisis in the US.  
     I will participate in that program, rejecting the private insurance of Congressional Repulicans 
who apparently are supporting the status quo of expensive medical industry costs which ONLY 
benefit practioners and insurance companies. 
     Once again, I was tortured by SSA/CMS and would appreciate a total revamping of both 
agencies, who at best have been unresponsive to my needs and decisions. 
 
 
Submitted by 
Joyce Mithcell  
American College of Medical Informatics 
joyce.mitchell@hsc.utah.edu 
 
Comment Type: General Comment 
 
 
We appreciate the efforts of the Federal Coordinating Council in drafting the definition, 
prioritization criteria, and strategic framework for comparative effectiveness research (CER), and 
we are grateful for the opportunity to provide feedback on these documents.  
 
Feedback on the definition:  
 
" The Fellows of the American College of Medical Informatics have a vested interest in 
these documents, specifically as they relate to the role of information systems in CER. 
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" Currently the nation is embarking on a massive investment to improve the state of 
Healthcare Information Technology (HIT) throughout the healthcare enterprise.  HIT has the 
potential to fundamentally change the healthcare delivery process. Evaluating the effectiveness 
of various HIT interventions will be an integral part of evaluating and guiding this massive 
investment.  
 
" We are concerned that HIT-based interventions are not specifically mentioned in the draft 
definition. Although some may argue that HIT might be included under any of the phrases,  
medical and assistive devices and technologies, behavioral change strategies, and delivery 
system interventions  none of these phrases have traditionally been applied to HIT-based 
interventions, such as Decision Support Systems, Heath Information Exchanges, or 
Computerized Order Entry. Thus, whether HIT interventions are ultimately evaluated is left to 
later interpreters of the definition. This seems to be an unnecessarily high-risk approach.  
o We hope that the Council will consider our request to include "information systems and 
technology" with the examples of interventions provided in the definition of CER.  
 
Feedback on the strategic framework: 
" In the third paragraph of the description of the framework (CER investments and 
activities), we would request that the research example be re-phrased so that it suggests a broader 
sphere of research than medication-related CER. This could be written as (change is in quotes): 
Research, e.g., comparing  interventions  for a specific condition or discharge process A to 
discharge process B for readmissions.  
 
" In the CER themes: type of intervention should include "information systems": Type of 
interventions, e.g. devices, information systems, behavioral change, delivery system. 
  
" Figure 2: in the Cross-Cutting Investment Opportunities box, "Under-researched 
interventions" should include information systems in the list of examples. 
 
 
Submitted by 
Theresa Smith  
Citizen 
Thevail@hotmail.com 
 
Comment Type: General Comment 
 
 
Thank you for all the hard work that you do over there at HHS. Unfortunately most Americans, 
myself included, have little idea of what DOES actually happen at HHS.  
 
But we do know  that our perscription drugs cost too much, and have side effects far scarier than 
the conditions they are meant to treat. Rectal bleeding from a nasal allergy medication?! 
Seriously? 
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We also know that many of the allowable additives in our food cause everything from cancer to 
diabetes, to obesity, and beyond. I'm not trying to to be too fussy, but is there really a reason my 
dessert should contain several of the same ingredients as my shampoo, and I'm not talking about 
coconut oil here.. 
 
We are 29th on the scale of medical goodness in the world, but we spend more than anyone else. 
So a part of the healthcare problem, the main part, is that we're not getting a good deal. 
Americans are doing the equivalent with medical care of someone shopping at the 7-11 for their 
monthly groceries.  
 
Good luck and keep up the good work, but a word to the wise, you might want a dang good 
speech explaining some of this stuff. 
 
 
Submitted by 
Ned Norris Jr.  
Tohono O'odham Nation 
pete.delgado@tonation-nsn.gov 
 
Comment Type: General Comment 
 
 
TOHONO O ODHAM NATION 
ARRA/COMPARATIVE EFFECTIVENESS RESEARCH RECOMMENDATIONS  
 
ISSUES:   
The American Recovery and Reinvestment Act (ARRA)/Comparative Effectiveness Research 
(CER) debate has elicited concern by tribal health leaders and health care professionals who 
conduct research in Indian Country.  American Indian tribal leadership will ask, first,  How will 
the Obama Executive Branch implement the standing Presidential Executive Order for tribal 
consultation (Clinton 2000) and supporting implementation memoranda that require that all 
Executive agencies ensure that there is  meaningful  and  timely  tribal input in formulating and 
implementing the ARRA of 2009, and subsequent Sec. 804 to establish the Federal Coordinating 
Council (FCC) CER?  Secondly, does the FCC for the CER fully understand the special 
circumstances that Tribes face, which include the inability of tribal people to access primary, 
specialty, emergency services due to geographic constraints and by the historic and continuing 
under funding of the Indian health care system? 
 
The U.S. federal government recognizes the debt owed to tribal governments.  In 2000, President 
William J. Clinton issued the Executive Order #13175,  Consultation and Coordination with 
Indian Tribal Governments , and the Department of Health and Human Services (DHHS) 
reissued an earlier  Department Tribal Policy,  requiring that  each HHS Operating and Staff 
Division have an accountable process to ensure meaningful and timely input by tribal officials in 
the development of policies that have tribal implications.   Certainly, the ARRA s CER Policy 
would be  under this umbrella .   
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RECOMMENDATIONS:  
The FCC for CER is charged to develop recommendations to coordinate research and guide the 
use of resources contained in ARRA to advance improvement in the U.S. health care system. The 
following recommendations focus on the inclusion of Indian health, tribal and urban Indian 
health programs in this process  
" Allow additional time for HRAC to consider developing a tribal consultation process in 
order for interested Tribes to provide their input into the FCC/CER plan and implementation. 
" Request that AI/AN representative be assigned to FCC/CER from the Indian Health 
Service of the DHHS. 
" Consider establishing separate research guidelines and measures for Complementary and 
Alternative Medicine (CAM) and AI/AN traditional healing practices, but do not exclude them 
from future CER consideration. 
" Concentration by CER in the areas of health promotion, disease prevention and 
community based interventions will benefit tribal communities. 
" Concentration by CER on clinical effectiveness rather than cost effectiveness will benefit 
tribal communities. 
? CER studies should be broad enough to include an assessment of minority and disability 
groups and other smaller populations such as American Indian Tribes as it has been noted that in 
CER minority and disability groups have not been given a broad enough population sample. 
(Cancer Policy Monitor, 2009).  
 
BACKGROUND:  
 There are more than 560 federally recognized Tribes in the U.S and a coalition of over 50 
health and academic organizations, and individuals dedicated to improving the health care of 
AI/AN report that the disparity in health care for Indian people continues to escalate nationwide 
as AI/AN live almost four years less when compared to other U.S. populations because; 
 
1. AI/AN youth are more than twice as likely to commit suicide, 
2. AI/AN people are 670% more likely to die from alcoholism, 
3. 650% more likely to die from tuberculosis, 
4. 318% more likely to die from diabetes, and 
5. 204% more likely to suffer accidental death. 
( Friends of Indian Health, 2009). 
 
The poor state of health among many Tribes requires community based and culturally 
appropriate treatment and research methodologies that can help to break the cycle of chronic 
illness and related disease including addiction.  
 
i. Improving the Quality of Care in the Indian Healthcare System:   
The FCC is concerned about the quality of care experienced by individual patients served in 
federal health care systems.  This component of CER is applicable to the Indian healthcare 
system and would help to identify measures that are needed to improve the quality of care.  The 
IHS Strategic Plan (2011) states that a major strategic objective of the agency is to improve the 
safety and quality of care in IHS, tribal and urban Indian health care settings.  Steps to improve 
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the system include: 1) the identification and reduction in adverse medical events; 2) integration 
of evidence based practices into clinical, public health and administrative practices; 3) timely 
adoption of new medical technologies; 4) advance electronic medical record keeping and 
connectivity within the system; and 5) ongoing cost effectiveness analysis.  Should the CER 
Council recommend an assessment of the strengths and weakness of the Indian health care 
system this will provide the opportunity for IHS Quality Management (QM) Program to pursue 
the steps needed to accomplish meeting its own strategic objectives and implement needed 
systemic changes to resolve problems areas.  The IHS QM goals are integrating, evaluating and 
tracking best practices and expanding best practice administrative and clinical models known as  
Centers of Excellence  that already exist in the system.   
ii. Complementary and Alternative Medicine (CAM):  
 The use of alternative therapies is now appearing in  many hospitals, managed care plans, and 
conventional practitioners are incorporating CAM therapies into their practice, and schools of 
medicine, nursing, and pharmacy are beginning to teach CAM  (National Academy of Science, 
2005).  The influence of CAM on and off Indian Country is substantial yet much remains 
unknown about these therapies, particularly with regard to scientific research studies that might 
convincingly demonstrate the value of CAM in the treatment of diabetes and other chronic 
disease.  Several Tribes incorporate CAM modalities in their healthcare systems.  The Pascua 
Yaqui Tribe of Arizona s alternative healing program has been in existence for a number of years 
and the San Carlos Apache Tribe in Arizona provides naturopathic services to individuals with 
diabetes.  
 
iii.  American Indian and Alaska Native Traditional Healing and Practices 
It should be noted that for AI/AN traditional medicine use and practices are not an alternative 
(CAM), it is only alternative to allopathic medicine (conventional Western Medicine) and 
therefore should not be considered a category of CAM; but it s  own  diverse and culturally-
specific healing system(s).  AI/AN Traditional Medicine distinction was further discussed among 
Indian health educators, researchers and practitioners and the consensus was that each tribe's 
traditional medicine and practices comes from their particular environment whether it be desert, 
coastline, or forested homelands (20th Annual Native Health Research Conference, 2008) 
 For example, at its broadest interpretation, the Tohono O odham (Desert People) of 
southern Arizona, way of viewing the world Himdag embraces an interconnected worldview  
where healing from medicinal plants, songs and storytelling, spiritual healing, curing and  
traditional songs, and beliefs and values like respect, games, harvesting traditional foods 
and hunting, incorporating songs into ceremonies are intricately interwoven (Tohono O odham 
 Nation Constitution 1986, Tohono O odham Nation Language Policy, 1986).   
1. For many tribal members of the Tohono O odham Nation and many other U.S. Tribes, it 
is the community, which recognizes who its healers are, not a Federal or State licensing body 
(Sequieros, 2009).   
2.  Several Veteran's Administration regional medical centers have formal agreements with 
certain Tribes (e.g. Dineh/Navajo Nation) to provide culturally-appropriately compensation to 
the Dineh Medicine Men for certain ceremonies for veterans (Trujillo, 2009).  
3     The Medicine Wheel  concept is comprehensive and incorporates mental, physical, spiritual, 
emotional wellbeing. This concept has been widely adapted by many Native and non-Indian 
communities to promote wellness.  
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The IHS established a traditional healing policy that allows the IHS to provide, at the patient s 
request, an opportunity for traditional healers to conduct healing services within a health care 
facility. Some Service Units carry out the policy without question; however, at some IHS 
facilities, patients that request this assistance are sometimes met with reluctance and skepticism 
by providers unknowledgeable of AI/AN healing ceremonies and tradition.  While the openness 
of the policy allows for varied tribal healing practices to be conducted as appropriate within the 
confines of the health care facility, systemic barriers exist that include lack of funding for the 
program, inability to acquire Medicaid reimbursement for the expenses incurred by traditional 
healers, lack of participation of the traditional healer as a member of the health care team and 
lack of information to individual patients that the policy exists. The CER may provide an 
opportunity to further evaluate the effectiveness of culturally based interventions that are utilized 
in the Indian health care system and thereby further the development of these interventions as 
recognized best practices. 
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Submitted by 
Rachel Groman  
rgroman@neurosurgery.org 
 
Comment Type: General Comment 
 
   
Re: Draft Definition, Prioritization Criteria, and Strategic Framework for Comparative 
Effectiveness Research 
 
Dear Federal Coordinating Council Members, 
 
On behalf of the undersigned members of the Alliance of Specialty Medicine, a coalition of 11 
medical societies, we appreciate the opportunity to comment on the Federal Coordinating 
Council s draft definition, prioritization criteria, and strategic framework for comparative 
effectiveness research (CER).  The Alliance recognizes that CER can serve as a valuable tool to 
guide sound clinical decision-making and to better inform both patients and physicians about 
what works best in health care.  
 
The Alliance supports a well-designed CER system that is transparent, improves quality, relies 
on public input, supports continued medical progress, and strengthens physician and patient 
decision-making while preserving individualized treatment.  We greatly appreciate that the 
Council s definition and framework recognize diverse patient populations and the need to 
respond to the expressed needs of both patients and providers. It is critical that any CER program 
account for the unique circumstances of patients and preserve the independent judgment of 
physicians.  However, we request that the Council clarify its intent when it refers to the need for 
CER to respond to the expressed needs of  decision-makers.   It is critical that CER focus on 
communicating research results to patients, providers and other decision-makers, and not on 
making centralized coverage and payment decisions or recommendations. Without further 
clarification of this statement,  decision-makers  could be interpreted as giving the Centers for 
Medicare and Medicaid Services (CMS) or any other public or private payer the authority to use 
CER to make coverage and payment decisions.   
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The Alliance also appreciates that the Council s definition and framework recognize a broad 
scope of research, including  medications, procedures, medical and assistive devices and 
technologies, behavioral change strategies, and delivery system interventions.   However, we 
encourage the Council to further strengthen the definition so that it indicates that research on 
each of these interventions focus on all patient subpopulations and not just a few particular 
patient groups.   
 
We also thank the Council for recognizing that CER must rely on a variety of data sources and 
data assessment methodologies.  We encourage the Council to specifically consider 
prospectively obtained outcomes data collected through robust patient registries as one example 
of a data source that can help to better define indications for certain procedures.   Directing 
comparative effectiveness research funds to the creation and/or administration of patient 
registries will ultimately result in the production of meaningful data that will help guide clinical 
decision-making, determine best practices, improve quality, and ultimately lower costs through 
feedback reports that compare individual data to equivalent comparison groups. The Alliance 
cautions the Council and other policymakers against linking patient registries to claims data 
since current privacy laws do not allow for one-to-one linkages, which introduces error and 
dilutes the sound clinical methodology needed for CER. 
 
While the Alliance supports the Prioritization Criteria outlined in the framework, we are 
concerned that it fails to specify how these priorities should be developed, reviewed and 
finalized. It is critical that all relevant stakeholders, particularly those who are clinical subject 
matter experts and provide direct patient care, have a voice in the process through which CER 
topics are prioritized.    
 
Finally, we request that the Council s definition explicitly state that the purpose of CER is to 
provide information on clinical effectiveness and patient health outcomes, not cost-effectiveness 
assessments. CER must not ebb into cost containment, where life or death medical decisions can 
be based upon the government s financial considerations.  The Alliance believes that if CER is 
carried out in a sound and transparent fashion, it will naturally rid of inefficiencies in our health 
care system by directing providers and patients to care that is most effective.   
 
Moving forward, we encourage the Council to continue to preserve transparency throughout the 
many aspects of the CER process by ensuring that stakeholders have input into research priorities 
and design and have an equal voice in the governance of a CER entity.   
 
The Alliance of Specialty Medicine appreciates the opportunity to offer these comments, and we 
look forward to working cooperatively with the Council to develop a fair and meaningful process 
through which to compare clinical effectiveness and to ultimately improve patient care. If you 
have any questions about our comments, please contact Rachel Groman, MPH, 202-628-2072, 
rgroman@neurosurgery.org 
 
***** 
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American Association of Neurological Surgeons 
American Gastroenterological Association 
American Society of Cataract and Refractive Surgery 
American Urological Association 
Congress of Neurological Surgeons 
Heart Rhythm Society 
Society for Cardiac Angiography and Interventions 
 
 
 
 
 
 
 
Submitted by 
Margaret Anderson  
FasterCures 
manderson@fastercures.org 
 
Comment Type: General Comment 
 
 
Thank you for the opportunity to comment on the Council's Draft Prioritization Criteria and 
Strategic Framework.  They are both very concise and thoughtful documents with which we 
substantially concur.  We did, however, want to highlight some issues which we don't feel are 
directly addressed that may inform your thinking going forward. 
 
-- In addition to informing better point-of-care decisions by patients and providers, building the 
evidence base through comparative effectiveness research can elucidate critical clinical research 
questions deserving investigation, which will accelerate the development of new and improved 
diagnostics and therapeutics.  If that can be reflected in the prioritization criteria in some way 
(perhaps under #5, "potential for multiplicative effect"), we believe that would be of great value.   
 
-- We are pleased that the Strategic Framework addresses not only the research studies 
themselves, but also the human and scientific capital necessary to execute the research -- 
including, very importantly, developing methodologies needed to conduct the research efficiently 
and effectively.  We urge you to give this issue the attention it requires.  The scientific 
underpinnings of comparative effectiveness research are still being developed, and it will be 
important to monitor the progress of the field as early studies funded through ARRA yield 
results.  
 
-- Also addressed in the Strategic Framework is the data infrastructure supporting CER, another 
area we hope will be given careful attention.  In particular, we hope the Council will make an 
effort to ensure that investments in health information technology being advanced separately 
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with ARRA funds are supportive of the requirements for conducting CER to the greatest extent 
possible.  
 
-- We are also pleased to see recognition of the fact that translation, dissemination, and adoption 
of the results of CER are as important as the studies themselves and hope that funding will be 
devoted to pursuing this critical goal.  
 
-- We hope and expect that the vision driving federal spending on CER will continue to be 
enhancing and customizing care for patients, and that it will not be used to limit access to or 
availability of effective treatments on an individualized basis.   
 
FasterCures' mission is to identify ways to accelerate the discovery and development of new 
therapies for the treatment of deadly and debilitating diseases both in the United States and 
around the globe.  The organization was founded in 2003 under the auspices of the Milken 
Institute to aggressively catalyze systemic chance in cure research and to make the complex 
machinery that drives breakthroughs in medicine work for all of us faster and more efficiently.  
FasterCures is independent and non-partisan.  We do not accept funding from companies that 
develop pharmaceuticals, biotechnology drugs, or therapeutic medical devices.  Our primary 
mission is to improve the lives of patients by improving the research environment, research 
resources, and research organizations. 
 
 
Submitted by 
Bart Barefoot  
GlaxoSmithKline 
bartley.l.barefoot@gsk.com 
 
Comment Type: General Comment 
 
GlaxoSmithKline ("GSK") is pleased to submit these comments to the Federal Coordinating 
Council on Comparative Effectiveness Research (the  Council ) regarding the Council s draft 
definition of comparative effectiveness research ( CER ), draft prioritization criteria for CER 
funding, and draft strategic framework. 
 
GSK is a world-leading research-based pharmaceutical company whose mission is to improve 
the quality of human life by enabling people to do more, feel better and live longer.   
 
GSK thanks the Council for soliciting public input on CER generally and on the development of 
these important guideposts for CER investments under the American Recovery and 
Reinvestment Act (ARRA).  We believe the Council s willingness to engage interested 
stakeholders through  listening  sessions and written comment opportunities will produce a 
strong, credible foundation for CER investments which can improve the quality of clinical 
decisionmaking and in turn improve patient health outcomes.  Indeed, it is apparent from these 
drafts that the Council has given careful consideration to the public input received thus far and 
has, working under tight time constraints, proposed a definition, prioritization criteria, and 
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strategic framework that contain many positive elements.  Accordingly, the comments we submit 
today are primarily limited to targeted recommendations to improve specific elements of these 
draft materials.        
 
 
DRAFT DEFINITION OF CER 
 
The Council s proposed definition of CER is appropriately broad in scope, encompassing a wide 
range of interventions and strategies, including prevention, care management, and delivery 
system interventions, that can affect health outcomes and patient experiences.  GSK also 
appreciates the Council s recognition of the importance of responding to patient and provider 
needs, accounting for differences among individual patients and subpopulations, conducting 
research using a variety of data sources, and developing and expanding research infrastructure 
and methods.  We urge the Council to retain these elements in the final definition. 
 
At the same time, we offer for the Council s consideration several small but meaningful 
modifications that we believe will strengthen the definition.   
 
1.  We propose that the Council revise the first sentence to read:   Comparative effectiveness 
research is the conduct and synthesis of systematic ANALYSIS comparing different 
interventions and strategies to prevent, diagnose, treat and monitor health conditions AND 
APPROACHES TO THE DESIGN AND IMPLEMENTATION OF CARE DELIVERY 
SYSTEMS.   We recognize that the definition s fourth sentence ( Defined interventions 
compared may include medications, procedures, medical and assistive devices and technologies, 
behavioral change strategies, and delivery system interventions ) incorporates  delivery system 
interventions ; however, the care delivery system is more than just a form of disease intervention.  
Rather than define CER strictly in relation to disease, we advocate a holistic approach that also 
seeks to identify approaches to improving care delivery systems in themselves and the quality of 
care delivered.     
 
2.  We suggest that the Council revise the second sentence to read:   The purpose of this research 
is to IMPROVE HEALTH CARE QUALITY AND HEALTH OUTCOMES by identifying, in 
response to patient, CAREGIVER, provider, and PUBLIC HEALTH needs, which interventions 
are HIGHLY effective for which patients under specific circumstances.   As revised, this  
purpose  statement incorporates these important additions: 
 
"  Improve health care quality and health outcomes    GSK believes improvements in health care 
quality and patient health outcomes ought to be the polestar for federally-supported CER.  
Accordingly, we believe the definition of CER should explicitly reference this guiding principle. 
 
"  Caregiver    Although patients and providers typically form the nucleus for health care 
decisionmaking, in many instances, others play a significant role in care decisions and delivery.  
Alzheimer s and cancer care are just two prominent examples of conditions where caregivers 
frequently play prominent roles and are impacted by intervention choices.  Caregivers offer a 
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unique perspective which too often is overlooked.  We believe good CER design and 
implementation takes into account caregivers  perspectives and circumstances where appropriate. 
 
"  Public health    We recommend substitution of  public health  for  decision-makers.   In our 
view,  public health  is a broader term that encompasses all who have a particular stake in the 
improvement of health care decisionmaking, quality of care, and health outcomes.     
 
"  Highly effective    The draft definition s use of the term  most effective  implies that CER will 
conclusively identify a  best  intervention for a particular circumstance.  In actuality, even with 
respect to patient subpopulations, it is unlikely that CER can pinpoint the  most effective  
intervention for a particular patient.  Even among patients who share certain characteristics, each 
patient is an individual, and there can be no guarantee that an intervention will prove effective.  
Therefore, it is more accurate to state that CER can help to identify interventions that are  highly 
effective  for patients in a particular circumstance.       
 
3.  Finally, we propose that the Council revise the definition s last sentence to read:   This 
research necessitates the development, expansion, and use of a variety of data sources and 
methods to assess comparative CLINICAL effectiveness.   The addition of  clinical  will more 
closely align the definition with Congress s stated intent that ARRA funding support research to 
evaluate and compare clinical outcomes, effectiveness, risk, and benefits.   
  
 
THRESHOLD MINIMAL CRITERIA 
 
" Please clarify how these  minimal criteria  would function in practice.  For example, are the 
criteria equally weighted?  Can one criterion assume more importance than another?  How will 
research feasibility be measured, and what factors other than time are potentially relevant to 
feasibility considerations (e.g., cost of the research, methodological challenges, available 
infrastructure, patient privacy and other legal and ethical issues?)? 
 
" Revise criterion (2) to read:   Responsiveness to expressed needs and preferences of patients, 
caregivers, clinicians and other health care providers, and other stakeholders, including 
community engagement in research.   This change will more closely align this criterion with the 
definition of CER (see above). 
 
 
PRIORITIZATION CRITERIA 
 
" In criterion (1), replace  costs of care  with  total cost of care.   This change clarifies that it is 
the total cost burden of a disease or condition, not specific intervention costs, which is a relevant 
and appropriate factor in prioritizing federal investments in CER.  This clarification will ensure 
that federally-supported research remains appropriately focused on the needs of patients, 
caregivers, and clinicians and other health care providers. 
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STRATEGIC FRAMEWORK   FIGURES 1 & 2 
 
" Add a fifth category of CER investments and activities    CER Evaluation.   Equally as 
important as the four categories of investments and activities outlined in the draft framework is 
the need to regularly review and evaluate government-supported CER and its impact on clinical 
care and health care quality.  We must understand whether our CER investments produce 
positive changes.  Do the funding choices actually reflect the prioritization criteria?  Are the 
research questions the correct questions?  How are the CER results used and by whom?  Do 
patients, caregivers, clinicians and other providers, and the public find the results useful, 
practical, and actionable?  If not, why not?  Most importantly, have the CER studies improved 
the quality of clinical decisionmaking and promoted care of higher value and quality?  What 
changes are needed to improve the conduct and translation of the CER studies?  For CER to 
fulfill its potential to improve health care quality and patient health outcomes, there must be a 
formal mechanism for continuous evaluation and improvement   a feedback loop that 
incorporates the answers to these and other questions.  GSK believes such a mechanism is vital 
to the success of CER and thus warrants a defined space in the strategic framework.        
 
 
 
 
 
STRATEGIC FRAMEWORK   FIGURE 2 
 
" In column one,  Human & Scientific Capital for CER,  specify that  Methods for 
patient/consumer engagement  includes federally-supported CER education and training for 
patients and consumers.  GSK shares the Council s belief that patient and consumer engagement 
is critical to the design, credibility, and adoption of CER, and we applaud the Council s focus on 
developing methods for seeking public input.  However, the quality of this engagement depends 
on patients  and consumers  awareness of CER design and implementation considerations.  
Simply put, if they do not possess an adequate understanding of these issues   which frequently 
are complex   many patients and consumers will not be equipped to contribute meaningfully to 
dialogue with other CER stakeholders.  Therefore, GSK recommends that the Council explicitly 
recognize the importance of CER education and training for patients and consumers and identify 
options for providing this education and training. 
    
" In column two,  CE Research Priorities,  replace  Expressed public and federal needs for CER  
with  Expressed needs of patients, caregivers, clinicians and other health care providers, and 
other stakeholders.   This change will more closely align the strategic framework with the 
definition of CER (see above). 
 
" In column three,  CER Data & Research Infrastructure : 
? Clarify and elaborate on the scope of the inventory of existing CER infrastructure (e.g., will 
this include public and private infrastructure as well as information from other countries?). 
? Clarify and elaborate on the scope of evidence generation (e.g., will evidence generation 
include public and private sources?, will these sources be domestic only?). 
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" In column four,  Translation & Adoption of CER,  clarify and elaborate on the scope of the 
inventory of existing CER translational and dissemination activities (e.g., will this include 
activities in the public and private spheres as well as information from other countries?). 
 
" In columns one, three, and four, replace  Funding based on identified high-priority gaps  with  
Funding based on identified high-value opportunities.   This change would create greater 
consistency among the investment and activity categories and would reinforce the importance of 
investing federal dollars in areas offering the greatest potential for meaningful improvements in 
clinical decisionmaking, quality of care, and patient health outcomes.  
 
  
In conclusion, GSK again thanks the Council for this opportunity to express our views on the 
draft CER definition, prioritization criteria, and strategic framework.  We look forward to 
continuing to work with the Council in a similarly open and inclusive manner to ensure the 
fulfillment of our shared goal   that our nation s investments in CER will result in improvements 
in clinical decisionmaking, health care quality, and, ultimately, patient health outcomes. 
 
Please contact Bart Barefoot, Senior Manager, Public Policy and Advocacy at (919) 468-2973 or 
BARTLEY.L.BAREFOOT@GSK.COM if you have any questions concerning these comments. 
 
 
Submitted by 
Richard I. Smith 
Senior Vice President, Policy  
Advanced Medical Technology Association (AdvaMed) 
tlee@advamed.org 
 
Comment Type: General Comment 
AdvaMed has a recommendation regarding the process for collecting comments on these CER 
topics.  AdvaMed greatly appreciates the opportunity to comment and recommends that longer 
public comment periods (for example, 30 days) be offered to ensure a greater ability to provide 
meaningful feedback.  Many individuals and small organizations have limited resources to 
expend, and providing additional time would provide an equal opportunity to consider and offer 
thoughtful comments that could improve the Department s CER-related initiatives. 
 
 
Submitted by 
Emily Wilson  
ASTRO 
emilyw@astro.org 
 
Comment Type: General Comment 
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ASTRO supports the draft definition of comparative effectiveness research and applauds the 
leadership of the Federal Coordinating Council (FCC).  We also appreciate the FCC's patience 
during the listening session and its dedication to sorting through various comments to come to 
broad visionary framework. 
 
 
Submitted by 
Janelle Behny  
Private Citizen 
jbbunchmn@embarqmail.com 
 
Comment Type: General Comment 
 
 
To Whom It May Concern; 
 
I am writing to comment on the possible changes this presidential administration is seeking to 
make in the health care system of our country. 
   
While the current system is rife with difficulties, there are insurance plans available that make 
accessing necessary health care easier than others.  Much of the time the availability of these 
better insurance plans can be dependant upon where a citizen resides because some states have 
been more proactive than others in establishing basic insurance provisions.  I find that leaving 
this issue to the states is a step in the right direction toward preserving liberty in our nation 
because it is the responsibility of the federal government to respect and preserve states  rights.   
 
That said I absolutely do not believe rationed, centrally-pooled healthcare that is facilitated by 
our federal government would be an effective or efficient means to improve our current health 
care system.  Neither is so-called evidence based medicine.  While these may look good to some 
on paper, the fact is that they cause more harm than good.  This is because they would actually 
diminish in a significant way the freedom of Americans to choose and pursue what we each 
believe to be the best approach to caring for ourselves.  When it comes right down to it, this 
freedom falls under the umbrella of our rights to "life, liberty, and the pursuit of happiness" as 
declared in our Declaration of Independence. 
   
Frankly speaking, limiting our choices in healthcare by these means would be another mode of 
robbing our liberty.  It truly is as simple as that.  Whether or not it is done under the guise of 
good intentions is arguable depending upon which political lens you choose to wear.  Well I don 
t wear a political lens, so I don t care about that point of view.  It is for this reason I can see this 
issue from a clear perspective, and that point of view is that government needs to stay out of the 
health care business.  Establishing a federal centrally-pooled, nationalized, socialized, or 
whatever-you-want-to-call-it medical system is a mistake. 
 
I passionately believe these statements because my family and I have stayed healthy for years.  
We have had our challenges, but we have always been able to overcome them not because of 
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what someone in the government has figured out for me or dictated to us but because of what we 
have researched, learned, and implemented on our own to proactively care for ourselves.  Yes, 
what you put into your body is absolutely a key factor, but that is only one of many simple 
choices we make must daily that play a huge part in wellness.  In fact, thanks to all that is 
provided at public libraries, every citizen, regardless of their income, has equal access to figure 
out how to improve their health for themselves.  Even if you had health insurance, you don t 
need to it be proactive with caring for yourself.  The only requirement is that you possess the 
desire and patience to learn what to do and make the effort to carry it out.  It really isn't difficult. 
 
If the policies promoted by Dr. Steven Eastaugh and our current administration are carried out, I 
truly believe the state of American citizens health will actually worsen.  I know something needs 
to be done to help our citizenry, but I firmly feel the policies that are the backbone of the 
healthcare he is promoting are the completely wrong direction for America to go.  That is 
because it would diminish the available resources for consumers to choose from in one way or 
another.  We are a country that promotes choice and freedoms, so do not take steps that would 
negatively impact our freedom of choice in health care freedoms.  I am someone who has not had 
health care insurance at two different points in my life, yet I still do not want nationalized health 
care because I strongly believe there is a better way than the paradigm recommended by Dr. 
Eastaugh. 
 
I know leaning toward a quick fix like nationalized health care is easy because it may appear to 
be a practical means to address this issue, but in the final analysis, I honestly believe it would be 
anything but practical for the average citizen to utilize.  That would definitely be a step backward 
from the current goal of improving what is currently available.  Thank you for the opportunity to 
comment on this issue.  I appreciate your time and consideration to my views regarding this 
issue, and I will be following how it transpires. 
 
 
Submitted by 
Diane Dorman  
Natl. Organization for Rare Disorders 
ddorman@rarediseases.org 
 
Comment Type: General Comment 
 
 
Federal Coordinating Council for Comparative Effectiveness Research 
Listening Session 
June 10, 2009 
 
Thank you for giving the National Organization for Rare Disorders (NORD) the opportunity to 
address this Council regarding comparative effectiveness research. NORD represents the 
estimated 30 million men, women and children in the United States affected by one of the nearly 
7,000 known rare diseases. For those who may not know what a rare disease is, it is any disease, 
syndrome or condition affecting fewer than 200,000 people in the United States, or 
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approximately one in ten. For many it can take many years to be diagnosed, some estimate as 
many at seven years. Others are never properly diagnosed.  
 
I would like to preface my remarks by saying that NORD strongly supports comparative 
effectiveness for drugs, biologics and medical devices and treatment protocols. If this country is 
to address the growing disparities in care, we must find a way to ensure that every American 
receives the care they need and rightly deserve. 
 
By way of background, there are currently 339 orphan drugs and biologics that treat (according 
to the FDA) about 12 to million across the country. It is unfortunate that the remaining 18 
million have no therapy or treatment protocol addressing their specific disease. It s a hit or miss 
proposition. As a consequence, most are treated off-label because there is nothing specific to 
their disease.  
 
As a consequence, many of these people have difficulty gaining access to the treatments they 
need because the indication is not on the label of the product. Comparative effectiveness research 
could have a profound impact on these patients should labeling changes be required. Already, 
insurers continue to deny access to care simply because their disease state is not specified on any 
labeling. 
 
As you deliberate, we do have a number of general suggestions. We ask that you consider a 
number of factors: 
 
? Comparative effectiveness research typically compares average results of one therapy or 
treatment protocol versus another for a study population. However, these do not take into 
account differences between patients due to genetics, co-morbidities and other important factors. 
 
? Comparative effectiveness research should focus on questions that reflect the interactions 
among all of the various components of the healthcare system and have the greatest potential to 
empower medical specialists and patients to make the most appropriate decision when faced with  
real world  clinical situations. 
 
There are specific issues surrounding rare diseases and orphan products that we think are 
addressed in the newly introduced Patient-Centered Outcomes Research Act of 2009 that was 
introduced by Senators Baucus and Conrad yesterday. 
 
Specifically, the legislation says that, in the case of comparative effectiveness research studies 
for rare diseases, that an expert advisory panel assist in the design of such research studies and 
determine the relative value and feasibility of conducting such research studies.  
 
Draft language we have proposed to the U.S. House of Representatives goes a step further and 
asks that an Ombudsman be appointed to serve as the single point of contact to patients with rare 
diseases regarding funding by the Department of Health and Human Services or the Institute of 
proposed comparative effectiveness studies on rare diseases. 
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NORD strongly supports this language and we ask that as you remain mindful of those who are 
considered as outliers, and as you continue your deliberations you remain mindful of the unique 
needs of rare disease patients and the challenges they face.  
________________________________________ 
 
Patient-Centered Outcomes Research Act of 2009 introduced by Chairmen Baucus and Conrad.   
Section (5) (A) (iii) outlines the expert advisory panel for rare diseases.  
 
EXPERT ADVISORY PANEL FORRARE DISEASE. In the case of a comparative 
effectiveness research study for rare disease, the Institute shall appoint an expert advisory panel 
for purposes of assisting in the design of such research study and determining the relative value 
and feasibility of conducting such research study. 
  (B) COMPOSITION.  
  (i) IN GENERAL. An expert advisory panel appointed under subparagraph 
 (A) shall include individuals who have experience in the relevant topic, project, or category for 
which the panel is established, 
 including  
  (I) practicing and research clinicians (including relevant specialists and subspecialists), patients, 
and representatives of patients; and 
  (II) experts in scientific and health services research, health services delivery, and evidence-
based medicine. 
  
SEC. ___. SPECIALIZED PROCESS FOR COMPARATIVE EFFECTIVENESS RESEARCH 
ON RARE DISEASES  
 
(a) IN GENERAL.  The Institute shall convene a specialized review panel(s) of experts and 
patients,  the Rare Disease Review Panel,  to provide technical assistance and make 
recommendations for any proposed comparative effectiveness studies of orphan drugs, biologics, 
or humanitarian use devices.  The HHS Secretary shall also designate a Rare Disease 
Ombudsman to serve as the single point of contact to patients with rare diseases and to 
coordinate with the Institute. 
 
(b) DEFINITIONS.    
 
 (1) The term  rare disease  means a disease that has a prevalence of less than 200,000 
persons in the U.S. 
  
 (2) The term  Rare Disease Ombudsman  means the person or office designated by the 
Secretary from the NIH Office of Rare Diseases to serve as the single point of contact to patients 
with rare diseases regarding funding by the Department of Health and Human Services or the 
Institute of proposed comparative effectiveness studies on rare diseases. 
 
(c) DUTIES. The Panel shall  
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 (1) provide technical assistance to the Institute during the public comment process 
regarding the decision within the Institute  on whether to fund a proposed comparative 
effectiveness study on a rare disease; 
 
 (2) review, evaluate and make a recommendation on whether to proceed to fund the study 
under consideration for comparative research effectiveness purposes; 
 
 (3) report to the Board (or appropriate head) and the Rare Disease Ombudsman the 
reasons why it determined that each proposed study meets or does not meet the standards in 
subsection (d).  
 
(d) STANDARDS FOR REVIEW, EVALUATION AND RECOMMENDATION.  In 
conducting its review and evaluation and in making its recommendation on each proposed 
comparative research effectiveness study, the Panel shall assess whether 
 
 (1) the study will potentially lead to reduced mortality, morbidity, and/or disability for 
the condition; 
 
  (2) if the study under consideration is not a randomized clinical trial   
(A) the clinical evidence is sufficient for the study to proceed; and 
(B) it compares current medically accepted treatments for the rare disease; and  
(C) it captures the evidence needed to reflect the appropriate time horizon for the use of the 
treatment in that patient population; and 
(D) it gives appropriate consideration to factors that could effect the true comparability of the 
comparison groups; and 
(E) it is sufficiently robust to reasonably be expected to provide relevant information regarding 
the short and long term clinical benefits and risks of each evaluated treatment. 
 
  (3) if the study under consideration is a randomized clinical trial  
(A) it is of sufficient duration and the clinical or the surrogate endpoints are sufficiently robust to 
assess the long term impact on and potential harm or benefits for patients; and  
(B) the collected data are sufficiently robust to provide information on potential secondary 
benefits or side-effects in subpopulations if the Panel believes such data are required or useful 
for clinical practice and treatment; and, 
(C) it compares current medically accepted treatments for the rare disease. 
 
 (4) other parameters are considered related to special characteristics for a specific rare 
disease that are clinically important for the proposed study. 
 
(e) COMPOSITION OF THE PANEL.   
 
 (1) IN GENERAL.  The members of the Panel shall consist of  
 
(A) at least 4 consumer members (or a family member of such consumer) for that disease; 
  (B) at least 4 active practitioners in that disease;  
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(C) a physician or scientific expert from the relevant agency. 
  
  (2) QUALIFICATIONS.  
 
(A) each consumer member (or a family member of such consumer), selected as a result of a 
public solicitation and outreach by the Rare Disease Ombudsman, of the Panel must have been 
diagnosed with the rare disease that is the subject of the proposed comparative research 
effectiveness study; 
 (B)  each practitioner member of the Panel shall be a clinical expert, as determined by the 
Institute after soliciting recommendations from the clinical, scientific and patient community, 
and shall be currently treating patients with the specific condition or disease that is the subject of 
the proposed comparative research effectiveness study; and,  
    
(3) CONFLICT OF INTEREST.   In appointing members of the Panel, the Institute shall take 
into account any financial conflicts of interest and apply the relevant standards.  
 
(d) REPORT. If the Panel recommends that a proposed study not be funded, but the Institute 
nevertheless funds the study, the Institute shall publicly report on the appropriate web site the 
reasons for the decision to fund the study.  Regardless, the Ombudsman will conduct outreach 
through the media and public meetings to the patient community on the rationale for funding the 
studies that were recommended or not recommended by the panel.  
 
 
 
 
 
  
Submitted by 
Mark Calney  
calney@aol.com 
 
Comment Type: General Comment 
 
 
Perhaps the members of the Council believe that there are enough Americans who are so 
ignorant of history that this program will be enacted by flying under the radar. However,those of 
us who are knowledgeable of history know that what is being proposed here is exactly how 
Adolph Hitler began his program of mass murder. This is simply a fascist policy which is 
completely un-American. Not only should this Council be ashamed, but you are in fact all 
indictable under the Nuremberg Laws for crimes against humanity. 
 
 
Submitted by 
Joseph Allen on behalf of ACC  
American College of Cardiology 
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jallen@acc.org 
 
Comment Type: General Comment 
 
 
The American College of Cardiology (ACC) strongly supports investment in comparative 
effectiveness research (CER). Given the high prevalence of heart disease-related illnesses, along 
with the documented variability in the use of procedures used to treat and/or diagnose it, 
comparative effectiveness research could yield high returns in terms of improving patient 
outcomes and reducing costs.  
 
The draft definition, prioritization criteria, and strategic framework outline a reasonable 
approach to comparative effectiveness research.  ACC applauds the clarity and conciseness of 
the current definition and prioritization criteria.  However, to further elucidate the intent of CER, 
the ACC suggests the Federal Coordinating Council consider clarifying and expanding the 
current draft in the following ways:   
 
1. The Council may consider explicitly defining the relationship between comparative 
clinical efficacy research and CER.  Clinical efficacy research in many cases will form the basis 
for informing the design of CER.   
 
2. The Council may consider adding tests (laboratory and imaging) to the list of defined 
interventions.  ACC commends the Council for including diagnosis in the list of focus areas, and 
the addition of tests explicitly to the list of interventions may clarify the intent as not all tests 
may be viewed as procedures.  Imaging and laboratory tests often determine the clinical 
management of a patient, and thus, comparative methods for diagnosis and risk management 
facilitated by testing are a crucial component of understanding the appropriate clinical pathway 
for a patient.   
 
3. The Council may consider modifying the stated purpose of CER to be focused on the 
relative effectiveness (rather than most effective) of interventions for specific patients under 
certain circumstances.  In many cases, CER may not yield a single most effective intervention or 
strategy but rather inform decision making about reasonable alternatives.  The field of cardiology 
has many studies which have found interventions to be equally effective for certain patients, 
including recent studies on stenting compared to bypass surgery and stenting compared to 
medical therapy.   
 
The Council also may consider modifying the second figure.  Currently, it is represented as 
individual pillars only connected by the priority themes.  It also may be productive to view the 
strategic framework as continuous cycle with each component informing the others.  A lack of 
interaction between these pillars may result in identifying gaps within each area but fail to 
leverage the knowledge contained in the other pillars.  For example, inventories of human and 
scientific capital can inform the development and framing of research priorities.  Translations of 
prior CER and clinical efficacy may be used to inform the gaps in research.  CER data and 
research infrastructure can be used to both inform research priorities and help monitor translation 
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and adoption.  Implementation can help inform the rest of the process.   The strategic framework 
may be able to target research funding more effectively if gaps are identified not only for each 
area but also through understanding the interactions of the pillars represented in the figure.  
 
 
 
Submitted by 
Eduardo Siguel  
optimalpolicies 
coolfoods@hotmail.com 
 
Comment Type: General Comment 
 
 
A substantial proportion of current diagnosis and treatment and alleged  best evidence  is likely 
to be based on flawed models and data (according to my research). Current approaches focus on 
biomarkers that are not the causes but the consequences of the disease.  
For many Americans, eating too many calories, bad diets and inadequate exercise contributes to 
hardening and thickening of arteries. This means the arteries are no adequately flexible, they do 
not expand appropriately, they have narrow sections. The body feeds cells via its vast system of 
arteries (pipes). When they are hard and narrow, the heart has to pump harder for the blood to 
reach places far away. This means the blood pressure inside the arteries has to be higher than 
normal. We call it hypertension. It is a compensatory mechanism that allows the body to feed far 
away cells in the brain, kidneys, etc. Hard arteries can also become brittle. High blood pressure 
carries the risk that the arteries can break. If we treat too much hypertension with drugs, we 
prevent arteries from breaking but we prevent blood from reaching all cells. Brain and kidney 
cells die over time (a slow process). It is a trade off, lowering the risk of a bleeding stroke vs. 
increasing the risk of lower IQ and kidney failure.  
Besides increasing blood pressure, the body produces more cholesterol. Cholesterol softens the 
membranes of the cells, makes them more flexible (I am simplifying things to explain complex 
concepts in a short space, so key issues are omitted). High cholesterol in many cases is not a 
disease but a compensatory mechanism.  
Diabetes type II is primarily a consequence of eating too many calories, bad diets and inadequate 
exercise. Hypertension and high cholesterol are some of the ways the body seeks to compensate. 
The best treatment is to eliminate its causes. Preventing future complications via complex 
regimes of drugs is unlikely to solve the problem. In my neighborhood, some railings were 
moldy inside and getting rotted. They did not look good. One solution was to remove the rotted 
parts, inject wood with mold killing stuff. A lot of work. Another solution was to paint them 
well. That was easy and the wood railings looked great for a while. In a few years, the mold ate 
them from the inside and they fell apart. With railings we had a solution not available to people: 
we replaced them.  
It is impossible to conduct clinical trials testing most treatments against other treatments. It is 
also impossible to evaluate the long term consequences of treatments (20 years into the future). 
No pair of subjects in a clinical trial will maintain almost identical conditions for 20 years (or 10, 
or even 5!). Thus, long term evaluations are impractical. Before we proceed with comparative 
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effectiveness research (CER) we need better models of disease. Based on our understanding of 
disease we can predict what works well and what works poorly. Fortunately, we know the factors 
involved and have the answers for the conditions responsible for most of the costs and deaths in 
the US. Smoking. Bad diet. Too many calories. Bad exercise. Eating too many processed foods 
(particularly highly processed fat and carbohydrates). Not enough fruits and vegetables. Drug, 
alcohol abuse. Risky behavior (drunk driving, etc.). There is practically no dispute on the risk 
factors and how to prevent them (and save 100s of billions). Pose yourself this question: you are 
the CEO of a large corporation. Would you rather invest R&D to market drugs and devices to 
treat those problems or would you rather train people to grow their own and eat organic 
vegetables? (getting exercise and healthy food). Surely Ms. Michelle Obama can do, but they 
don t live like the rest of us. To get the answer, make a business plan and present at a venture 
capital meeting. See how many buy the idea of an IPO for growing and eating organic vegetables 
(selling seeds and organic compost) vs. drug Potentum, a mixture that lowers blood pressure, 
cholesterol, high glucose, enhances erections, makes you hyper, improves bad breath and 
includes pheromones. Consider the commercials. People pulling weeds and dispersing organic 
compost (dirty, smelly) vs. clean people enjoying life, kissing each other, having fun. If you get 
it, you know why CER and health reform will fail to substantially cut costs or improve outcomes.  
E Siguel, MD, PhD, JD 
Posted at 
http://online.wsj.com/article/SB124441644145192397.html#articleTabs_comments%26articleTa
bs%3Dcomments 
Submitted by 
Meryl Bloomrosen  
AMIA 
meryl@amia.org 
 
Comment Type: General Comment 
 
 
I am pleased to submit comments about the draft definition of comparative effectiveness (CE) on 
behalf of the American Medical Informatics Association (AMIA).  AMIA is the professional 
home for biomedical and health informatics and is dedicated to the development and application 
of informatics in support of patient care, public health, teaching, research, administration, and 
related policy.  AMIA seeks to enhance health and healthcare use through the transformative use 
of information and communications technology.   AMIA s 4,000 members advance the use of 
health information and communications technology in clinical care and clinical research, 
personal health management, public health/population, and translational science with the 
ultimate objective of improving health.  Our members work throughout the health system in 
various clinical care, research, academic, government, and commercial organizations.   
 
 In general we are supportive of the proposed definition but are pleased to submit the following 
suggestions for your consideration.   We believe that one topic that is not addressed is the 
assurance of the quality and rigor of the science conducted.   Also, it is not clear to what extent 
health information technology (including electronic health records, disease registries, telehealth 
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application such as home health monitoring) is considered as one of the potential  defined 
interventions . 
 
 The prioritization criterion #1 (Potential Impact (based on prevalence of condition, burden of 
disease, variability in outcomes, and costs of care) might leave out some key issues that warrant 
study.   We suggest that not all CE questions involve common diseases, and arguably there are 
less frequent diseases that are particularly likely to raise questions of optimal workup or 
management. 
 
 Again, we applaud the Department s efforts to oversee this important national and public 
discourse. If I can answer any questions for you, or offer additional information on this subject, 
please feel free to contact me at detmer@amia.org or 301 657-1291. 
 
  
 
 
 
 
 
  
 
 
 
 
Submitted by 
Matthew Farber  
Association of Community Cancer Centers 
mfarber@accc-cancer.org 
 
Comment Type: General Comment 
 
 
The Association of Community Cancer Centers (ACCC) is a membership organization whose 
members include hospitals, physicians, nurses, social workers, and oncology team members who 
care for millions of patients and families fighting cancer.  ACCC s more than 700 member 
institutions and organizations treat 45% of all U.S. cancer patients.  Combined with our 
physician membership, ACCC represents the facilities and providers responsible for treating over 
60% of all U.S. cancer patients.   
 
ACCC thanks the Federal Coordinating Council (Council) for releasing its Draft Definition of 
Comparative Effectiveness Research (CER), Draft Prioritization Criteria, and Draft Strategic 
Framework.  ACCC appreciates and agrees with the Threshold Minimal Criteria and also with 
the Prioritization Criteria laid out in the draft document. ACCC also agrees with the basic 
framework and cross cutting priorities, such as cancer, announced by Council.  We appreciate 
the Council s transparency and willingness to seek stakeholder input to this important process. 
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However, ACCC remains concerned that cost effectiveness may be included in future CER.  
Although the Draft Definition does not refer to cost effectiveness, there still could be 
opportunities for cost effectiveness to be taken into account in CER.  ACCC requests that any 
guidance on CER include explicit language preventing cost from being considered.   
 
In addition, we are concerned that the Draft Definition s reference to  decision-makers,  along 
with patients and providers, as the users of CER could be construed as support for the use of 
CER in payers  coverage decisions.  This would be contrary to the American Reinvestment and 
Recovery Act s (ARRA) express prohibition against the Council mandating coverage, 
reimbursement, or other policies for any public or private payer.  The ARRA conference report 
also notes that Congress did not intend for CER funding to be used for such purposes.  We ask 
that the definition of CER include explicit language preventing coverage decisions from being 
based on CER.  The Council should clarify that  decision-makers  refers to patients  advocates, 
including a patient s parents, guardians, and family members who may be involved in making 
health care decisions.  
 
We are pleased that the Draft Definition appears to recognize that all patients with the same 
disease may not benefit from the same treatment option.  This is especially important in 
oncology, where the most effective treatment for one person, may not be the same for another 
person with the same diagnosis.  To further clarify that CER  must assess a comprehensive array 
of health-related outcomes for diverse patient populations,  we suggest that the word  
subpopulations  be added to the end of this sentence.   
 
ACCC also is concerned with some of the aspects of comparative effectiveness that were not 
included in the Draft Definition, Prioritization Criteria, or Strategic Framework.  ACCC remains 
concerned that there is still some confusion as to where this research will take place.  The 
Agency for Healthcare Research and Quality (AHRQ) already is conducting some CER, and the 
National Institutes of Health (NIH) is also in line to conduct research.  We ask the Council to 
clarify whether other agencies will be involved in CER.  We also ask for clarification about the 
application of the Draft Definition, Prioritization Criteria, and Strategic Framework.  Will these 
terms and structures apply to research already underway, or will they apply only to new 
research? 
 
ACCC would like to thank the Council for the opportunity to submit comments on the draft 
definition of CER.  If you would like to discuss our concerns further, please contact Matt Farber 
at mfarber@accc-cancer.org. 
 
Thank you 
 
 
Submitted by 
Nancy Spannaus  
nancyspannaus@verizon.net 
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Comment Type: General Comment 
 
By  Nancy Spannaus, U.S. branch of the Club of Life 
 
First, let me say that the Club of Life is an international organization founded in 1982, by 
Helga Zepp-LaRouche, and dedicated to the promotion of the inalienable right to life for all  
peoples on this planet, and the defeat of the Malthusian outlook which has taken hold of 
many too many of our institutions over the past 40 years. We have dedicated our efforts 
to fighting {for} a new, just world economic system, as a moral and economic imperative, 
and against the evils of cultural pessimism, which have contributed to the spread of such 
evils as assisted suicide, the drug plague, and other degradations of the sanctity of human  
life. 
 The central question that must be addressed by this Council, I believe, is the question 
of {mission}. My reading of the work in the area of Comparative Effectiveness has led me to 
the conclusion that, protestations to the contrary, it is a process dedicated to {reducing} the 
investment in saving human lives to the lowest possible denominator, in the spirit of  cost- 
effectiveness.   Such a mission leads inexorably to the disease which Dr. Leo Alexander, a U.S. 
psychiatrist aiding the prosecution of the Nazi doctors at the post-war Nuremberg Tribunals, 
called  utilitarianism,  an attitude which itself leads down the slippery slope toward designating 
some lives as ``not worthy to be lived.   
  Dr. Alexander, who saw the danger of such an idea invading U.S. society as early as 
1949, 
defined this attitude as Hegelian and cold-blooded. He observed that  the Hegelian rational 
attitude has led [doctors] to make certain distinctions in the handling of acute and chronic  
diseases. The patient with the latter carried an obvious stigma as the one less likely to be fully 
rehabilitable for social usefulness. In an increasingly utilitarian society, these patients are 
being looked down upon with increasing definiteness as unwanted ballast.   From that  small  
beginning,   that shift in viewpoint, he said, ``the acceptance of the attitude, basic in the 
 euthanasia movement, that there is such a thing as a life not worthy to be lived,   comes the  
horror of mass murder, which Hitler, and his  expert  Nazi doctors ultimately carried out. 
 We cannot tolerate any institution that promotes such an attitude, in the governmental 
structure of the United States. 
 Dr.  Alexander also emphasized that this shift in attitude did not arise primarily within 
the medical profession, but  was imposed by the shortage of funds available, both private and 
public,  for the care of the very sick. 
 Today s work in  comparative effectiveness  clearly is proceeding from the standpoint of 
reacting to a shortage of funds, and making  hard choices  over who should get care, and who 
not. 
What s the alternative? It begins with valuing every human life, and then fighting to create the  
thriving economy which is required to provide the hospitals, technicians, researchers, medicines, 
and 
medical equipment required to take care of all of our population. Surely, no one can say that we 
can t afford quality health care for all if we are throwing trillions of dollars into saving financial  
derivative markets on Wall Street.  
 My conclusion is this: If the Comparative Effectiveness Council cannot find a mission in 
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expanding medical resources for all parts of the country, rather than applying Nazi-like cost-
cutting 
measures on our population, it should be disbanded forthwith.  
 
 
Submitted by 
Al Cors  
RetireSafe 
acors@retiresafe.org 
 
Comment Type: General Comment 
 
 
On behalf of 400,000 senior-citizen supporters across America, RetireSafe urges you to make 
every possible effort to ensure that the use of comparative effectiveness research (CER) is never 
used to deny seniors and others the treatments and therapies they need based on cost. That said, 
we also urge you to consider the aging of America in all of your studies, as seniors will soon 
represent a huge portion of our total population, roughly 25 percent. No large study will be valid 
without that consideration. Because of the huge number of co-morbidities in the senior 
population, as well as the massive number of senior subgroups, these studies will be complex, 
but ever so important to quality health care. We urge your complete consideration of all of these 
critical factors. Thank you for the opportunity to comment. 
 
 
 
 
 
Submitted by 
Linda Stanton  
Private citizen 
mnlas@msn.com 
 
Comment Type: General Comment 
 
 
Healthcare choices must be made by the individual and their chosen doctor, not by insurance 
companies or government bureaucrats. 
 
The government should not expand its role of providing healthcare it should make every effort to 
reduce it. Neither should it set itself up as the one to decide what is or isn't the most effective 
treatment. 
 
The individual can be trusted to make wise decisions about their care. The individual must be 
allowed to make his or her own choices as to health care providers, treatments, etc. not be 
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dictated to by the insurance company. Currently, the health plan decides what is covered and 
what is not. If the person wants an  alternative  treatment, they can pay for it on their own. 
 
The high cost of care is partly due to a double standard. If you do not have coverage or have a 
high deductible, then the provider charges you less, but if you have insurance the provider 
charges more. No wonder we are paying too much! We need to get back to a market economy 
for healthcare. 
 
Insurance should provide less. The amount of care covered by insurance should be reduced. It 
should be for catastrophic care and major illnesses. Not for preventive care. Because we try to 
provide too much, it is costing too much. 
 
Individuals should be given the option of a Health Savings Account, preferably begun when they 
are an infant to save for their own care, which the person spends at their own discretion: 
choosing providers and treatments of their own choice. 
 
Any effort to create comparative effectiveness takes the choice away from the patient and creates 
the path to drastic rationing. 
 
The US has one of the best health care systems in the world. Please drop the idea of 'pay for 
performance', comparative effectiveness, or any such nonsense, it will only end up ruining the 
great system we have now. 
 
Linda Stanton 
2511 Wimbledon Place 
Woodbury, MN 55125 
651-702-1347 
 
 
 
 
Submitted by 
Chip Amoe  
American Society of Anesthesiologists 
c.amoe@asawash.org 
 
Comment Type: General Comment 
 
 
The American Society of Anesthesiologists (ASA) Comments on Comparative Effectiveness 
Research and the Anesthesia Quality Institute (AQI) Data Registry 
 
In order to produce meaningful and ongoing comparative effectiveness research, it is important 
to establish the necessary infrastructure.  To this end, the American Society of Anesthesiologists 
(ASA), through its leadership and House of Delegates, has recognized the importance of 
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establishing a national clinical data registry and has created a related but separate organization 
focused on quality improvement in anesthesiology.  The organization, the Anesthesia Quality 
Institute (AQI), has a vision to become the primary source of information for quality 
improvement in the clinical practice of anesthesiology.  The organization will allow 
anesthesiologists to maintain and enhance their well earned reputation as the leading medical 
specialists in terms of quality of care and patient safety.  This assistance could be expanded to 
include other anesthesia service providers and perhaps other perioperative care providers.  The 
AQI seeks to accomplish three primary objectives. 
 
1. Improvement of Patient Outcomes and Quality of Care 
 
The development of a data registry for anesthesiology will help improve patient outcomes and 
thus raise the quality of care in the specialty in three main ways.  First, more anesthesiologists 
will be able to collect and monitor their own practice data, which is the foundation of quality 
improvement.  Without solid data a physician, practice, or hospital cannot accurately know his or 
her true level of performance and outcomes.  Benchmarking reports will provide 
anesthesiologists with a mechanism to assess their own practice relative to their peers and will 
facilitate the development of meaningful report cards on physician and team performance.   
 
Second, the data registry will support the development of products or services to assist 
anesthesiologists whose practices are achieving relatively lower performance.  A number of 
current data registries collect voluminous amounts of data, but lack a comprehensive ability to 
analyze and translate that data back into practice and performance improvement.  The AQI 
intends to go beyond mere data collection and close the loop on identified shortcomings through 
practice improvement materials and processes developed in partnership with ASA and the 
American Board of Anesthesiology. 
 
Finally, a comprehensive national data registry for anesthesiology would provide new resources 
for improving the practice of anesthesiology through related research.  Researchers could utilize 
the data registry to answer clinical questions of importance to patients and the specialty.  While 
peer benchmarking will require a stable and standardized collection of data, specific, focused 
research initiatives can be provided temporary access to the registry to very rapidly acquire a 
broad-based sample of clinical information designed to address priority research interests, 
including comparative effectiveness research.  Some of these priority research topics might 
include the relationship of anesthetic management to tumor biology and cancer survival; the 
optimal strategies to prevent unintended intraoperative awareness and the impact of anesthetic 
exposure on cognitive function in the very young and very old. 
 
Much of the potential of an anesthesiology-based clinical registry will be realized through 
interoperability and partnership with datasets collected by our partners in perioperative care, 
especially surgical colleagues.  These linkages will be challenging and complex and invite a 
unified, nationally coordinated effort to integrate the related clinical registries. 
 
2. Dissemination of Anesthesiology Specific Information 
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The data registry will allow the Anesthesia Quality Institute to develop reports for interested 
parties on either aggregate outcomes information or physician-level measures.  As the data set 
grows increasingly robust and achieves validation, the AQI could partner with public and 
commercial payers who wish to learn more about anesthesiologists and the quality of 
perioperative care.  Such reports could be used as an alternative to claims-based and 
administrative datasets which are weaker data sources in anesthesiology than in most other fields 
of medicine.  Finally, ASA and the AQI could use the database to support organizational 
statements and public understanding about the safety and quality of the practice of 
anesthesiology.   
 
3. Develop and Further the Specialty of Anesthesiology for the General Elevation of the 
Standards of Medical Practice 
 
The data registry will elevate the standards of practice by providing evidence for use in future 
ASA practice statements and guidelines.  The registry will demonstrate the validity of the 
collected data through a risk adjustment methodology and data validation process.  Such data 
could then be sufficient for multiple purposes, including focused research queries, peer-review 
publications, and evidence to support ASA practice guidelines.  
 
Although it is widely known that anesthesiologists have raised patient safety to nearly the Six 
Sigma level, this achievement is almost entirely related to the reduction of anesthetic mortality 
rates.  The data registry will help define the current state of practice of anesthesiology by 
identifying rates of other, less dramatic but still important events and outcomes.  Data reporting 
and comparative analysis is the only route to understanding clinical practice variation, a fruitful 
route to quality improvement.  
 
Variations are seen throughout medicine and every medical specialty.  Registry data will permit 
understanding of such variation and reduce it through the identification of outliers and 
dissemination of best practices, which will address important, but currently difficult to recognize, 
clinical problems in the specialty.   
 
In conclusion, anesthesiologists are deservedly proud of their reputation as leaders in patient 
safety; however we do not intend to rest on our reputation.  We recognize that the time has come 
to take the next step and develop a national data registry for anesthesia to help improve the 
health of our patients, communities and the performance of our practices and hospitals.  We 
therefore request that a portion of the funds, authorized for comparative effectiveness research, 
be dedicated towards the development of national clinical data registries, such as the Anesthesia 
Quality Institute.  There are many unanswered questions and gaps in knowledge across all 
specialties and we recognize the federal government cannot fund research in all of these areas at 
once.  However, by funding such registries now, the Administration can build the infrastructure 
and data sets needed to support comparative effectiveness research today, while also laying the 
foundation for maintenance and expansion of such research in the future.  
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Submitted by 
Jane Wicklund  
Berkeley HeartLab 
jwicklund@bhlinc.com 
 
Comment Type: Listening Sessions 
 
 
Can you tell me what time the June 10th listening session begins and ends?  Also, is this done in 
person or via conference call? 
 
I'm trying to schedule travel around this and I'm traveling from the West coast. 
 
Thanks, 
Jane 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Submitted by 
Mary Steele Williams  
Association for Molecular Pathology 
mwilliams@amp.org 
 
Comment Type: Listening Sessions 
 
 
Dear Coordinating Council Members: 
 
The Association for Molecular Pathology is pleased to have the opportunity to provide 
comments to the Federal Coordinating Council for Comparative Effectiveness Research (the 
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Coordinating Council) on the subject of comparative effectiveness research (CER) and share our 
recommendations on priority areas on which to focus CER activities.   
 
AMP is an international medical professional association representing approximately 1,600 
physicians, doctoral scientists, and medical technologists who perform laboratory testing based 
on knowledge derived from molecular biology, genetics, and genomics. Since the beginning of 
our organization we have dedicated ourselves to the development and implementation of 
molecular diagnostic testing, which includes genetic testing in all its definitions, in a manner 
consistent with the highest standards established by CLIA, the College of American Pathologists 
(CAP), the American College of Medical Genetics (ACMG), and FDA. Our members populate 
the majority of clinical molecular diagnostic laboratories in the United States. They are 
frequently involved in the origination of novel molecular tests, whether these are laboratory 
developed or commercially developed. Our members proudly accept their responsibilities in 
assessing the analytical validity, clinical validity, clinical utility, and the clinical utilization of 
these tests for each specific patient. 
 
CER is garnering substantial attention in Congress and among other policy makers who see it as 
a method to examine the comparative effectiveness of treatments, including how they relate to 
coverage and reimbursement decisions.  Diagnostic tests will most definitely be included in this 
paradigm, especially when the effectiveness of treatments will vary among different population 
subgroups.  Unfortunately, the value of diagnostics in improving clinical outcomes has not been 
appreciated adequately in the past; therefore, considering the role of genomics under CER will 
be critical. 
 
In order for CER to be a success, it will be essential to train experts in diagnostics (including 
molecular diagnostics) in current health services research methods as well as to train health 
services researchers in the technical areas they will assess.  This cross training will be essential 
to ensure that the research methods are technology appropriate.  For example, in molecular 
diagnostics, there are situations where a prospective, randomized clinical trial will not be feasible 
and/or a research outcome could be achieved through an alternative study design such as a 
retrospective analysis of available data. Further, outcomes studies conventionally assess 
technologies as interventions, often using the diagnostic test as a benchmark or endpoint, without 
consideration of the characteristics of the diagnostic. There is much less experience in assessing 
the role of the diagnostic test itself in appropriate and cost effective management of individual 
patients. Therefore, AMP encourages the Coordinating Council to invest in the cross-training of 
researchers and diagnostics experts as well as to build the infrastructure within the agencies to 
understand and review data from different types of technologies.   
 
While not specifically requested for the listening session, AMP would like to provide the 
Coordinating Council with the following list of high priority areas of CER identified by the 
Association s membership:   
 
1. Infrastructure.  Infrastructure should be developed to design a model and process for CER 
regarding laboratory tests.  This should include the following: 
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" The creation of a panel of experts consisting of physicians and scientists, including 
laboratorians with molecular diagnostics expertise, economists, and reimbursement specialists.   
 
" AMP encourages the creation of an electronic clearinghouse for information on CER 
projects similar to www.clinicaltrials.gov. Reliable tracking and coordination of CER activities 
will be crucial to avoid duplication and redundancy and to ensure appropriate use of CER funds.  
Moreover, access to the tracking data should be available to all entities conducting CER, both 
from the private and public sector.   
 
" AMP encourages the development and adoption of standards for the collection and 
storage of data from genetic testing laboratories in order to establish an archive, and to ensure 
interoperability among databases.  Moreover, these databases should include information on the 
reason for the test, the type of test, test results and availability of genetic counseling and testing 
centers.   
 
" It should be required that data from technologies and tests being assessed be generated 
from CLIA-, CAP-, ISO-, or FDA- certified institutions.  Consulting with or recruiting 
professionals from the molecular pathology community will aid the assessment committees in 
evaluating the quality of proposals and the data generated.  
 
2. Clinical Outcomes in Pharmacogenetic Molecular Pathology.  As information becomes 
available that relates clinical outcomes to genetic variations, the regulatory, medical and lay 
communities expect that it will be immediately incorporated into routine clinical care.  FDA 
labeling that relates pharmacogenomic response to maintenance dose, for example, has created 
demand for both testing and reimbursement in the absence of large clinical trials that 
demonstrate the effectiveness of such laboratory testing by comparison with either  usual care  or 
alternative approaches. An example of this is the use of daily home prothrombin time testing 
under medical supervision during the first few weeks of anticoagulation versus 
CYP2C9/VKORC1 mutation testing.  Funding for large, carefully designed comparative 
effectiveness trials for molecular tests should be coupled with funding for observational 
comparative effectiveness studies that complement randomized controlled trials by including 
patients who may be tested, but do not meet the inclusion criteria for prospective trials.  
 
3. Evaluating the Effectiveness of Genomic Tests and Clinical Molecular Diagnostics 
Laboratories.  For the public to reap the benefits of effective molecular tests, it is critical that all 
laboratories meet high performance standards and participate in proficiency testing programs 
utilizing appropriate reference and control materials. 
" Development of reference materials. AMP recommends funding for a program to develop 
reference materials, exploiting traditional and innovative methodologies, to aid the continued 
advancement of quality measures in the field of laboratory medicine. 
  
" Novel ways to evaluate laboratory proficiency. AMP supports the development of 
proficiency testing methods as alternatives to distributing surrogate test specimens.  As is evident 
in cytogenetics, it is impossible to send out surrogate specimens for every known translocation 
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and rearrangement. Categorical methodologic proficiency testing should be evaluated as one 
such alternative. 
 
" Methods to evaluate novel and emerging types of genomic testing. AMP believes efforts 
should be taken to develop appropriate quality assurance for new technologies such as whole 
genome sequencing, using carefully designed methods to determine the relative effectiveness of 
various quality assurance methods in improving laboratory testing and ultimately clinical 
outcomes. 
 
4. Interpretation and Reporting of Molecular Pathology Test Results.  The data collected by 
AMP s Clinical Practice Committee in recent years indicates there is room for improvement 
regarding the transmission of genetic test information. The influence of this information on 
ultimate clinical outcomes cannot be overstated and could be an important area for CER. Studies 
to evaluate the use of information by clinicians are critical to understanding clinical utility and 
effectiveness.  
 
5. Valuation and  Reimbursement. Government and healthcare payers should use CER to identify 
which laboratory services add benefit to patient care and work to implement valuation and 
reimbursement strategies to help improve clinical outcomes. Reimbursement of diagnostics, 
including molecular based tests, is extremely poor.  Despite the possibility of saving the 
healthcare system thousands of dollars per patient and improving the quality of care, diagnostics 
have been historically under valued.  AMP hopes that any CER activities will include research to 
explore the value, beyond simply cost, of diagnostic tests to patients, providers, payers and the 
larger health care system. . It has been noted that the  value  of diagnostics in general is not well 
studied. Assessing the role of laboratory information in medical decision making could improve 
appropriate utilization of laboratory tests and clinical outcomes, with potential savings to 
healthcare.  Although reimbursement is one important function of the current coding system 
(CPT), these codes are also intended to reflect clinical evaluation and management practices.  
AMP believes the health care system is in need of an entirely new coding vocabulary to describe 
the types of "evaluation" and "management" practices that are emerging with regard to molecular 
and genomic testing.  
 
6. Comparative Methodology Research.  Many different technical approaches are available for 
generating the same genetic test result.  Relating testing approaches to health outcomes is a 
neglected area of comparative effectiveness research.  AMP supports the evaluation of a 
multiplicity of platforms in the development and evaluation of companion diagnostics. This 
approach is not only good science in that it promotes refinement and improvement in 
methodologies, but is critical to the evolution of medicine.   There is no question that therapeutic 
effectiveness is influenced by test methodology. A prime example of this is the selection of 
patients with breast cancer for treatment with Herceptin.  Determination of eligibility for 
treatment can be through fluorescence in situ hybridization (FISH) testing or through 
imunohistochemical methods.  Discrepancies between the two methodologies have resulted in 
patients being inappropriately treated, either exposing them to potential drug side effects without 
therapeutic benefit, or simply in not treating them with a potentially beneficial drug. These data 
can be obtained using retrospective studies, but they do need to be pursued.   
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Thank you for your attention and consideration of our comments.  AMP hopes to continue to be 
a valuable resource to you as the Coordinating Council works to implement and advance CER. 
Please contact us if you need any clarification or further information. 
 
      Sincerely, 
      Jan A. Nowak, MD, PhD 
      President 
Submitted by 
Harry Selker  
Society of General Internal Medicine 
hselker@tuftsmedicalcenter.org 
 
Comment Type: Listening Sessions 
 
Society of General Internal Medicine Statement for Federal Coordinating Council for 
Comparative Effectiveness Research Listening Session, June 10, 2009 
Harry P. Selker, MD, MSPH 
 
The Society of General Internal Medicine, an organization of academic general internists focused 
on research, education, and primary care, and which has a long history of researchers in 
comparative effectiveness research (CER), is delighted to have the opportunity to provide a 
statement to the CER Federsal Coordinating Council.  Today SGIM wishes to urge the Council 
that, to preserve the highest standards of science and independence from conflicts of intereset, 
the American Recovery and Reinvestment Act (ARRA) of 2009 funds for CER should be 
directed in a way that preserves the conduct of CER at AHRQ, NIH, and other extant federal 
science agencies.  We believe this will be in the best interest of the healthcare system and it will 
serve as a model for future CER activities at a time when the quality and integrity of CER will 
become of increasing national interest.   
 
Potential outcomes of CER  include scientific knowledge, improved health, and financial impact.  
Across the spectrum of CER, from structured analyses of prior studies, databases, and registries, 
to the conduct of large clinical effectiveness trials, the scientific objective is rigorous reliable 
information about what treatments are best for what patients, and under what circumstances.  
Unless the conduct or public release of such research is compromised by poor quality or conflicts 
of interest, such information should have a direct positive impact on health.   
 
The economic consequences are likely to be substantial, but vary for different stakeholders.  For 
the nation, even if total costs of healthcare do not fall, CER should have a positive impact on 
cost-effectiveness   we would be spending healthcare dollars more wisely, on the most effective 
care.  For those who sell treatments, the consequences are mixed.  Pharmaceutical manufacturers 
may benefit financially because CER will compare drugs to not only other drugs, but also to 
medical devices and procedures, which could expand the number of conditions for which their 
drugs might be used, and enlarge their market.  However, CER might show that some new on-
patent drugs are not more effective than earlier off-patent versions available at far less cost, and 
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this could compromise sales of pharmaceutical manufacturers  most profitable drugs.  For 
medical device companies also, profits could be reduced.  Because currently FDA s statute 
mandates less evidence of treatment benefit for medical devices than for drugs, a new 
requirement for rigorous testing of effectiveness would require extra time and money, and 
ultimately likely would likely show that at least some devices have undiscernable treatment 
benefits, which would curtail sales.   
 
These adverse effects on manufactures  profits are the other side of the coin that should result in 
greater cost-effectiveness, which should be attractive to healthcare payers, including insurers, 
self-insured companies, the government, and utlitmately, the public.   Reliable well-accepted 
information on treatment effectiveness on which to base payment decisions would be very 
helpful.  Also, there is general consensus that generating such information without insurers using 
their own funds, and without violating anti-trust rules against colluding with competitors about 
business decisions, but rather, using public funds, is very attractive.  However, for insurers, that 
they may be mandated to provide access to treatments found to be effective, and that their 
decision-making about coverage would be potentially limited based on such data, are concerns.   
 
Some healthcare industry advocates want  stakeholder  governance input into the conduct of 
CER rather than as now done at Federal medical or healthcare research agencies.  What are the 
alternatives?  Currently, the private sector puts a relatively small amount of into CER, generally 
focused on their own products or services.  The objectivity of this research is suspect, and results 
may be buried if not in concert with a company s objectives, even if they would have been 
helpful to the healthcare system and to the health of the public.  In comparison, the Agency for 
Healthcare Research and Quality (AHRQ), already mandated by law to do CER, and the 
National Institutes of Health (NIH), where CER is also done, both have long-standing high 
standards of research transparency and disclosure, with results available for public scrutiny.  The 
credibility of these science agencies has led to acceptance of their findings by the medical 
community and dissemination of practice improvements, supporting improved care by all 
clinicians and payers.   
 
The stakes are very high, not only for industry, but more importantly, for the nation and for the 
public.  There is a high road that has made the biomedical research of this nation the best on the 
planet: the retention of the long-developed peer-review processes and increasingly strict 
protections against conflicts of interest embedded in the operations of the NIH, AHRQ, National 
Science Foundation (NSF) and other Federal research agencies.  On the other hand, industry 
concern about healthcare coverage decisions based on CER being done in a research agency does 
have merit.  Payment coverage decisions should not be the purview of science agencies   this 
would only distract -- these decisions should be made by other entities under the extant rules for 
healthcare coverage.   
 
These considerations lead to specific recommendations for the conduct of CER:  
 
1)  Comparative effectiveness research is research intended to affect treatments of people, and 
for that reason, like all biomedical research, it deserves to be done at the highest standards of 
science and free from conflicts of interest.  Thus it should be done at a science agency, not at a 
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new hybrid entity that will have to build an entirely new science infrastructure and that will 
involve in its governance those with a direct stake in the results.  Indeed, the latter risks a 
situation rife with conflict of interest and compromised scientific quality.  
 
Public input to research agenda is a social good, and should be sought.  It is very reasonable that 
agencies doing CER and healthcare research have a high-level public/private advisory board.  
However, it must not be a governing board, which would constitute an avenue for conflict of 
interest that scientists, clinicians, policy-makers, and the public would, and should, find 
objectionable.  
 
The AHRQ has the most broad experience and expertise for CER, and could continue as a lead 
agency for CER.  The NIH also has a very important role to play, and both are likely to benefit 
from collaboration with FDA, CDC, and other agencies.  For example, based on these agencies  
respective expertise, AHRQ could be responsible for research looking at effectiveness, harm, and 
safety done by analyses of current evidence, healthcare databases, and healthcare delivery, and 
NIH could be responsible for large randomized comparative effectiveness trials needed to do 
accurately assess benefits of a treatment.  A joint committee could coordinate these efforts, much 
as there is currently cooperation between program staff among the agencies for joint projects, 
and this would presumably be in synchrony with the CER Federal Coordinating Council.  Also, 
this link may be facilitated by the NIH Clinical and Translational Science Awards (CTSAs).  
With the mission of promoting of the wide spectrum of research that can improve the public s 
health, many CTSA institutions already have AHRQ CER centers (e.g., AHRQ Evidence-based 
Practice Centers, AHRQ/FDA Centers for Education and Research on Therapeutics, and AHRQ 
DeCIDE [Developing Evidence to Inform Decisions about Effectiveness] Network centers), and 
thus could be an excellent link to AHRQ around CER and a portal to NIH Institutes and Centers 
and potentially to other agencies. 
 
2)  Coverage decisions should not be the purview of the CER done at these research agencies; 
those decisions would be made at the Centers for Medicare and Medicaid Services (CMS) and by 
other payers, as they are now.  For the future, presumably this will be addressed as part of the 
Healthcare Reform effort.  Assessments of the effectiveness of treatments should be central to 
the output of CER; specific payment decisions about issues of policy, cost, equity, 
compassionate care, among many, should done by and overseen by agencies under long-
established procedures. 
 
We believe it was an excellent sign that ARRA recognized the importance of CER, and that its 
natural home is in science agencies, viz., AHRQ in conjunction with NIH, where peer review 
processes and research infrastructure are in place to ensure the highest quality science.  This will 
benefit the entire healthcare system and the public through promoting more effective care.  As 
the impact CER might have on payments plays out in politics, it is important that this research 
type not be divided from the rest of the biomedical research enterprise.  Thus we encourage the 
Coordinating Council to allocate the ARRA funds for CER in a way that preserves the conduct 
of CER at AHRQ, NIH, and other extant federal science agencies, and that serves as a model that 
will serve future CER activities, and will thereby maximize the important impact of CER on 
healthcare and the public s health. 
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Submitted by 
Sarah Hicks  
National Congress of American Indians 
shicks@ncai.org 
 
Comment Type: Listening Sessions 
 
 
The National Congress of American Indians (NCAI) appreciates this opportunity to provide 
comments to the Department of Health and Human Services (DHHS) on comparative 
effectiveness research (CER). DHHS  listening sessions are an important step in the consultative 
process in deciding how to award the $1.1 billion in ARRA-appropriated CER research grants. 
  
NCAI is the oldest, largest and most representative organization of American Indian and Alaska 
Native (AI/AN) tribal governments in the nation. DHHS  policies on CER have significant 
potential impacts on AI/AN communities, some of which might improve the quality of health 
care while other unintended impacts could be detrimental. Consistent with the larger DHHS 
policy of tribal consultation, we recommend that there should be ongoing discussion with a 
broad range of stakeholders in AI/AN communities about CER. These consultations should 
continue throughout all phases of CER policy development and implementation, including: 1) 
defining the scope of CER and methodologies for this kind of research, 2) the drafting of grant 
announcements and awarding of funds, 3) and the application of research findings to clinical 
practice, including changes to reimbursement rates or clinical priorities given to different 
treatment options.  The way that CER is defined will impact what kinds of research will be 
funded and likely will also affect what kinds of treatments will be supported by federal health 
care systems, including the Indian Health Service. 
 
CER is generally defined as a research method for comparing the clinical efficacy of different 
kinds of drugs, treatments, medical devices, and medical procedures, as well as different 
approaches to the same procedure. These types of studies could have a positive impact on AI/AN 
communities if they are included in these kinds of research studies. The clinical efficacy of 
medications, for example, can vary by ethnic group, and so study results in non-Indian 
populations should be cautiously interpreted and cannot always be reliably applied to AI/AN 
individuals. CER studies examining clinical efficacy of different treatments should purposively 
include AI/AN individuals, who should be included as a large enough proportion of the sample 
to ensure adequate statistical power. Studies might also be conducted on existing clinical data 
available through the Indian Health Service s (IHS) medical records system. The outcomes for 
patients receiving different treatments could be compared using this large existing data set. 
Similarly, Tribal Epidemiology (Epi) Centers might also be able to conduct regional studies 
evaluating clinical outcomes of different treatments.  
 
Due to their relatively small population and other factors, AI/AN communities have historically 
not always been included in research which could be of substantial benefit to them. We 
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recommend that DHHS require researchers conducting national CER studies to include members 
of ethnic minority groups in those studies, and specifically to oversample diverse AI/AN 
populations. Furthermore, we also recommend that grant funds be made available to tribal 
governments, tribal colleges, the IHS, the Native American Research Centers for Health 
program, Tribal Epi Centers, urban Indian organizations, and other institutions with a history of 
conducting culturally-sensitive and respectful research in AI/AN communities. Given the mixed 
history of research in AI/AN communities, it may be difficult to include AI/AN individuals in 
CER research without involving trusted organizations and institutions in such studies. Studies 
conducted on tribal lands should also be required to have the approval and support of tribal 
governments, and tribal processes for research review should be respected. Similarly, studies 
conducted in urban Indian communities should be approved by and involve urban Indian 
organizations when applicable. In the evaluation of grant applications for studies to be conducted 
in AI/AN communities, the potential risks and benefits to both individual community members 
and the community as a whole should be considered. If possible, AI/AN reviewers or other 
individuals with knowledge of AI/AN communities should be included on grant review panels. 
Finally, grant announcements should require community-collaborative research methods, such as 
community-based participatory research (CBPR), as these methods prioritize community needs.  
 
The chronic underfunding of the IHS is a critical context for considering the broader potential 
impacts of CER on AI/AN communities. If specific treatments are found to be more clinically 
efficacious in AI/AN communities, these communities could benefit from having those 
treatments made more widely available in IHS clinics. The IHS  limited financial resources could 
be better used if channeled toward treatments that have been shown to be clinically efficacious in 
AI/AN populations. However, even if the treatments found to be clinically effective are 
relatively expensive, adequate funding should be provided to IHS to support the use of these 
treatments. Furthermore, it is critical that funding to IHS be increased to an adequate level for the 
provision of needed medical services, both related to treatment and prevention of disease. 
Adequate funding for all necessary medical treatments is a prerequisite for the scientific 
evaluation of those treatments. Without an increase in resources for the IHS, CER could result in 
increased emphasis on cost-cutting and rationing of medical care. This potential negative 
outcome should be proactively avoided by increasing funding for IHS and by focusing the 
application of CER in IHS clinics primarily toward clinical efficacy with cost-containment as a 
secondary priority. CER studies conducted in AI/AN communities and elsewhere should not 
focus on cost-effectiveness at the expense of clinical efficacy.  
 
Definitions of CER and associated research methodologies should be broad and flexible enough 
to incorporate the worldviews of culturally-diverse communities, including AI/AN peoples. In 
order to maximize the potential benefits of CER to AI/AN communities, it is important that local 
contexts and community perspectives are part of determining research topics and methods. 
Different communities may have diverse forms of healing that they wish to evaluate as part of 
CER. For example, traditional healers provide care in many AI/AN communities along with 
Western medical providers. Complementary and alternative medical (CAM) practices (e.g., 
acupuncture, naturopathy) are also used in some AI/AN communities. Traditional healing and 
CAM should be included as potential study topics in CER grant announcements. The methods 
used to evaluate such healing methods may be different from standard biomedical research 

220



 
Page 93 of 157 

 
Please note: general formatting has been applied to this document; however, 

BLS has not reviewed individual comments for content, grammar, or language. 

designs. Established biomedical research designs, such as randomized clinical trials, are not 
always culturally appropriate for AI/AN communities because some of them find placebo groups 
(i.e., lack of treatment) unacceptable. In addition, it may not be culturally appropriate to observe 
or record some traditional ceremonies. These cultural norms do not always preclude the scientific 
study of traditional healing, but new and creative research methodologies may need to be 
developed to evaluate its use in AI/AN communities. Finding new ways to study traditional 
healing and CAM is important for increasing the scientific evidence base for these health 
systems, and by extension, support for these kinds of healing by federal funding sources and 
private insurance payers.  
 
Community knowledge and values are important resources in defining study questions, research 
design, and measures of  efficacy  or  success.  As sovereign governments, tribes should be able 
to determine what healing practices should be studied, what kinds of data should be collected, 
and how  clinical efficacy  is defined. Healing practices that are used widely in a community 
often are successful for community members, which is why these practices are prevalent 
(regardless of whether they have been scientifically studied). Accumulated community 
knowledge and evidence of these healing practices  success might best be studied by research 
methodologies other than clinical trials. Such research designs could include long-term 
observation of the impacts of traditional healing practices (ethnographic research) or using the 
paradigm of  practice-based evidence,  where commonly-used healing practices and community 
knowledge are used as the starting point for study design and data variables, rather than 
beginning with a priori hypotheses. The scientific strength of these research designs is that they 
are grounded in community knowledge and provide information specific to local contexts. 
 
While CER specifically is focused on comparing different treatments, treatments are always 
prescribed and used in a broader context. We recommend that CER study designs and policy 
applications of studies take into account broader contextual factors for communities and 
individuals, including socioeconomic status, cultural beliefs, the health of families, and other 
aspects of patients  environments. We also suggest that CER grant proposals examine the 
intersection of physical and mental health (e.g., comparing physical and mental outcomes in 
situations where trauma and mental health concerns are addressed versus when they are not 
treated). CER study results should also be applied with caution in different local contexts. 
Available resources and the structure of local health care delivery systems vary widely, and so 
local communities and health care providers should have some autonomy in determining how to 
implement CER study results. Similarly, individual patients often have complex medical 
conditions which do not match the idealized characteristics of study populations, and so health 
care providers should be free to use their clinical judgment in individualizing treatments for their 
patients.  
 
In sum, given the wide variation in local contexts, AI/AN communities should be consulted as 
DHHS defines CER, prepares related grant announcements, and as national health care 
guidelines and federal reimbursement rates for treatments/interventions are reshaped using CER 
study findings. Thank you again for the opportunity to provide comments on CER. 
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Submitted by 
Jill Metcalf  
Society for Med. Decision Making 
jill.metcalf@smdm.org 
 
Comment Type: Listening Sessions 
 
Hello, 
 
I would like to nominate someone to give comment at the June 10th listening session. Can you 
please tell me how to make the nomination? 
 
Submitted by 
Jill Metcalf  
Society for Med. Decision Making 
jill.metcalf@smdm.org 
 
Comment Type: Listening Sessions 
 
 
Hello, 
 
I would like to nominate someone to give comment at the June 10th listening session. Can you 
please tell me how to make the nomination? 
 
Thank you. 
Jill Metcalf 
Executive Director 
Society for Medical Decision Making 
 
 
 
 
 
 
 
 
 
 
 
 
 
Submitted by 
Richard I. Smith 
Senior Vice President, Policy  
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Nomad Research, Inc. 
mmccarren@nomadresearch.com 
 
Comment Type: Listening Sessions 
 
Re: Reading level of participant materials 
 
If potential subjects are given written materials that are above the 8th-grade reading level, many 
will not be able to read and understand the information. Will subjects say,  I can t read this, will 
you explain it to me?  Probably not. They will just sign the forms. This is not informed consent. 
 
The National Institutes of Health Plain Language Coordinating Committee recommends a 
reading level of  4th-8th grade  for  public information materials and public notices.  
http://execsec.od.nih.gov/plainlang/guidelines/engaging.html  
 
I have been a medical writer for 18 years and have written materials for clinical studies for 4 
years. My goal is 6th-grade reading level. I often meet with resistance. Researchers tell me:  We 
don t want to sound unprofessional or unscientific.  Or this gem:  We re more comfortable above 
8th grade level.  Of course they are more comfortable; they have advanced degrees. Unlike many 
Americans, they do not struggle with two- and three-syllable words.  
 
Most researchers simply do not understand the scope of the problem of low health literacy in this 
county, so they will not voluntarily produce easy-to-read participant materials. Thus, we need to 
set a rule.  
 
I call on the Federal Coordinating Council to require that all materials for participants in clinical 
studies be at a reading level of 4th to 8th grade. 
 
 
Submitted by 
Merrick Zwarenstein  
Sunnybrook Health Sciences Centre, Toronto, Canada 
merrick.zwarenstein@ices.on.ca 
 
Comment Type: Prioritization Criteria 
 
 
I am surpised by the lack of a criterion which allows you to prioritise a proposal that uses more 
rigorous research designs over one whihc uses less rigorous study designs. 
 
I suggest that a criterion should be included which says something like the following: 
 
The most rigorous design possible is used, appropriate to the question and circumstances. 
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Submitted by 
Tony Principi  
Pfizer Inc 
anthony.principi@pfizer.com 
 
Comment Type: Prioritization Criteria 
 
 
Note: we also are submitting these comments in a separate letter. 
 
On behalf of Pfizer, I am submitting the following comments to the Federal Coordinating 
Council s (Council) proposal for a framework on comparative effectiveness research (CER).  
Pfizer is a research based drug developer that sponsors numerous trials in the U.S. and around 
the world, to support marketing approvals and to assess comparative effectiveness, post-
approval. 
 
Pfizer supports the Council s continued commitment to transparency and public engagement 
through its solicitation of public input on the definition, prioritization criteria, and strategic 
framework for CER.  
 
Our comments are structured to respond to three elements contained within the draft documents 
released by the Council.  They build on comments we are submitting related to the Council s 
proposals on prioritization of comparative effectiveness research. 
 
Draft Prioritization Criteria for CER 
" The prioritization criteria are divided into two categories: 
o Threshold Minimal Criteria (i.e., investment must meet these to be considered) 
? Included within statutory limits of the Recovery Act and Council s definition of CER 
? Responsiveness to expressed needs and preferences of patients, clinicians, and other 
stakeholders, including community engagement in research 
? Feasibility of research topic (including time necessary for research)  
o Prioritization Criteria (i.e., the criteria to be deemed scientifically meritorious) 
? Potential impact (based on prevalence of condition, burden of disease, variability in 
outcomes, and costs of care) 
? Potential to evaluate comparative effectiveness in diverse populations and patient sub-
populations 
? Uncertainty within the clinical and public health communities regarding management 
decisions 
? Addresses need or gap unlikely to be addressed through other funding mechanisms 
? Potential for multiplicative effect (e.g., lays foundation for future CER or generates 
additional investment outside government) 
 
Pfizer agrees with the criteria to be used to prioritize investments and agrees with the proposed 
criteria and offer two comments. 
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First, we recommend the Council call for development of a detailed priority-setting framework 
that implements   rather than just informs   the proposed criteria.  As it stands now, it is unclear 
how the proposed criteria are interrelated and how they will be used when the Council identifies 
CER investments.  As the only entity mandated by Congress in the American Recovery and 
Reinvestment Act to prioritize and coordinate Federal efforts in CER, the Council must develop 
a clearly defined, agreed-upon, and actionable priority-setting process.  
 
The priority-setting process must: 
 
1. Integrate the values of the users of the research.   
 
2. Consider the information needs of the user by conducting CER on the full spectrum of 
healthcare interventions used to manage conditions.   
 
3. Be efficient by seeking broad input at the outset, but also having a relatively simple 
mechanism to identify important research topics.   
 
4. Be sensitive to its political context; be objective, open, and fair; invite input from a broad 
spectrum of stakeholders; and present the logic of the process clearly and carefully to others.   
 
5. Maintain a transparent process in which methods are explicitly defined, consistently 
applied, and publicly available for comment. 
 
6. Allow for multiple points of engagement from a diverse group of stakeholders throughout 
the priority-setting process. 
 
7. Allow for meaningful input from patients and clinicians.  
 
Second, specifically related to the proposed criteria, we recommend the Council make three 
clarifications: (1) clearly define the term  feasibility  in the third threshold criteria; and (2) 
include both public and private funding mechanisms in the fourth prioritization criteria and (3) 
recommending an explicit emphasis on known gaps in evidence. 
 
1. While we recognize that all research needs to be done in an efficient and economical 
manner, we believe that the merit of research projects should be judged, first and foremost, on 
their potential benefit to the patient or patient population.  As presented, the criterion may be 
interpreted to suggest that research that is expensive, difficult or time consuming may not be 
considered or prioritized. To that end, we recommend the Council clarify the definition of  
feasibility  so that it is explicit that it is the Council s intent is to fairly and appropriately consider 
research projects and to balance the cost, complexity or time-frame for completion against the 
benefit or likely benefit to the patient population or to improving public health. 
 
2. With respect to the fourth prioritization criterion, we are concerned that it does not 
explicitly recognize CER investments made by the private sector (e.g., industry, private plans, 
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professional societies, and academic research centers).  To ensure that the Council appropriately 
identifies unmet needs or gaps in research, it is important that any analysis take into account the 
work of the private and public sector.  To that end, we recommend the criterion should be re-
worded to include  public and private  before the term  funding.  
 
Third, while we recognize that the prioritization criteria emphasize research that is unlikely to be 
addressed through other funding mechanisms, we would like the Council to prioritize 
investments in interventions, populations, and conditions where known gaps exist. This is an 
important distinction because the program s ability to have maximum impact is predicated upon 
investing in those areas where current incentives, opportunities, and capacity are limited.  
Furthermore, the inclusion of such a criterion is actually consistent with the strategic framework 
that was proposed by the Council; it explicitly calls for investments in under-studied populations 
and interventions (e.g. procedures).   
 
 
 
Submitted by 
Tina Grande  
Healthcare Leadership Council 
tgrande@hlc.org 
 
Comment Type: Prioritization Criteria 
 
 
HLC Comment on Draft Criteria 
 
The Healthcare Leadership Council (HLC) applauds the inclusion, as a minimal criterion, the 
requirement that comparative effectiveness research studies be responsive to the needs and 
preferences of patients.  We believe this reflects the spirit of the American Recovery and 
Reinvestment Act (ARRA) and is an important primary goal towards ensuring comparative 
effectiveness research is used to improve individual patient and public health.   
 
While we question the rationale behind using time necessary as a prioritization factor, we 
understand that pursuing  low-hanging fruits  might be the most attractive option when deciding 
how best to spend the substantial yet limited amount of ARRA funds appropriated for federal CE 
projects.  We respectfully note however, that in some instances, while a study may require a 
relatively longer length of time to conduct, the benefits of the information generated may be 
valuable enough so as to more than outweigh the cost in funds and time needed to reach 
completion.  In this instance, prioritizing according to time needed may discourage valuable and 
important research questions.  
 
We also agree that this research should, in setting priorities, target diseases and conditions with 
the greatest prevalence, including those that impose the greatest clinical and economic burden on 
patients and health care spending, respectively.  We also note that, while variability in outcomes 
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is an important phenomenon on which to focus these efforts, the research should not necessarily 
equate this with variability in intervention utilization.   
 
We wish to re-emphasize the importance of designing this research to ensure it can evaluate and 
discern differences within appropriate subpopulations and we therefore strongly support using 
the potential to do so as a prioritization factor. 
 
 
Submitted by 
Thomas Wilson  
Population Health Impact Institute 
twilson@phiinstitute.org 
 
Comment Type: Prioritization Criteria 
 
 
EIGHT SUGGESTED ADDITIONS TO STATEMENT: IN QUOTES BELOW (placed within 
original statement) 
 
Comparative effectiveness research is the conduct and synthesis of systematic research 
comparing different interventions and strategies to prevent, diagnose, treat and monitor health 
conditions. The purpose of this research is to inform  
 
SUGGESTED ADDITION #1:  and positively impact   
 
patients, providers, and decision-makers, responding to their expressed needs, about which 
interventions are most effective for which patients  
 
SUGGESTED ADDITION #2:  and consumers   
 
under specific circumstances. To provide this information, comparative effectiveness research 
must assess a comprehensive array of health-related outcomes for diverse patient populations  
 
SUGGESTED ADDITION #3)  and methods to effectively communicate the results to 
significant stakeholder in the health care marketplace.   
 
Defined interventions compared may include medications, procedures, medical and assistive 
devices and technologies, behavioral change strategies, and delivery system interventions. This 
research necessitates the development, expansion, and use of a variety of data sources and 
methods to assess comparative effectiveness,  
 
SUGGESTED ADDITION #4)  as well as to assess the value of comparative effectiveness 
research itself to the public. 
 
Threshold Minimal Criteria (i.e. must meet these to be considered) 
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1. Included within statutory limits of Recovery Act and FCC definition of CER  
2. Responsiveness to expressed needs and preferences of patients, clinicians, and other 
stakeholders, including community engagement in research  
3. Feasibility of research topic (including time necessary for research) 
 
SUGGESTED ADDITION #5: "4. Commitment to timely and public reporting of baseline 
methods, preliminary results, and final results  
 
Prioritization Criteria 
The criteria for scientifically meritorious research and investments are: 
1. Potential Impact (based on prevalence of condition, burden of disease, variability in 
outcomes, and costs of care)  
2. Potential to evaluate comparative effectiveness in diverse populations and patient  
 
SUGGESTED ADDITION #6: and consumer   
 
sub-populations  
 
SUGGESTED ADDITION #7: and to effectively communicate methods and results to these 
groups. 
3.  
 
SUGGESTION ADDITION #8:  Different levels of   
 
uncertainty within the clinical and public health communities regarding management decisions  
4. Addresses need or gap unlikely to be addressed through other funding mechanisms  
 
 
 
Submitted by 
Alan Gambrell  
Consultant 
gambrell@aol.com 
 
Comment Type: Prioritization Criteria 
 
 
EDIT SUGGESTIONS FOR THRESHOLD MINIMAL CRITERIA 
 
PUT THIS SECOND AS IT S A HIGHER CONSIDERATION AND MODIFY PARENS 
EXPLANATION AS NOTED BELOW 
Feasibility of research topic (e.g., cost, time necessary to complete research) 
 

228



 
Page 101 of 157 

 
Please note: general formatting has been applied to this document; however, 

BLS has not reviewed individual comments for content, grammar, or language. 

PUT THIS THIRD BUT ALSO CLARIFY AS NEEDS AND PREFERENCES SHOULD BE 
TIED TO PUBLIC WELFARE PRINCIPLES AND NOT BE LOOSELY DETERMINED BY 
VARIOUS PARTIES   SUGGESTED EDITS AS FOLLOWS.   
Responsiveness to tangible research priorities (e.g., disease prevalence, cost of care) that are 
identified by various parties 
NOTE: WITH CURRENT CRITERON, THIS PHRASE IS UNCLEAR AS TO MEANING 
>>including community engagement in research 
 
PRIORITIZATION CRITERIA 
THESE ARE GENERALLY FINE AS IS.  HOWEVER, CLARIFY MEANING OF THIS 
CRITERION: Uncertainty within the clinical and public health communities regarding 
management decisions 
 
 
Submitted by 
Carmella Bocchino  
America's Health Insurance Plans 
cbocchino@ahip.org 
 
Comment Type: Prioritization Criteria 
 
 
America s Health Insurance Plans (AHIP) appreciates the opportunity to share its member 
companies  perspectives on the proposed definition for comparative effectiveness research 
(CER) and the strategic framework for such research.  AHIP is the national trade association 
representing approximately 1,300 health insurance plans that provide coverage to more than 200 
million Americans.  Our members offer a broad range of products in the commercial marketplace   
including health, long-term care, dental, disability, and supplemental coverage   and also have a 
long history of participation in public programs. 
 
Prioritization Criteria Comments 
Our members question how the National Priorities Partnership and their significant contribution 
to focus all stakeholders on key areas of overuse and gaps in care can be considered or 
incorporated into the draft prioritization criteria.  
 
 
Submitted by 
Andrea Douglas  
PhRMA 
adouglas@phrma.org 
 
Comment Type: Prioritization Criteria 
 
 
Wednesday, June 10, 2009 
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VIA E-MAIL 
 
Dear Federal Coordinating Council Members: 
 
The Pharmaceutical Research and Manufacturers of America (PhRMA) is pleased to submit 
comments to the Federal Coordinating Council for Comparative Effectiveness Research on the 
draft definition of comparative effectiveness research (CER), priority setting criteria, and 
strategic framework released by the Council.   
 
PhRMA is a voluntary, nonprofit association representing the country s leading research-based 
pharmaceutical and biotechnology companies, which are devoted to discovering new medicines 
that allow patients to lead longer, healthier, and more productive lives.  PhRMA s member 
companies play a leading role in discovery of new therapies and advancement of scientific and 
clinical knowledge.   
 
PhRMA appreciates the Federal Coordinating Council s posting of its draft CER definition, 
prioritization criteria and strategic framework as a further step in promoting openness and 
transparency as it carries out its duties under the American Recovery and Reinvestment Act 
(ARRA). Specifying a CER definition and criteria for research priorities are important initial 
steps in establishing a sound CER research program.   
 
As the Council continues implementing its mandate under ARRA, we urge it to maintain open 
and transparent procedures. In particular, as the Council prepares to submit a report by June 30 
making recommendations for CER research to the President, Congress, and the Secretary of the 
Department of Health and Human Services (HHS), we ask that it explain the substantive reasons 
for its recommended research priorities.  This will enable members of the public to understand 
how the priorities correspond to the input received from stakeholders, respond to the information 
needs of patients and providers and meet the other criteria established by the Council. In 
addition, the Secretary should establish a similar policy as it considers the Council s 
recommendations, and those of the Institute of Medicine, in establishing research priorities.  
Open, transparent processes advance research that is credible and relevant to the real-world 
decisions facing patients and providers as well as reflecting the different needs of racial, ethnic 
and other patient sub-populations. 
 
 PhRMA supports the focus on patient and provider needs in the Council s draft CER 
definition and criteria for research priorities. This focus also is evident in HHS Secretary 
Kathleen Sebelius  April 21, 2009 comments at the Senate Finance Committee:   The goal of 
such research is to improve the database of information available to a patient and his or her 
provider so they can make informed decisions about care. The goal is to empower patients and 
providers with the best information on protocols, procedures, and other relevant issues, not to 
enable the federal government to dictate broad coverage decisions." In addition, the Council s 
emphasis on the  expressed needs  of patients and providers will help ensure that their input is 
given sufficient weight in the CER process.  
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The Council appropriately recognizes the importance of accounting for differences in individual 
patients throughout its draft material. This will help facilitate study designs that recognize and 
generate data on different patient subgroups, and communication of results that reflect differing 
patient needs based on genetic, clinical and other factors.  These factors are very important to 
patients but, unless expressly recognized, can be minimized in study designs and communication 
of results.  In a letter last year, the Congressional Black Caucus highlighted the importance of 
accounting for individual differences in CER research result:  All research supported by a 
comparative effectiveness initiative must recognize variation in individual patients  needs, 
circumstances, and responses to particular therapies. Comparative effectiveness research must 
enrich our understanding of these variations, rather than ignoring them by focusing on population 
averages that mean little for any individual patient or subgroup. Without this focus, the results of 
research could inappropriately be used as a rationale for restricting the treatment choices of those 
who fall outside the average response.  
 
In addition, PhRMA supports the scope of research included in the draft definition of CER, 
which encompasses the full range of medical treatments, behavioral change strategies, and 
delivery system interventions.  This broad scope of research is consistent with the Act s mandate 
for research on  health care treatments and strategies.   This scope of research reflects the 
growing recognition that addressing the needs of patients, particularly those with chronic 
illnesses, requires greater scrutiny of healthcare delivery systems. This includes comparing the 
effectiveness of different approaches to care processes, disease management services, care 
coordination, benefit designs, and other components that directly impact care quality and patient 
outcomes. 
 
The importance of this aspect of comparative effectiveness research was emphasized in Atul 
Gawande, MD s, June 1, 2009 New Yorker article: "Congress has provided vital funding for 
research that compares the effectiveness of different treatments, and this should help reduce 
uncertainty about which treatments are best. But we also need to fund research that compares the 
effectiveness of different systems of care to reduce our uncertainty about which systems work 
best for communities. These are empirical, not ideological, questions.    
 
While the draft definition, prioritization criteria, and strategic framework include many positive 
elements, we offer the following recommendations to help ensure that CER remains centered on 
improving health care quality and supporting patient and provider decision-making: 
 
1. Clarify the references to  decision makers  from the draft definition and  federal  needs as 
a basis for setting research priorities.  
 
Defining research priorities and study questions that respond to the information needs of patients 
and providers is an important, and challenging, early step in CER.  While decisions at the policy 
level should be informed by best available evidence, including comparative effectiveness 
research, it is important that government-supported CER conducted under ARRA is centered on 
supporting patient and provider decision-making and improving the quality of patient and 
provider care. This will help ensure that federally-funded CER meets the goal described in HHS  
press release announcing the Council,  Comparative effectiveness research provides information 
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on the relative strengths and weakness of various medical interventions. Such research will give 
clinicians and patients valid information to make decisions that will improve the performance of 
the U.S. health care system.   The Council should clarify how federal and other decision making 
needs will be recognized while maintaining a focus on patients and providers.  
 
 
2. The council should clarify how the separate elements of the prioritization criteria will be 
weighed against each other and the minimal  feasibility of research  criteria should be clarified 
and moved to secondary list. 
 
The  feasibility of research  criterion should be moved to the second category of criteria for 
ensuring scientifically meritorious research and investments, and the Council should clarify how  
time necessary for research  will be used as part of this criterion. The length of the study is an 
important consideration, but should not be a minimal criteria, as both long- and short-term 
research can yield findings that are more or less useful to patients and providers. For example, 
the seven years it took to complete the federally supported Antihypertensive and Lipid-Lowering 
Treatment to Prevent Heart Attack Trial (ALLHAT) reduced its impact, because of the ways the 
practice of medicine evolved during the study period .  At the same time, the time necessary for 
research should not be used to rule out studies that are longer-term but yield high-value 
information. Some long-term studies, such as the Women s Health Initiative, provided important 
information about women and osteoporosis, cardiovascular disease, and cancer and had a 
significant impact on patient and provider treatment decisions, even though it had a 15 year time 
frame. 
 
3. Additional recommendations: clarify  variability in outcomes,  weighting of criteria, and 
range of data sources.  
 
  The Council should clarify the types of outcome variability it will consider when setting CER 
priorities. This will facilitate consideration of outcomes variation related to a range of factors, 
including geographic location, treatment site, provider type, and patient sub-group, consistent 
with the FCC s definition of CER. Conducting research to address these variations represents a 
significant opportunity to improve health care.  
For example,    Addressing this issue October 8, 2007 at the Institute of Medicine annual 
meeting, Eliot Fischer, MD, MPH, Dartmouth Medical School, said:  We need better evidence, 
both about biologically targeted interventions, but also about care delivery...There is an emerging 
consensus on need for comparative effectiveness research.  I think it s critically important that 
we broaden that focus to include evidence-based care management and evidence-based care 
delivery, because that s where all the money is and that s where all the waste is in U.S. health 
care.  
 
In addition, addressing variability in outcomes within minority groups could help reduce health 
care disparities  .  There is a broad range of research that indicates racial and ethnic minorities 
are less likely to receive medical care we know works very well and experience a lower quality 
of health services.  For instance,  the Institute of Medicine report, Unequal Treatment found that 
racial and ethnic minorities are less likely to be given appropriate cardiac medications or to 
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undergo bypass surgery, and a more likely to receive certain less-desirable treatments, such as 
limb amputations for diabetes.  This is not because of any lack of knowledge about appropriate 
treatments for conditions such as diabetes or heart disease.  Rather, it is because our health 
system does not implement effective strategies to organize and deliver care to minority 
populations.  Placing a high priority on research to identify the strategies that the health system 
can use regarding issues such as disease management, use of information technology, benefits 
design, community outreach, to close this gap is important to improving care in minority 
communities.  
 
In the definition, the Council should describe the range of   data sources and methods it will 
consider to assess comparative effectiveness, such as randomized controlled trials, meta-
analyses, observational analysis or other methodologies.  Each research methods offers different 
strengths and limitations, and providing additional detail in this area could facilitate research that 
provides information on diverse populations and patient sub-populations, helping to reinforce the 
Council s commitment to assessing outcomes related to these populations.   
 
Finally, the council should clarify how individual priority setting criteria are weighted.  This will 
help stakeholders further understand the rationale behind recommended priorities. 
 
4. The process step  Potential capacity for translation through Federal delivery systems and 
public private partnerships  under Translation and Adoption of CER should be clarified in the 
CER Strategic framework.   
 
The Council s strategic framework should maintain a focus on translation and adoption of CER 
results widely to patients and providers in timely, usable formats.  This will help orient research 
towards the needs of patients and providers, and avoid access barriers based on average study 
results that may overlook differences in the needs of diverse patient groups. The strategic 
framework should clarify how translation of CER through federal delivery systems will support 
this goal.   
 
The $1.1 billion included in ARRA for CER represents an important opportunity to establish a 
broad research agenda that supports patient and provider decision-making and improves health 
care quality.  PhRMA supports the steps the Council has taken to help achieve this goal, 
including high quality, credible CER that has public buy-in. We ask that the Coordinating 
Council adopt our suggested revisions to the draft definition, priority setting criteria, and 
strategic framework. 
   
PhRMA looks forward to continued participation in your important work to recommend CER 
research priorities.  Please do not hesitate to contact me if I can be of any other assistance.   
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Submitted by 
Teresa Lee  
Advanced Medical Technology Association (AdvaMed) 
tlee@advamed.org 
 
Comment Type: Prioritization Criteria 
 
 
Consistent with the comment AdvaMed submitted regarding the definition of CER, AdvaMed 
recommends that the second threshold minimal criterion be clarified to specify who the  other 
stakeholders  are.  AdvaMed recommends that the second criterion read as follows: 
 
 2.  Responsiveness to expressed needs and preferences of patients, clinicians, and other health 
care professionals, including community engagement in research.  
 
AdvaMed also has the following three comments on the draft prioritization criteria.  First, 
AdvaMed supports consideration of  potential impact  in prioritizing research and has the 
following comments to offer regarding this criterion.   
 
" Potential impact should include consideration of outcomes such as change in quality of 
life or functional status, risk reduction, and treatment satisfaction.  Therefore we suggest adding 
this language to the current parenthetical.   
" Prevalence of condition is an appropriate factor.  The Federal Coordinating Council 
should explain, in subsequent reports and plans, how rare diseases (with small population 
impacts) will be addressed in comparative effectiveness research initiatives.  
" The term  costs of care  should be defined inclusively to take into consideration all costs 
of care, including reduced hospital admissions, length of stay, and other resource utilization.  
Therefore we suggest  total cost of care  rather than  costs of care . 
 
Second, AdvaMed supports evaluating comparative effectiveness in diverse patient populations 
and sub-populations, however greater clarification as to how this criterion will be made a factor 
would be helpful in subsequent reports and plans.  Depending on the study objectives and the 
study design, there may be challenges in assessing diverse patient populations in a manner that 
yields statistically significant results for every sub-population.  For example, assessing diverse 
patient populations may be best accomplished through the development of clinical registries, 
analysis of clinical data networks and electronic health data, and other methods.  The 
observational nature of such study designs and data sources, however, might potentially present 
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issues with drawing definitive conclusions about which interventions are most effective under 
which circumstances, a significant objective of CER.    
 
Third, regarding consideration of uncertainty within the clinical and public health communities 
regarding management decisions, AdvaMed recommends better defining the term  uncertainty.   
The following parenthetical should be added following the word  decisions :   (e.g., areas for 
which there is insufficient evidence to guide clinical decision-making or patient management).  
 
 
 
Submitted by 
David Nau  
dnau@humana.com 
 
Comment Type: Prioritization Criteria 
 
 
The Comparative Effectiveness Research Workgroup for Humana has reviewed the proposed 
definition of Comparative Effectiveness Research (CER) and prioritization criteria.   We agree 
with the coordinating council that the definition of CER should encompass a broad array of 
interventions and strategies; however, we suggest that CER should also include measurements of 
standardized cost or relative resource consumption of interventions of strategies when comparing 
their effectiveness.  This will allow an assessment of the overall value of various interventions 
and could identify important differences in the cost-effectiveness of interventions between 
different sub-populations.  Thus, we suggest the following change to the third sentence of the 
definition: 
 
 To provide this information, comparative effectiveness research may include a broad array of 
health-related and cost-related outcomes for diverse patient populations.  
 
If the aforementioned change is made to the definition of CER, then we believe that the threshold 
minimum criteria and prioritization criteria are appropriate.  However, we are concerned that the 
current wording of the first threshold minimum criterion would appear to exclude anything not 
explicitly mentioned in the definition and therefore may exclude the measurement of cost and/or 
relative resource consumption in CER studies.  While measurement of costs may not be required 
of every CER study, it should also not be excluded from consideration as a useful variable in a 
CER study.   
 
 
Submitted by 
American Medical Association American Medical Association  
American Medical Association 
sylvia.trujillo@ama-assn.org 
 
Comment Type: Prioritization Criteria 
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The physician and medical student members of the American Medical Association (AMA) 
commend the Federal Coordinating Council for Comparative Effectiveness Research (Council) 
for convening a series of public meetings and reaching out to clinicians and medicine to solicit 
our input on national comparative effectiveness research (CER) priorities as well as comments 
on the Council s draft CER definition, prioritization criteria, and draft strategic framework.  
Concerted stakeholder and public engagement will ensure that the funding to support CER will 
be allocated in an optimal fashion and increase the utilization of CER findings by physicians and 
patients.  
 
All aspects of the CER process, including priority setting and capacity-building measures, must 
be transparent and include a central role for physicians in their oversight and governance.  Given 
the nascent nature of this endeavor, the perception among physicians that the CER agenda is 
being driven by payers who only have cost containment as their goal will seriously undermine 
efforts to cement physician support as we continue forward on comprehensive health care system 
reform.  It is imperative that physicians, including clinicians and their organizations, have an 
active, ongoing, and central role at all stages of the CER process.  To be clear; the AMA strongly 
supports CER and looks forward to results that will guide shared decision-making by patients 
and their physicians. 
 
Physicians today have access to a wide array of medical information.  However, there remains 
far too little rigorous evidence available about which treatments work best for which patients.  
The AMA strongly supports increased federal funding of CER.  Though there is a broad array of 
areas where CER would bring benefits, we must strategically target support for CER where it 
will significantly improve health care value by enhancing physician clinical judgment, foster the 
delivery of patient-centered care, and produce substantial benefit to the health care system as a 
whole.  As outlined in more detail below, the AMA strongly supports the Council s  Draft 
Definition,   Draft Prioritization Criteria for Comparative Effectiveness Research  as well as the  
Draft Comparative Effectiveness Research Strategic Framework.  
   
The AMA supports the view that the priority areas of CER should focus on high volume, high 
cost diagnostic and treatment modalities, and other health services and strategies for which there 
is significant variation in practice. 
 
The AMA supports a broad definition of CER that involves a comparison of different modalities 
to prevent, manage, or treat a specific health problem, condition, or disease.  Besides the more 
typical areas of research such as pharmaceuticals and medical devices, CER should also focus on 
implementation and dissemination issues that would shed light on the most effective strategies 
that promote a learning health care system and improved clinical outcomes including behavioral 
change strategies, and delivery system interventions.  
 
In terms of methodology and study design, CER should include long-term and short-term 
assessments.  CER should not be limited to new treatments.  In addition, the findings should be 
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re-evaluated periodically, as needed, based on the development of new alternatives and the 
emergence of new safety or efficacy data. 
 
AMA Recommended Priority Areas & Infrastructure 
 
Much of the expertise for setting CER priorities focusing on specific diseases and interventions 
lies within the medical specialty societies.  Nonetheless, the AMA offers the following 
recommendations for CER priorities and offers suggestions concerning two mechanisms that 
would help build the necessary infrastructure to sustain work in this area. 
 
The AMA strongly believes that the national CER priorities should address the prevention, 
management, and treatment of preventable disease which collectively represent a major cost 
driver in today s health care system.  Key areas in need of further study and research include 
cardiovascular, endocrinology and metabolism disorders (including diabetes), and nutrition 
(including obesity).  For example, in the area of wellness, prevention, nutrition, and obesity there 
is a paucity of CER findings.  It is an area with a wide range of available interventions with little 
clarity about which is most effective. 
 
CER usually considers technology and pharmaceuticals, but behavioral interventions potentially 
could have the greatest impact for individual patients and the system as a whole.  Prioritizing 
interventions designed to change physician behavior and to effect behavioral change in patients, 
in addition to other clinical interventions, technologies, and pharmaceutical remedies, is 
necessary.  Because prevalence rates and the most effective interventions for many diseases vary 
greatly by race, ethnicity, gender, age, geography, and economic status, the AMA strongly 
supports the inclusion of racial and ethnic health disparities and health disparities more generally 
as a CER priority area. 
 
In addition to the foregoing, the  National Priorities and Goals  report put forth by the National 
Priorities Partnership (NPP) convened by the National Quality Forum (NQF) provides a rich 
source of information for the Council to consider.  The NPP, comprised of 28 national 
organizations, focused on achievable goals that would, if implemented broadly, reduce harm, 
improve patient-centered care, eliminate health care disparities, and remove waste from the 
system.  In preparing the report, the NPP solicited extensive input from broad array of 
individuals and organizations.  Utilizing the NPP National Priorities and Goals as a reference 
point will help the Council to identify national CER priorities that will build the evidence base in 
a targeted fashion in the areas that are likely to produce substantial system-wide improvements.   
 
In addition to the NPP report, the AMA convened Physician Consortium for Performance 
Improvement (PCPI) has developed a valuable survey mechanism that can be utilized by the 
Council to gather additional detailed information concerning national CER priorities.  In order to 
obtain timely, quality responses from the more than 100 national medial specialty and state 
medical societies, experts in methodology and data collection, and many others involved in 
quality improvement and performance measurement, the PCPI constructed a survey mechanism.  
It is a powerful new tool to identify variations in practice, to assess the evidence base in a wide 
array of areas, and to identify areas where there are gaps in knowledge.  The PCPI plans a 
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significant expansion of these efforts.  This provides much needed capacity and infrastructure for 
priority setting.  We would welcome the opportunity to have the Council work with the PCPI to 
utilize this survey mechanism as it develops the recommendations concerning national CER 
priorities. 
 
The AMA urges the Council to consider two powerful infrastructure mechanisms, clinical 
registries and data networks.  These have been used by specialty societies such as the Society of 
Thoracic Surgeons and the American College of Cardiology, and have markedly improved 
quality and patient safety.  The National Surgical Quality Improvement Program (NSQIP) and 
the Northern New England Cardiovascular Collaborative are examples of utilizing these two 
mechanisms to advance quality and obtain research data at the point of care, and create what our 
country needs, a learning network.  Expansion of existing clinical registries and databases would 
provide a strong foundation when conducting CER and at the same time these registries would 
also provide an excellent beginning point for CER.  Utilizing, replicating, expanding, or 
integrating existing clinical registries would constitute an invaluable investment in the much 
needed infrastructure for accurately comparing clinical outcomes based on  real life  conditions 
where delivery of care settings vary, patients may have numerous co-morbidities, and the patient 
population is diverse.  In turn the clinical registries are not identical and may to greater or lesser 
extent be able to promote a learning health care environment; thus, evaluating the comparative 
clinical effectiveness of various clinical registry models and alternatives to them remains a vital 
priority.  Building CER infrastructure and capacity in part upon registries and clinical data 
networks will leverage CER resources and boost the capacity of the system as a whole to learn 
and adapt in real time.  
 
AMA Support of Council s Draft Strategic Framework 
 
The AMA generally supports the Council s effort to develop a strategic framework for CER 
activity and investments in order to categorize current activity, identify gaps, and inform 
decisions on high priority recommendations with a couple of caveats. 
 
First, the AMA urges the Council to ensure public access to the detailed inventories of Federal 
CER activities and research/data infrastructure that the Council proposes to create.  The AMA 
agrees that the Council s organizing framework will foster consideration of the balance of 
activities and priority themes and allow the government to focus on  the most pressing needs 
expressed by patients and clinicians,  and allow identification of  gaps in the current landscape of 
CER.   We urge the Council to work with the AMA convened PCPI which is already engaged in 
this activity as discussed above. 
 
Second, the AMA concurs with the Council that CER activities should be grouped into the 
following four major categories as detailed in the proposed framework: 
 
" research, (e.g., comparing medicines for a specific condition or discharge process A to 
discharge process B for readmissions). 
" human and scientific capital, (e.g., training new researchers to conduct CER, developing CER 
methodology).  
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" CER data infrastructure, (e.g., developing a distributed practice-based data network, linked 
longitudinal administrative or electronic health records databases, or patient registries.)  
" translation and utilization of CER, (e.g., building tools and methods to translate CER into 
practice and measure results.) 
 
While all the above categories are essential components of timely, valid, useful CER, it is 
important to underscore the essential and central role physicians must play vis-à-vis the last 
component  translation and adoption of CER.   The AMA supports the development of practice 
guidelines by medical specialties and other clinicians in medicine, but would oppose the 
development of guidelines by the government or another centralized entity.  Consistent with the 
foregoing, to the extent that medical specialties design, implement, and play a central role in 
clinical registries such as NSQIP that rely upon clinicians to conduct CER, the AMA would 
support utilization of CER findings generated through clinical registries by the specialties to 
modify practice guidelines and decision support vis-à-vis the clinical registries.   
 
Conclusion 
 
There is a final cautionary tale.  In the February 12, 2009, issue of Journal of American Medical 
Association there is a description of what can happen when science and politics collide.  The 
Infectious Disease Society of America (IDSA) studied the evidence base for the treatment of 
Lyme disease and in 2006 issued new guidelines advising against the long-term use of 
antibiotics.  The IDSA was promptly sued by the Connecticut Attorney General alleging 
violations of antitrust laws and restraint of trade.  The case was settled without IDSA admitting 
any fault and assenting to an ombudsmen-reviewed panel to assess the 2006 guidelines.  If we 
cannot separate science and politics in a case such as this, how will we ever manage to deal with 
the really hard issues?   
 
CER has the potential to have a profoundly positive impact on the quality of the information 
available to physicians and patients and, when used appropriately and with care, will address 
escalating health care costs.  The AMA welcomes the opportunity to work closely with the 
Council to ensure that physicians remain engaged, enthusiastic, and involved stakeholders in this 
process. 
 
 
Submitted by 
Maria Mitchell  
AMDeC 
Mitchell@amdec.org 
 
Comment Type: Prioritization Criteria 
 
 
As the Federal Coordinating Committee deliberates regarding priorities for comparative 
effectiveness research, the Academy for Medical Development and Collaboration (AMDeC) 
would like to offer its perspective. 
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AMDeC is a non-profit consortium of 28 of New York s premier research institutes, medical 
schools, and universities seeking to collaborate to advance biomedical research. We believe that 
greater coordination of the various research efforts and the cross-institutional data collection and 
analysis are keys to optimizing patient outcomes and containing costs.  AMDeC has developed 
innovative research models and infrastructure toward that end.  We hope that the suggestions we 
offer based on our experience in this field will add value to your decision-making process. 
 
We believe that the Coordinating Council should consider investing in projects that leverage 
existing infrastructures and research methodology that are proven.  The infrastructures should be 
flexible in terms of their ability to be replicated and scaled/expanded, as well as to provide ease 
of use across institutions.  Architectures such as a federated virtual data warehouse that allows 
for a single, unified interface to data from multiple sources without additional expensive 
investments in new hardware, software packages, databases, or personnel re-training is ideal.   
AMDeC believes a number of criteria should be considered as investment decisions are made.  
Comparative Effectiveness Research inherently appreciates the value of sharing information.  
Therefore, projects based on meaningful collaboration and leverage health information 
technology (HIT) infrastructure/tools among institutions should receive priority.  Public 
investments must focus on projects that can demonstrate the practice of sound science to ensure 
quality outcomes.  In addition, it is critically important that federal and state governments invest 
in CER data infrastructure and translation/adoption of CER in conjunction with their HIT efforts 
so that a comprehensive, inter-operable data infrastructure and implementation strategy are in 
place to produce multiplicative effect by exponentially advancing the utility of the electronic 
data collected in this new digital, prevention-driven environment.  Stakeholder incentives 
including CMS payments for data reporting, provider needs for an improved understanding of 
best care processes, and payor calls for accountability and improved metrics for healthcare 
utilization need to be built as part of the overall CER strategic framework to ensure that CER 
research findings can effectively be translated into clinical outcomes and health care 
improvements.      
 
Quality and quantity of the data to be analyzed and evaluated should be carefully considered in 
terms of the diversity of the population that is included in studies.  Clearly there are many factors 
that affect health care and response to treatment.  The more factors that can be taken into 
consideration and effectively analyzed, the better research outcomes can be derived to effectively 
improve health care delivery and treatments, including pharmacy, lab tests, demographic 
information, compliance indicators, claims data, and other medical record data.  Comparison of 
the cost and clinical effectiveness as well as the safety of different treatments, medications, care 
delivery, etc. should enable specific focuses on un- or under-studied populations as defined by 
co-morbidities and demographics.  
 
A primary concern with any data collection is security and privacy.  Any project that is funded 
should meet the highest standards of patient confidentiality and data security.  Extensive 
safeguards should be introduced at every step of the process for all involved parties while 
building trust among clinicians, patients and other stakeholders for full acceptance, support, and 
involvement.   
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Finally, evaluation measures should be considered. A critical component to ensuring successful 
impact of CER is to build in evaluation measures from the initial stage. Regular and timely 
reporting of assessment and evaluation progress should be established to ensure that priorities 
and implementation activities are indeed aligned or re-aligned with periodic evaluation results 
and performance standards.  
 
Academy for Medical Development and Collaboration (AMDeC) 
Dr. Maria Mitchell, President and CEO 
10 Rockefeller Plaza, Suite 1120 
New York, NY 10020 
(212) 218-5640 
 
 
 
Submitted by 
Evelyn Whitlock  
Center for Health Research, Kaiser Permanente 
evelyn.whitlock@kpchr.org 
 
Comment Type: Prioritization Criteria 
 
 
Consider revising both the Threshold Minimal Criteria and the Other Criteria based on pragmatic 
considerations in operationalizing these and to more specifically indicate that comparative 
effectiveness research needs to improve decision making applicability.  
 
Suggested Revisions to Threshold Minimal Criteria: 
 
    a. Included within the statutory limits of Recovery Act and FCC definition of CER 
    b. Responsive to expressed needs and preferences of patients, clinicians, OR OTHER 
DECISION-MAKERS TO ADDRESS UNCERTAINTY WITHIN CLINICAL AND PUBLIC 
HEALTH COMMUNITIES REGARDING MANAGEMENT DECISIONS.    
    c. Feasibility of research topic (including ETHICAL CONSIDERATIONS, RESEARCH 
INFRASTRUCTURE REQUIREMENTS, AND time necessary for research)  
  
 
Suggested revisions to the Prioritization Criteria (based on moving up the original criterion c and 
adding an additional criterion):  
 
    a.  Potential Impact (based on prevalence of condition, burden of disease, variability in 
outcomes, cost of care)  
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    b.  ADDRESSES comparative effectiveness in diverse populations and patient subpopulations, 
WITH POTENTIAL TO IMPROVE EXISTING HEALTH DISPARITIES OR TO INFORM 
PERSONALIZED MEDICINE. 
 
    c.  POTENTIAL FOR IMPROVEMENT IN HEALTH CARE DECISION-MAKING OR 
PRACTICE WITH ADDITIONAL RESEARCH 
 
    d.  Addresses need or gap unlikely to be addressed through other funding mechanisms 
 
    e.  Potential for multiplicative effect (e.g., lays foundation for future CER or generates 
additional investment outside government) 
 
 
 
 
 
 
 
Submitted by 
Sarah Ingersoll  
University of Southern California 
singerso@usc.edu 
 
Comment Type: Prioritization Criteria 
 
 
Council: 
"Prevention and wellness" must be our top priority. It is the best way to impact the use of 
resources and to improve the health and wellness of our citizens.  
 
The recent NIH Challenge Grant priorities were listed in a 52-page document; only a handful 
related to prevention and wellness. We have got it backwards when we allocate $90B to 
"Improving and Preserving Health Care," but only $1B to prevention and wellness. 
 
We will all benefit from a much closer look at prevention strategies and the comparative 
effectiveness of wellness-related interventions.  
 
 
 
Submitted by 
Evelyn Whitlock  
reseach 
evelyn.whitlock@kpchr.org 
 
Comment Type: Prioritization Criteria 

242



 
Page 115 of 157 

 
Please note: general formatting has been applied to this document; however, 

BLS has not reviewed individual comments for content, grammar, or language. 

 
 
It is critical to put in place means that reduce duplication and allow better coordination of 
comparative effectiveness research (CER) investments and activities across the federal 
government and, to the greatest extent possible, with the private sector and with international 
bodies.  The volume of research questions and critical comparative effectiveness needs outstrip 
our ability to fund and conduct new research in a timely manner.  It is critical to increase our 
ability to access planned, in-progress, and completed comparative effectiveness research  of all 
types (systematic reviews, trials, observational studies of all types).  This could occur by 
registries/databases of protocols for all types of CER studies and via better library and database 
tagging.  Otherwise, it is nearly impossible to ensure that we do not duplicate existing applicable 
work in response to requests from the public, nor to take advantage of piggy-backing additional 
questions onto in-process projects.  There is a growing understanding of this critical need to 
improve CER information retrieval in both the US and internationally. 
 
 
 
 
 
 
Submitted by 
Victoria Dohnal  
Biotechnology Industry Organziation (BIO) 
vdohnal@bio.org 
 
Comment Type: Prioritization Criteria 
 
 
BIO is the largest trade organization to serve and represent the biotechnology industry in the 
United States and around the globe.  BIO represents more than 1,200 biotechnology companies, 
academic institutions, state biotechnology centers, and related organizations in the United States. 
BIO is pleased to have the opportunity to submit comments to the Federal Coordinating Council 
(FCC) on the draft definition of Comparative Effectiveness Research for the FCC. 
 
As a representative of an industry committed to discovering new cures and ensuring patient 
access to them, BIO strongly supports efforts to increase the availability of accurate, scientific 
evidence to inform clinical decision-making. BIO believes that individual patients and their 
doctors should be armed with the best available information to help assess the relative clinical 
benefits and risks of various treatment alternatives.  When appropriately applied, comparative 
effectiveness information is a valuable tool that, together with a variety of other types of medical 
evidence, can contribute to improving health care delivery.  However, BIO is concerned that 
comparative effectiveness information will  be used increasingly as a means to contain costs, 
rather than deliver health care value by improving patient health outcomes.  BIO appreciates the 
opportunity to comment to the FCC. 
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We submit the following comments for your consideration on the definition of comparative 
effectiveness research, draft prioritization criteria, and the strategic framework.  We look 
forward to continuing to work constructively with you in order to realize the full value of 
comparative effectiveness research. 
 
Draft Prioritization Criteria 
 
Responsiveness to expressed needs and preferences of patients, clinicians, and other 
stakeholders, including community engagement in research  
 
BIO is pleased that the FCC wishes to be responsive to the expressed needs and preferences of 
patients, clinicians, and other stakeholders, including community engagement in research.   
 
Suggested Modification:  In order for the research to have the greatest possible benefit, as BIO 
has previously commented to the Institute of Medicine (IOM) on the composition of the 
Committee to establish Comparative Effectiveness Research Priorities (Committee), it is critical 
that all stakeholders be involved and represented in these efforts.  Including all stakeholders at 
the table will enhance the Committee s discussions and deliberations.  Each group of 
stakeholders brings different and valuable perspectives, and it is important that all perspectives 
are able to have a voice and be heard as part of the Committee.   The IOM Roundtable 
recognized this principle and stated,  The determination of the priorities to pursue is a policy 
exercise in which all relevant stakeholders have a right to engage and to which they can add 
value.    Therefore, stakeholders should be afforded the opportunity to serve on the Committee as 
well as provide meaningful input into all steps along the study process, including the 
identification of priority areas to research, study design and research methods, and dissemination 
of results.  Having all stakeholders at the table with full disclosure of potential conflicts of 
interest is a good way to manage potential biases and conflict of interest.  Disclosure and broad 
representation are critical to ensure a balanced end product.   
 
 
Submitted by 
Belinda Ireland  
BJC HealthCare 
bireland@bjc.org 
 
Comment Type: Strategic Framework 
 
 
The strategic framework seems developed from a perspective of the need for de novo research.  
While we certainly need to invest in more research that evaluates the effectiveness of 
interventions and how they compare, we should first examine the vast science (including all 
study designs that are well executed and relevant to the clinical question) already available to 
determine where gaps exist.  I propose that a framework for action allows for the synthesis of 
existing knowledge and supports improvements in methodology to do so with minimum bias.  
When gaps in knowledge are identified, and they will be, we can focus our limited resources 
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toward the conduct of studies to generate new knowledge where the greatest gaps exist.  We 
must also plan for identification of new areas for research and for continually staying current 
with the best science.  We may consider translating existing knowledge to action even while we 
plan for new knowledge generation, as we may have sufficient evidence to guide some action 
ahead of the results of studies to provide more complete guidance strategies. 
 
Prioritization of which topics remains important throughout. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Submitted by 
Eduardo Siguel  
optimalpolicies 
optimalpolicies@gmail.com 
 
Comment Type: Strategic Framework 
 
 
CER 
The definition is inappropriate.  which interventions are most effective for which patients under 
specific circumstances.  
 
Strategic framework. Too many diagrams. Not operational (see term from operations research). 
First task is to create methods to evaluate CE 
It is impossible to study all possible diagnosis and treatments. Create a method to establish 
priorities. 
 
Create mathematical models for decision making under CE conditions. 
Create mathematical models that predict disease and outcome. At least $300M should be devoted 
to this task, the most important and promising one to improve outcomes and save costs. Today 
the technology exist to drastically improve diagnosis by minimizing the use of diagnostic tests 
(using decision theory and biochemical models). Same for treatment. 
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Identify data bases that are useful for diagnosis and treatment. 
Provide $50M for seed money to develop prototype data bases for conditions. Provide guidelines 
for data to be gathered as part of Health IT, medical records. Uniform, standard output formats 
for medical records for data analysis on conditions, outcomes. 
 
Medical/research data are very difficult to interpret. All recipients of federal funding ought to 
provide their results in a manner that can be incorporated into models of disease diagnosis, 
treatment. 
 
All data from federally funding research ought to be available for further research. 
 
Focus on the 10 conditions that account for most morbidity, mortality, # of people, and costs. If 
uncertain, rank on each factor and chose the top 10 in each group. 
 
Focus on getting CER results that substantially improve health care outcomes and lower costs. 
 
Spend $100M on population models to evaluate the impact of alternative diagnosis, treatment, 
behavioral choices, etc. 
See articles by Siguel for how to make these models. Ask him 
Siguel E, Seubold F.  Potential 10 Year Savings from HMO Development Part 1, Health Maint 
Org.  Hearings before Subcom. on Public Health and Env, 92nd Congress, US Gov Print Off, p. 
92-95, 1972. 
Siguel E. The Application of Computer Simulation to the Evaluation of Income Maintenance 
Programs. Inst. of Electr. and Electronic Eng, Trans. on Systems, Man and Cybernetics, 1976: 
695-98. 
 
Spend $100M on models of preventive health care. What is the impact (benefits, outcomes) of 
different types of prevention. 
Ex: perhaps eating fewer trans fats prevents heart disease. The cost of changing foods is huge. 
Furthermore, trans fats are replaced by other fats that could be more dangerous. Perhaps the cost 
of treating the few who get heart disease due to trans fats is smaller than the cost of changing the 
food industry. 
 
If we had to focus, what are the best recommendations for people? What is the range of ideal 
weight? At what weight disease starts to increase dramatically? What is the impact of eating 
healthy foods? What do models predict about disease prevention associated with eating 
vegetables and fruits, vs. more disease associated with French fries (if any) 
 
The definition is inappropriate.  which interventions are most effective for which patients under 
specific circumstances.  
It is not interventions for patients, but interventions for a population of similar patients given 
known environmental, genetic, financial, social, etc. 
Patients may chose what is best for them without regard for the consequences or costs to society 
and health consequences for others. 
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$1B spent providing 3 months extra life to 10 people could be better spend providing speech 
therapy to 10 children and correct a developmental delay problem. 
 
If costs are irrelevant as a screen, then CE would spend all its time and money evaluating the 
most expensive and high tech arm replacement or brain replacement or cancer treatment 
optimized for specific cells (feasible today). 
 
A grandfather with prostate cancer may chose to postpone treatment for several years rather than 
risk death until his grandson is 3 years old. Or he may have a grandson that is 16 and may chose 
to wait until he is 18 and takes over the management of family trusts. Or a 50 yo who just met a 
wonderful girl and is planning to have a family may chose to wait 1 year (even though he could 
freeze semen) before starting a treatment that could alter his genes or damage reproductive 
ability. The examples are endless. 
 
CE does not exist in a vacuum of costs, behavior, environment, and accurate models. 
Every statistical analysis, every clinical trial has an implicit mathematical model. It starts with 
the selection of variables to consider or ignore, markers to measure or ignore. Many trials 
involve drastic assumptions. 
Beware of the physicist who seeks to predict horse races by assuming that horses are 
symmetrical balls moving on a surface with constant friction. 
 
Population issues.  Consider an ear or throat bacterial infection. There are 3 antibiotics, Ab1, 
Ab2, Ab3. Assume they all have the same risks. Ab1 costs $3 and has a 70% cure rate. Ab2 costs 
$100 and has a 85% cure rate. Ab3 costs $1,000 and has a 99% cure rate. Without treatment, 
cure rate is 60% (numbers are fictitious). If everyone chose Ab2, soon Ab2 would lose its 
effectiveness and resemble Ab1. If every patient chooses Ab1 (instead of nothing), soon Ab1 
could be less effective than nothing. If many people chose Ab3, it would lose its effectiveness as 
bacteria evolve. 
 
Who decides? IF only the individual s perspective matter, if costs are not an issue, Ab3 is the 
best choice. From a population and public health, for the benefit of most people, the best choice 
is to treat only the most complex cases, and start with Ab1, limiting Ab3 to very rare cases even 
if more people die of infection. This approach maximizes population benefits for the long term, 
but not individual benefits, particularly those who died who could have been cured if 
immediately treated with Ab3. 
 
If we add costs to the decision, then who should make the decision? If payors pay all costs, so 
costs are distributed across the population, and everyone is allowed to use Ab3, costs would be 
beyond reason.  Because resources are not infinite, the decision of one patient affects the 
decisions of other patients. 
 
The appropriate model to evaluate CE is Bayesian statistics or Bayesian inference statistical 
inference in which evidence or observations are used to update or to newly infer the probability 
that a hypothesis may be true. The name "Bayesian" comes from the frequent use of Bayes' 
theorem in the inference process. See Wikipedia. 
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CE definition should be operational, something measurable. It should be along these lines: 
Probability of (Disease/Diagnosis) = ..? 
Probability of (treatment improve outcome/disease, alternative treatments) = 
In CE we seek to identify the relative effectiveness of treatment. But those probabilities are not 
constant over time. They change according to data, treatments used by other people, etc. The 
effectiveness of Ab3 depends on how many people used it. Because that data is not available 
real-time, the effectiveness depends on models of use of Ab3. If suddenly Ab3 is given away for 
free and everyone starts using it as the first choice, then bacteria are likely to change and Ab2 
replaces Ab3 for serious cases. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Submitted by 
Doug Peddicord  
doug.peddicord@acrohealth.org 
 
Comment Type: Strategic Framework 
 
 
The Association of Clinical Research Organizations (ACRO) appreciates the opportunity to 
provide additional comments to the Federal Coordinating Council on Comparative Effectiveness 
Research. Our previous comments and testimony focused on broad policy issues of comparative 
effectiveness research (CER), including prioritization, methods of research and models for 
public-private coordination of research. 
 
In this comment, we want to focus the Council on certain data use disincentives resulting from 
provisions of the American Recovery & Reinvestment Act (ARRA) that could severely limit the 
ability to conduct CER. These data use restrictions go well beyond the privacy rules established 
by the Health Insurance Portability and Accountability Act of 1996 (HIPAA) and constitute a de 
facto transition to  HIPAA 2.   
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Under current HIPAA regulations, Covered Entities (CEs) - such as health care providers, health 
plans, and claims clearinghouses   use or disclose Personal Health Information (PHI) without 
consent for treatment, payment and health care operations. With some exceptions, including for 
public health and research activities, all other uses or disclosures of data require an individual s 
authorization. Business Associates (BAs) may work under contract for or on behalf of CEs, but 
have the same limitations on uses and disclosures of PHI as do CEs.    
 
In general, clinical research organizations (CROs) are neither CEs nor BAs; we receive clinical 
trial data and other PHI from a CE   an investigator - under an individual s authorization and 
informed consent.  CEs may disclose PHI for research purposes with individual authorization or, 
under limited circumstances, without individual authorization. For instance, PHI may be 
disclosed without individual consent: if a waiver is obtained from an Institutional Review Board 
(IRB) or Privacy Board; if the PHI is of decedents; if the PHI is used for preparatory research, 
such as patient screening; if the PHI is used  for the purposes of activities related to the quality, 
safety or effectiveness of   (emphasis added) FDA-regulated products; or the PHI is part of a  
limited data set  that does not include direct identifiers and is used with a data use agreement that 
prohibits re-identification or attempts to contact individuals. 
 
De-identified data removes all names and 17 other identifiers, including all dates (DOB, 
admission date, discharge date, prescription date, etc.).  Fully de-identified data is often of 
minimal utility for research. A  limited data set , on the other hand, removes names and other 
direct identifiers, but allows zip codes and dates of service, for instance. Limited data sets are 
extremely useful in many areas of research, including CER. 
 
One ARRA privacy provision prohibits a CE from receiving any remuneration for electronic 
health data, including limited data sets. While exceptions to this prohibition are made for  public 
health  and  research , the  research  exception limits the remuneration to the costs incurred in 
preparing and transmitting the data set, thus creating a serious financial disincentive to make the 
data available. 
 
Further, recent guidance from the Department of Health and Human Services regarding the 
definition of when data can be considered  unusable, unreadable or indecipherable to 
unauthorized individuals  has the effect of imposing breach reporting requirements on CEs that 
use or disclose limited data sets, establishing another significant disincentive to working with 
large clinical databases. 
 
The unintended consequence of these disincentives to the creation and use of limited data sets 
will create substantial barriers to conducting comparative effectiveness research. For example, 
the use of retrospective chart reviews to perform CER would be restricted because, to conduct 
optimal analysis, data elements such as age, service dates and geography are needed. Similarly, 
these same data elements would be desired for administrative claims research related to CER 
using data from Medicare (de-identified), AHRQ Nationwide Inpatient Sample (limited data set) 
and the Behavioral Risk Factor & Surveillance System (de-identified). 
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ACRO urges the Council to use its authority and charter to alert the agencies of the Federal 
government regarding these onerous restrictions to research data that do little if anything to 
protect personal privacy. Specifically, we hope that the Council will work with the Department 
of Health and Human Services to pursue a policy of ensuring the use of limited data sets for 
research purposes, including CER. 
 
Thank you for your consideration of this important issue, which we feel has been overlooked in 
the recent discussion surrounding comparative effectiveness research.  Please do not hesitate to 
contact ACRO for additional information. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Submitted by 
Carmella Bocchino  
America's Health Insurance Plans 
cbocchino@ahip.org 
 
Comment Type: Strategic Framework 
 
 
America s Health Insurance Plans (AHIP) appreciates the opportunity to share its member 
companies  perspectives on the proposed definition for comparative effectiveness research 
(CER) and the strategic framework for such research.  AHIP is the national trade association 
representing approximately 1,300 health insurance plans that provide coverage to more than 200 
million Americans.  Our members offer a broad range of products in the commercial marketplace   
including health, long-term care, dental, disability, and supplemental coverage   and also have a 
long history of participation in public programs. 
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General 
In general, our members believe that the draft CER strategic framework provides solid, unifying 
principles for CER. However, there are some concerns regarding the scope and clarity within the 
framework. In terms of simple readability, we recommend that the order within both graphics for 
the CER Investments and Activities (Research, Human and Scientific Capital, CER Data & 
Research Infrastructure, Translation and Adoption) remain the same for both versions, as the first 
two categories have been transposed within the graphics, potentially leading to confusion.   
 
While the purpose of CER is clearly stated within the framework, there is no overarching goals 
statement. We recommend a goal statement that aligns with the purpose, but addresses the needs 
of those who will be using CER data the most frequently, such as: 
 
"The goal of comparative effectiveness research is to inform patients, providers, and decision-
makers, responding to their expressed needs, about which interventions are most effective for 
which patients under specific circumstances and produce the best outcomes for the best value, 
within a given level of resources. 
 
While this framework was developed by the Federal Coordinating Council for CER, to 
coordinate CER across the federal government and to make recommendations for federal funding 
priorities, the stated purpose is to inform patients, providers, and decision-makers about which 
interventions are most effective. As such, the descriptions of necessary inventories of CER 
activities only mention inventories of federal activities. Our members strongly believe that any 
CER strategic framework should be inclusive to both public and private CER efforts and 
activities, and, therefore, we recommend that the framework be revised to include private CER 
efforts. While the original charter for the Federal CER Coordinating Council directed efforts for 
federal programs, private sector CER efforts also need to be considered.  
 
For example, concerning the heading, Inventories of Existing CER Infrastructure, our members 
are concerned with the potentiality that any federal effort to develop an inventory would not 
include current and existing CER capacities in both the public and private sector. We 
recommend that the fourth process step bullet (Inventories of existing federal CER translation & 
dissemination activities; funding based on identifies high-priority gaps) be revised to state,  
Inventories of existing federal, public (e.g., state activities), and private CER efforts&  in order 
to encompass all current CER efforts. In addition, under the heading, Human and Scientific 
Capital for CER, an inventory of existing CER capabilities and personnel in the public and 
private sectors should be added, since investment in training and methods development should 
start with understanding the current baseline status. 
 
Within Figure 2, under the CER Data & Research Infrastructure box, our members are concerned 
with building future CER efforts on a medical research enterprise which is currently researcher-
centric and not always focused on asking the most appropriate questions that get to the answers 
that improve outcomes for patients. There should be a step taken prior to Inventories of Existing 
CER Infrastructure, where current research methods are reviewed and best practices and barriers 
to providing useful and beneficial CER results are considered. There still remain major questions 
that can only be answered by large multicenter, multi-specialty, multi-population, and 
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competitively bid randomized controlled trials. Instead of the current focus on the  publish-or-
perish  mentality of the researcher-centric model, incentives should be developed for performing 
CER with societal impact, credit for updating research with emerging evidence, and 
improvements in diverse clinical trial enrollment. In addition, there should be mention of the 
need to develop an infrastructure for priority setting, such as a box between Inventories of 
Existing CER Infrastructure and Evidence Generation. As mentioned above, there are multi-
stakeholder efforts underway, such as the National Priorities Partnership, whose contributions to 
the discussion should be recognized.  
 
Also in Figure 2, under Human & Scientific Capital for CER, we recommend that there should 
be mention of training researchers in the evaluation of clinical evidence, not only CER methods 
and development. It will be very important to ensure that the strategic framework does not ignore 
utilizing the scientific evidence that already has been developed, and provides the required 
infrastructure for re-evaluating that data.  
 
Realizing that this is a framework, and cannot detail every aspect of CER that should be 
considered, our members have concerns that there are several important topics that are not 
addressed, neither within the graphics nor the narrative, which are believed to be vital to the 
successful development and implementation of a CER infrastructure to the US healthcare 
system. These topics include: the development of a hierarchy of clinical evidence; identification 
of health services in common use that are not supported by clinical evidence; addressing bias and 
conflict of interest in the development and review of clinical evidence.  
 
Translation and Adoption 
Of the four CER Investments and Activities headings detailed within the draft framework, our 
members are most concerned with the efforts organized under Translation & Adoption, as this is 
the main purpose of CER and has been the most difficult CER action to accomplish. Currently, 
the headings under this category include: Inventory of Existing CER Translational & 
Dissemination Activities and Potential Capacity for Translation through Federal Delivery 
Systems and Public-Private Partnerships. Our members have raised questions regarding the 
inadequacy of these headings and the fundamental need to understand best practices and barriers 
to adoption of CER, which we recommend be the third heading under Translation & Adoption. 
Within the draft strategic framework narrative, we also recommend that the different settings in 
which CER should be translated and adopted should be highlighted: clinical practice, consumer 
decision-making, and coverage and reimbursement systems (both public and private).  
  
Resource Use and Cost 
While the focus of comparative effectiveness research must necessarily be on clinical impact, 
there must also be consideration of resource allocation (including cost effectiveness). Our 
members believe that comparative information on cost is equally important especially in today s 
economic environment, and believe that the value of medical devices, medications, and 
procedures should be a required facet of CER. Understanding the clinical effectiveness and cost 
of a service or technology as well as its potential impact on reducing the need for other health 
care services and expenditures will help consumers and physicians in selecting the right 
treatment for each patient.  
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Submitted by 
Gina de Miranda  
Citizen 
freedomchik12@gmail.com 
 
Comment Type: Strategic Framework 
 
 
There is no point in having universal health coverage if the current practice of permitting 
"military experiments" and "no liability" vaccines is continued.  We the people would simply end 
up paying for the diseases caused by these two factors.  We have no idea if our vaccines are 
actually safe. The statistics suggest that they are useless in preventing disease for animals and 
people (i.e. people get just as sick with or without vaccines and they almost always get the illness 
that they have been innoculated against).  We get sick from the many military experiments that 
include the use of electronic frequencies to monitor their effects.  These experiments are 
documented by many Congressional hearings and many complaints.  There have even been 
lawsuits awarding money to Canadians for some of these experiments.  
 
We need honest medical information that includes the importance of nutrition. We need our 
farmers to use more natural and restorative means of planting and forego the "factory" farm 
approach that doesn't permit land to be rotated and minerals to be returned to the soil, but relies 
on nitrogenous fertilizers that further deplete the soil and poison the air. We also need for 
"fluoridization of the water to be stopped."  Not only is this practice useless for teeth health (as 
many studies have revealed), but it has been correlated with bone cancer in young men, breast 
cancer and brittle bones in women and problems with hormone balance across the board. 
 
The people are not stupid.  The people are not the ones who IRRESPONSIBLY dump pollutants 
into the water and air and conduct unsafe tests on human subjects. 
 
 
Submitted by 
Tony Coelho  
Partnership to Improve Patient Care (PIPC) 
csheeron@improvepatientcare.org 
 
Comment Type: Strategic Framework 
 
Dear Federal Coordinating Council Members: 
 
The Partnership to Improve Patient Care (PIPC) appreciates this opportunity to respond to your 
recently released draft definition and prioritization of comparative effectiveness research (CER).  
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PIPC is a diverse coalition of over 40 organizations representing patients, healthcare providers, 
research institutions and medical research companies. PIPC was formed in November 2008 to 
advance proposals for CER that are focused on supporting providers and patients with the 
information they need, improving healthcare quality and supporting continued medical progress. 
Our members are united by a common set of CER principles in support of this goal.  
 
Our partnership appreciates the Federal Coordinating Council s posting of its draft CER 
definition, prioritization criteria and strategic framework as a further step in promoting openness 
and transparency. Providing continued openness and transparency in the Council s activities and 
those of the Department of Health and Human Services will ensure that the perspectives of 
patients, providers and other stakeholders are considered.    
 
We also commend the focus on the expressed needs and perspectives of patients and providers   
in your draft definition. PIPC reaffirms our belief that CER must focus on communicating 
research results to patients, providers and other decision-makers, not making centralized 
coverage and payment decisions or recommendations. This focus is consistent with the goal of 
CER as described in HHS  press release announcing the Federal Coordinating Council, which 
stated,  Such research will give clinicians and patients valid information to make decisions that 
will improve the performance of the U.S. health care system.  
 
We support your recognition of the importance of having patients and providers play a central 
role in defining their own healthcare needs. Too often in healthcare, the determination of  what s 
best for the patient  is made by others, while the patient s views of his or her own needs is 
ignored or minimized. By identifying the importance of expressed needs, the Council takes an 
important step towards policy that truly is centered on the needs of the patient and caregiver.  
 
PIPC also supports the broad scope of research included in the Council s definition, which states,    
Defined interventions compared may include medications, procedures, medical and assistive 
devices and technologies, behavioral change strategies, and delivery system interventions.   This 
definition is consistent with PIPC s principles in support of CER and reflects the views expressed 
by many stakeholders at FCC listening sessions. PIPC believes that in order to improve patient 
care, CER research should examine the range of issues that affect the quality of patient care. This 
includes the range of medical tests and treatments, as well as questions related to healthcare 
delivery and organization such as benefit designs and care management programs. All of these 
healthcare elements affect patients  quality of care. 
 
While PIPC supports the focus on patient and provider needs in the draft definition, we also are 
concerned that, in stating that the purpose of CER is  to inform patients, providers and decision-
makers,  the Council s draft definition of CER has the potential to shift the focus of research 
away from patients and providers towards other decision-makers such as health insurance 
companies, government agencies and other policy-makers. The strategic framework released on 
HHS  web site on June 1 includes language that underscores this concern. In particular, PIPC is 
troubled by language in the framework that describes CER research priorities that respond to the  
expressed public and federal needs for CER,  and  potential capacity for translation through 
Federal delivery systems and public private partnerships.   

254



 
Page 127 of 157 

 
Please note: general formatting has been applied to this document; however, 

BLS has not reviewed individual comments for content, grammar, or language. 

 
This shift in focus likely will result in research projects that do not address the clinical 
information needs of patients and providers, and instead lead to research that is used to restrict 
patient access to treatment options. This concern is heightened by recent commentary describing 
the link between CER and these types of access restrictions. For example, a recent Washington 
Post commentary says,  What's known as comparative effectiveness research, which tracks what 
works and what doesn't, would also require outside boards directing doctors and hospitals about 
what procedures they could and couldn't use.  
 
The language of your CER definition and strategic framework document is inconsistent with the 
goal of CER as described by HHS in its press release announcing the Coordinating Council. 
PIPC is opposed to the shift in focus to CER that restricts patient access to medical care or 
treatment choices. We strongly urge the Council to delete the language referencing  decision-
makers  and  federal  needs as a CER focus. PIPC also urges you to revise the strategic 
framework so that it focuses on communication and dissemination strategies, rather than use of 
CER by government agencies.    
 
Consistent with focus on patient and provider needs, we urge the Council to clarify that research 
will examine clinical outcomes, not cost-effectiveness. As reflected in the wide range of views 
expressed during the Coordinating Council listening sessions, inclusion of cost-effectiveness 
remains very controversial. Cost-effectiveness analysis traditionally has been a tool used by 
insurance companies and government payers to impose access restrictions based on broad 
population averages, and some of the most common CEA tools obscure differences in patient 
subgroups by including all patients in a single, average  value  determination. Particularly given 
the importance that the American Reinvestment and Recovery Act (ARRA) and the Coordinating 
Council have placed on considering the needs of patient subpopulations, PIPC recommends that 
the Council clarify that it will focus on clinical outcomes.  
 
PIPC looks forward to continue working with the Council to foster good and fair processes that 
will allow future comparative clinical effectiveness research to improve the health and well 
being of all Americans. 
 
Once again, thank you for the opportunity to participate in this transparent comment process. 
 
Sincerely yours, 

255



256



257



258



259



260



261



262



263



264



265



266



267



268



269



270



271



272



273



274



275



276



277



278



279



280



281



282



283



284



285



286



287



288



289



290



291



292



293



294



295



296



297



298



299



300



301



302



303



304



305



306



307



308



309



310



311



312



313



314



315



316



317



318



319



320



321



322



323



324



325



326



327



328



329



330



331



332



333



334



335



336



337



338



339



340



341



342



343



344



345



346



347



348



349



350



351



352



353



354



355



356



357



358



359



360



361



362



363



364



365



366



367



368



369



370



371



372



373



374



375



376



377



378



379



380



381



382



383



384



385



386



387



388



389



390



391



392



393



394



395



396



397



398



399



400



401



402



403



404



405



406



407



408



409



410



411



412



413



414



415



416



417



418



419



420



421



422



423



424



425



426



427



428



429



430



431



432



433



434



435



436



437



438



439



440



441



442



443



444



445



446



447



448



449



450



451



452



453



454



455



456



457



458



459



460



461



462



463



464



465



466



467



468



469



470



471



472



473



474



475



476



477



478



479



480



481



482



483



484



485



486



487



488



489



490



491



492



493



494



495



496



497



498



499



500




