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§ {é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
)

National Institutes of Health
National Institute of Allergy
and Infectious Diseases
Bethesda, Maryland 20892

23 October 2020

Drs. Aleksei Chmura and Peter Daszak
EcoHealth Alliance, Inc.

460 W 34™ St

Suite 1701

New York, NY 10001

Re: NIH Grant RO1AILI10964
Dear Drs. Chmura and Daszak:

[ am following up on Mr. Krinsky’s August 13, 2020, letter on behalf of EcoHealth Alliance,
Inc. (“EcoHealth™) responding to NIH’s suspension of grant RO1AI110964, which funds the
project Understanding the Risk of Bat Coronavirus Emergence (the "Project"). Per my letter of
July 8, 2020, NIH reinstated the grant but suspended all award activities because we have
concerns that the Wuhan Institute of Virology (WIV), which previously served as a subrecipient
of the Project, had not satisfied safety requirements that applied to its subawards with EcoHealth,
and that EcoHealth had not satisfied its obligations to monitor the activities of its subrecipient to
ensure compliance. EcoHealth objected to the suspension on the grounds that WIV has no
current connection to the Project or EcoHealth's research, and EcoHealth had not issued any
subawards in connection with the Grant at the time of the suspension.

The fact that EcoHealth does not currently have a subrecipient relationship with WIV and had
not issued subawards to WIV at the time of suspension does not absolve EcoHealth of any past
non-compliance with the terms and conditions of award for grant RO1AI110964. While
EcoHealth did not issue a subaward to WIV for year 6 of the grant, WIV served as a subrecipient
for years 1 through 5. NIH awarded EcoHealth grant ROIAI110964 in 2014, with a project
period of June 1, 2014, through June 30, 2024, as renewed. In EcoHealth’s grant application,
EcoHealth listed Drs. Zheng Li Shi and Xing Yi Ge of WIV as co-investigators and senior/key
personnel. It stated that “Drs. Shi, Zhang, and Daszak have collaborated together since 2002 and
have been involved in running joint conferences, and shipping samples into and out of China.”
EcoHealth listed WIV as a Project/Performance Site Location. In describing WIV’s facilities,
EcoHealth described WIV as China's premier institute for virological research” and touted
WIV’s “fully equipped biosafety level 3 laboratory” and “a newly opened BLS-4 laboratory.” In
support of the application, Dr. Zheng Li Shi’s personal statement indicated that “My lab will be
responsible for diagnosis, genomics and isolation of coronavirus from wild and domestic animals
in Southern China and for analyzing their receptor binding domains.” The application stated that
“Wuhan Institute of Virology and the Wuhan University Center for Animal Experiment BSL-3
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lab have an Internal Biosafety Committee and are accredited BSL-2 and BSL 3 laboratories. All
experimental work using infectious material will be conducted under appropriate biosafety
standards. Disposal of hazardous materials will be conducted according to the institutional
biosafety regulations.”

EcoHealth requested funding specifically for activities to be carried out by WIV. NIH awarded
EcoHealth a total of $749,976 for WIV’s work in the following annual amounts for years 1
through 5:

-Yrl -Yr2 -Yr3 -Yr4 -Yr5
Total Direct Costs $123,699 $128,718 $147,335 $147,335 $147,335
F&A Costs @ 8% $9,896 $10,297 $11,787 $11,787 $11,787
TOTAL COSTS $133,595 $139,015 $159,122  $159,122  $159,122

As stated in the Notices of Award for each budget period of the grant, the awards were subject to
terms and conditions, which include the NIH Grants Policy Statement (GPS) and applicable HHS
grant regulations. As I indicated in my letter of July 8, 2020, as a term and condition of award
EcoHealth was required to “monitor the activities of the subrecipient as necessary to ensure that
the subaward is used for authorized purposes, in compliance with Federal statutes, regulations,
and the terms and conditions of the subaward . . .” 45 C.F.R. § 75.352(d). See also, 45 C.F.R. §
75.342(a) (“The non-Federal entity is responsible for oversight of the operations of the Federal
award supported activities.”). Moreover, EcoHealth was required to “Establish and maintain
effective internal control over the Federal award that provides reasonable assurance that the non-
Federal entity is managing the Federal award in compliance with Federal statutes, regulations,
and the terms and conditions of the Federal award[.]” 45 C.F.R. § 75.303(a). The Notice of
Award stated that as a term and condition of award, “Research funded under this grant must
adhere to the [CDC/NIH Biosafety in Microbiological and Biomedical Laboratories (BMBL)].”
Moreover, the NIH GPS provides that NIH grant recipients are expected to provide safe working
conditions for their employees and foster work environments conducive to high-quality research.
NIH GPS, Section 4. The terms and conditions of the grant award flow down to subawards to
subrecipients, so these terms applied to WIV. 45 C.F.R. § 75.101.

As I stated, NIH has concerns of non-compliance with terms and conditions of award—namely,
that WIV had not satisfied safety requirements under the award and that EcoHealth Alliance had
not satisfied its obligations to monitor the activities of its subrecipient to ensure compliance.
Accordingly, NIH suspended all activities related to RO1AI110964, pursuant to 45 C.F.R. §
75.371, Remedies for Noncompliance, which permits suspension of award activities in cases of
non-compliance, and the NIH GPS, Section 8.5.2, which permits NIH to take immediate action
to suspend a grant when necessary to protect the public health and welfare.

In my letter of July 8, 2020, I provided EcoHealth with the opportunity to object and to provide
information and documentation challenging the suspension. Specifically, I sought information
and materials that speak to WIV’s lab safety and EcoHealth’s oversight of its subrecipient, and
an inspection of WIV’s laboratory records and facilities. I indicated that as a specific condition
of award, during the period of suspension, EcoHealth Alliance may not allow research under this
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project to be conducted and that no funds from grant RO1AI110964 may be provided to or
expended by EcoHealth Alliance or any subrecipients.

EcoHealth objected to the requests on the grounds that “NIAID is not authorized under 45
CFR§§ 75.371, 75.205, and 75.207, entitled Specific Award Conditions, to impose, inter alia,
conditions that consist of demands for information regarding entities that are neither
subrecipients of grant funds nor project affiliates.”

These provisions are irrelevant to NIH’s requests. NIH is required to permit the opportunity for
recipients to object and provide information and documentation challenging a suspension, 45
C.F.R. § 75.374, so we specifically gave EcoHealth the opportunity to provide information that
speaks to NIH’s concerns. Moreover, as a granting agency, NIH is required to “manage and
administer the Federal award in a manner so as to ensure that Federal funding is expended and
associated programs are implemented in full accordance with U.S. statutory and public policy
requirements: Including, but not limited to, those protecting public welfare [and] the
environment[.]” 45 C.F.R. § 75.300(a). In addition to seeking information that speaks to
compliance with terms and conditions of award, NIH is entitled to “make site visits as warranted
by program needs.” 45 C.F.R. § 75.342. As a term and condition of award, NIH “must have the
right of access to any documents, papers, or other records of the non-Federal entity which are
pertinent to the Federal award, in order to make audits, examinations, excerpts, and transcripts”
(45 C.F.R. § 75.364); and must have “timely and reasonable access to the non-Federal entity's
personnel for the purpose of interview and discussion related to such documents™ (id.). These
requirements flow down to subawards to subrecipients. 45 C.F.R. § 75.101. “Non-Federal
entities must comply with requirements in [45 C.F.R. Part 75] regardless of whether the non-
Federal entity is a recipient or subrecipient of a Federal award.” 45 C.F.R. 75.101. As the
grantee, EcoHealth was required to have in place, “A requirement that the subrecipient permit
the pass-through entity and auditors to have access to the subrecipient's records and financial
statements as necessary for the pass-through entity to meet the requirements of this part.” 45
C.F.R. § 75.352(a)(5). For each of these reasons, NIH is justified in seeking the materials,
information, and a site visit specified in my letter of July 8, 2020.

In addition to objecting to NIH’s authority to seek the materials, information, and a site visit,
EcoHealth has responded that it lacks knowledge or information regarding the requests; that it is
not in possession, custody, or control of the specified items; and that it has no authority to grant
NIAID and the U.S. National Academy of Sciences access to WIV’s facility to conduct an
inspection. EcoHealth’s responses have not satisfied NIH’s concerns that EcoHealth had failed to
adequately monitor the compliance of its subrecipient, and that the subrecipient, WIV, had failed
to comply with safety requirements.

Notwithstanding this, NIH is providing an additional opportunity for EcoHealth to provide
information and documentation challenging these concerns of non-compliance. Accordingly, in
addition to reiterating our prior requests (1) through (6) per our letter of July &, 2020, NIH
requests the following information and materials, which must be complete and accurate:
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1. Provide copies of all EcoHealth Alliance — WIV subrecipient agreements as well as any
other documents and information describing how EcoHealth Alliance monitored WIV’s
compliance with the terms and conditions of award, including with respect to biosafety.

2. Describe EcoHealth’s efforts to evaluate WIV’s risk of noncompliance with Federal
statutes, regulations, and the terms and conditions of the subaward.

3. Provide copies of all WIV biosafety reports from June 1, 2014 through May 31, 2019.

During the ongoing period of suspension, NIH will continue to review the activities under this
award, taking into consideration information provided by EcoHealth Alliance, to further assess
whether EcoHealth Alliance and WIV complied with the terms and conditions of award,
including compliance with other terms and conditions of award that may be implicated. We
remind you that during the period of suspension, EcoHealth Alliance may not allow research
under this project to be conducted. Further, no funds from grant RO1AI110964 may be provided
to or expended by EcoHealth Alliance or any subrecipients; all such charges are unallowable. It
is EcoHealth Alliance’s responsibility as the recipient of this grant award to ensure that the terms
of this suspension are communicated to and understood by all subrecipients. EcoHealth Alliance
must provide adequate oversight to ensure compliance with the terms of the suspension. Any
noncompliance of the terms of this suspension must be immediately reported to NIH. EcoHealth
Alliance will receive a revised Notice of Award from NIAID indicating the continued suspension
of these research activities and funding restrictions as a specific condition of award.

Please note that this action does not preclude NIH from taking additional corrective or
enforcement actions pursuant to 45 C.F.R. Part 75, including, but not limited to, terminating the
grant award or disallowing costs. NIH may also take other remedies that may be legally available
if NIH discovers other violations of terms and conditions of award on the part of EcoHealth
Alliance or WIV.

Sincerely,
. Digitally signed by Michael 5, L -5
Michael §. Lauer -§ oo ss1sasss sicr
Michael S Lauer, MD

NIH Deputy Director for Extramural Research
Email:| - e

cC: Dr. Erik Stemmy (NIAID)
Ms. Emily Linde (NIAID)





