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May 27, 2025

Dr. Shannon Schechter
University Of California At San Francisco
Shannon.Schechter@ucsf.edu

Dear Dr. Shannon Schechter:

On March 21 2025, the National Institutes of Health (NIH) terminated your project entitled 
”Examining differential effects of state equality-promoting policies on harmful alcohol use 
among sexual and gender minority adults in the U.S.: an econometrics approach for causal 
inference” under grant F31AA030722-02 to the University of California at San Francisco.

NIH terminated the project on the grounds that the research activities do not align with the 
agency’s priorities. You have submitted an appeal requesting NIH to reconsider its award action. 
As such, NIH has conducted a careful assessment of your request for reconsideration of the 
determination, and have identified the following:

The program that supported this award was terminated because it is no longer aligned with 
NIH/HHS priorities. Consequently, awards made through this program can no longer be 
supported and the request for reinstatement cannot be granted. NIH encourages the awardee to 
submit a new application that aligns with NIH’s priorities under one of NIH’s active NOFOs.

We appreciate your patience while we reassessed this matter.  

Sincerely,

Matthew J. Memoli, M.D., M.S.
Principal Deputy Director, NIH
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April 7, 2025

Jenny Scanlin
Housing Authority of the City of Los Angeles
jenny.scanlin@hacla.org

Dear Jenny Scanlin:

Effective with the date of this letter, funding for Project Number OT2 OD035940-01 is hereby 
terminated pursuant to the terms of the Other Transactions (OT) award agreement. This letter 
constitutes a notice of termination.

NIH has determined that a termination is in the Government’s best interest, because this award no 
longer effectuates agency priorities. Research programs based primarily on artificial and non-
scientific categories, including amorphous equity objectives, are antithetical to the scientific 
inquiry, do nothing to expand our knowledge of living systems, provide low returns on investment, 
and ultimately do not enhance health, lengthen life, or reduce illness. Worse, so-called diversity, 
equity, and inclusion (“DEI”) studies are often used to support unlawful discrimination on the basis 
of race and other protected characteristics, which harms the health of Americans. It is the policy 
of NIH not to prioritize such research programs. Therefore, there is no modification of the project 
that would align with agency priorities.

Although NIH generally will suspend (rather than immediately terminate) awards and allow the 
recipient an opportunity to take appropriate corrective action before NIH makes a termination 
decision, no corrective action is possible here. To comply with the OT award conditions the 
Division of Other Transactions Management will set up an official meeting to discuss the orderly 
closeout of the OT project. 

Costs resulting from financial obligations incurred after termination are not allowable. Nothing in 
this notice excuses either NIH or you from complying with the closeout obligations imposed in 
the OT agreement. However, due to the immediate termination of this project, NIH may require a 
shortened timeframe to submit closeout reports. Details will be provided in the revised NOA issued 
by the Other Transactions Agreements Officer. 
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Administrative Appeal

Should you object to the termination, you may provide information and documentation challenging 
this action.  You must submit a request for such review to Acting Principal Deputy Director Dr. 
Memoli (matthew.memoli@nih.gov) no later than 30 days after the date of this letter. You may 
submit an extension request to Dr. Memoli and provide good cause as to why an extension of time 
should be granted. 

The request for review must include a copy of the adverse determination, must identify the issue(s) 
in dispute, and must contain a full statement of your position with respect to such issue(s) and the 
pertinent facts and reasons in support of your position. In addition to the required written 
statement, you shall provide copies of any documents supporting your claim.

Sincerely,

 

Esther L. Young 
Other Transactions Agreements Officer 

cc: 
OPERA Director 
Deputy Director for Extramural Research 
 

NIH_GRANTS_004254

Case 1:25-cv-10814-WGY     Document 131-12     Filed 06/11/25     Page 2 of 2



From: Bulls, Michelle (NIH/OD) [E]
To: Bulls, Michelle (NIH/OD) [E]
Subject: FW: Grant Termination Notification
Attachments: image002.png

 

 

Michelle G. Bulls
Director, Office of Policy for Extramural Research Administration, OER
National Institutes of Health
6705 Rockledge Drive, Room 803-C
Office: (301) 594-6739
Cell: (240) 550-1977
Email: michelle.bulls@nih.gov
 

From: Bulls, Michelle G. (NIH/OD) [E] 
Sent: Monday, March 24, 2025 3:52 PM
To: gavin.rynne@ucsf.edu
Subject: Grant Termination Notification
 

 
3/24/2025

Rynne, Gavin
University Of California, San Francisco
gavin.rynne@ucsf.edu
 
Dear Rynne, Gavin:
Effective with the date of this letter, funding for Project Number 1U19AI171110-01 is hereby
terminated pursuant to the Fiscal Year 2022 National Institutes of Health (“NIH”) Grants
Policy Statement,[1] and 2 C.F.R. § 200.340(a)(2). This letter constitutes a notice of
termination.[2]

The 2022 Policy Statement applies to your project because NIH approved your grant on
5/16/2022, and “obligations generally should be determined by reference to the law in effect
when the grants were made.”[3]

The 2022 Policy Statement “includes the terms and conditions of NIH grants and cooperative
agreements and is incorporated by reference in all NIH grant and cooperative agreement
awards.[4]” According to the Policy Statement, “NIH may … terminate the grant in whole or
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in part as outlined in 2 CFR Part 200.340.[5]” At the time your grant was issued, 2 C.F.R. §
200.340(a)(2) permitted termination “[b]y the Federal awarding agency or pass-through entity,
to the greatest extent authorized by law, if an award no longer effectuates the program goals or
agency priorities.”
The end of the pandemic provides cause to terminate COVID-related grant funds. These grant
funds were issued for a limited purpose: to ameliorate the effects of the pandemic. Now that
the pandemic is over, the grant funds are no longer necessary.
Although “NIH generally will suspend (rather than immediately terminate) a grant and allow
the recipient an opportunity to take appropriate corrective action before NIH makes a
termination decision,”[6] no corrective action is possible here. The premise of this award is
incompatible with agency priorities, and no modification of the project could align the project
with agency priorities.

Costs resulting from financial obligations incurred after termination are not allowable.[7]
Nothing in this notice excuses either NIH or you from complying with the closeout obligations
imposed by 2 C.F.R. §§ 75.381-75.390. NIH will provide any information required by the
Federal Funding Accountability and Transparency Act or the Office of Management and
Budget’s regulations to USAspending.gov.[8]

Administrative Appeal

You may object and provide information and documentation challenging this termination.[9]
NIH has established a first-level grant appeal procedure that must be exhausted before you
may file an appeal with the Departmental Appeals Board.[10]

You must submit a request for such review to Dr. Matt Memoli no later than 30 days after the
written notification of the determination is received, except that if you show good cause why
an extension of time should be granted, Dr. Memoli may grant an extension of time.[11]

The request for review must include a copy of the adverse determination, must identify the
issue(s) in dispute, and must contain a full statement of your position with respect to such
issue(s) and the pertinent facts and reasons in support of your position. In addition to the
required written statement, you shall provide copies of any documents supporting your
claim.[12]

 
Sincerely,

 
Michelle G. Bulls, on behalf of Emily Linde, Chief Grants Management Officer, NIAID
Director, Office of Policy for Extramural Research Administration
Office of Extramural Research
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[1] https://grants.nih.gov/grants/policy/nihgps/nihgps.pdf.
[2] 2 C.F.R. § 200.341(a); 45 C.F.R. § 75.373
[3] Bennett v. New Jersey, 470 U.S. 632, 638 (1985).
[4] NIH Grants Policy Statement at IIA-1.
[5] Id. at IIA-155.
[6] NIH Grants Policy Statement at IIA-156.
[7] See 2 C.F.R. § 200.343 (2024).
[8] 2 C.F.R. § 200.341(c); 45 C.F.R. § 75.373(c)
[9] See 45 C.F.R. § 75.374.
[10] See 42 C.F.R. Part 50, Subpart D
[11] 11 Id. § 50.406(a)
[12] 12 Id. § 50.406(b)
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 Department of Health and Human Services 
National Institutes of Health 
NATIONAL INSTITUTE OF ALLERGY AND INFECTIOUS DISEASES 

Notice of Award 
FAIN# U19AI171292 
Federal Award Date 

04/07/2025 

Recipient Information 
1. Recipient Name 

UNIVERSITY OF NORTH CAROLINA AT 
CHAPEL HILL 
104 AIRPORT DR STE 2200 
CHAPEL HILL, NC 27599 
 

2. Congressional District of Recipient 
04 

 
3. Payment System Identifier (ID) 

1566001393A1 
 

4. Employer Identification Number (EIN) 
566001393 
 

5. Data Universal Numbering System (DUNS) 
608195277 

 
6. Recipient’s Unique Entity Identifier 

D3LHU66KBLD5 
 

7. Project Director or Principal Investigator 
Ralph S Baric, PHD (Contact) 
Professor 
rbaric@email.unc.edu 
919-966-3895 

 
8. Authorized Official 

Alexie Mina 
 
 

 
 
Federal Agency Information 
9. Awarding Agency Contact Information 

Jordan A. Kindbom 
Grants Management Specialist 
NATIONAL INSTITUTE OF ALLERGY AND 
INFECTIOUS DISEASES 
jordan.kindbom@nih.gov 
240-669-2983 

10. Program Official Contact Information 
FAYNA C Diaz San Segundo 
Program Official 
NATIONAL INSTITUTE OF ALLERGY AND 
INFECTIOUS DISEASES 
fayna.diazsansegundo@nih.gov 
(240) 669-2721 

 Federal Award Information 

 
11. Award Number 

1U19AI171292-01 
 

12. Unique Federal Award Identification Number (FAIN) 
U19AI171292 

 
13. Statutory Authority 

42 USC 241 31 USC 6305  42 CFR 52 
 

14. Federal Award Project Title 
RAPIDLY EMERGING ANTIVIRAL DRUG DEVELOPMENT INITIATIVE- AViDD CENTER 
(READDI-AC) 

 
15. Assistance Listing Number 

93.855 
 

16. Assistance Listing Program Title 
Allergy and Infectious Diseases Research 

 
17. Award Action Type 

New Competing (REVISED) 
 

18. Is the Award R&D? 
Yes 
 

Summary Federal Award Financial Information 
19. Budget Period Start Date 05/16/2022 – End Date 04/30/2025 
20. Total Amount of Federal Funds Obligated by this Action  $0 

20 a.  Direct Cost Amount $0 
20 b.  Indirect Cost Amount $0 

21. Authorized Carryover  
22. Offset  
23. Total Amount of Federal Funds Obligated this budget period $65,483,194 
24. Total Approved Cost Sharing or Matching, where applicable $0 
25. Total Federal and Non-Federal Approved this Budget Period $65,483,194 

--------------------------------------------------------------------------------------------------------- 
26. Project Period Start Date 05/16/2022 – End Date 04/30/2025 
27. Total Amount of the Federal Award including Approved Cost 

Sharing or Matching this Project Period 
$65,483,194 

 
28. Authorized Treatment of Program Income 

Additional Costs 
 

29. Grants Management Officer - Signature 
Emily  Linde 

30. Remarks 
Acceptance of this award, including the "Terms and Conditions," is acknowledged by the recipient when funds are drawn down or 
otherwise requested from the grant payment system. 
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  Notice of Award   
RESEARCH PROJECT COOPERATIVE AGREEMENT  
Department of Health and Human Services 

 

 
National Institutes of Health 

 

 

  NATIONAL INSTITUTE OF ALLERGY AND INFECTIOUS DISEASES   
 

   SECTION I – AWARD DATA – 1U19AI171292-01 REVISED 
 

 
 
Principal Investigator(s):   
Ralph S Baric (contact), PHD 
Timothy  Willson, PHD 
 
Award e-mailed to: SponsoredPrograms@unc.edu 
 
Dear Authorized Official: 
 
The National Institutes of Health hereby revises this award  (see “Award Calculation” in Section I and “Terms 
and Conditions” in Section III) to UNIV OF NORTH CAROLINA CHAPEL HILL in support of the above 
referenced project.  This award is pursuant to the authority of 42 USC 241 31 USC 6305  42 CFR 52  and is 
subject to the requirements of this statute and regulation and of other referenced, incorporated or attached 
terms and conditions. 
 
Acceptance of this award, including the "Terms and Conditions," is acknowledged by the recipient when 
funds are drawn down or otherwise requested from the grant payment system. 
 
Each publication, press release, or other document about research supported by an NIH award  must include 
an acknowledgment of NIH award support and a disclaimer such as “Research reported in this publication 
was supported by the National Institute Of Allergy And Infectious Diseases of the National Institutes of 
Health under Award Number U19AI171292. The content is solely the responsibility of the authors and does 
not necessarily represent the official views of   the National Institutes of Health.” Prior to issuing a press 
release concerning the outcome of this research, please notify the NIH awarding IC in advance to allow for 
coordination. 
 
Award recipients must promote objectivity in research by establishing standards that provide a reasonable 
expectation that the design, conduct and reporting of research funded under NIH awards will be free from 
bias resulting from an Investigator’s Financial Conflict of Interest (FCOI), in accordance with the 2011 
revised regulation at 42 CFR Part 50 Subpart F.   The Institution shall submit all FCOI reports to the NIH 
through the eRA Commons FCOI Module. The regulation does not apply to Phase I Small Business 
Innovative Research (SBIR) and Small Business Technology Transfer (STTR) awards. Consult the NIH 
website http://grants.nih.gov/grants/policy/coi/ for a link to the regulation and additional important 
information. 
 
If you have any questions about this award, please direct questions to the Federal Agency contacts. 
 
Sincerely yours, 
 
 
 
 
Emily  Linde 
Grants Management Officer 
NATIONAL INSTITUTE OF ALLERGY AND INFECTIOUS DISEASES 
 
Additional information follows 
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Cumulative Award Calculations for this Budget Period (U.S. Dollars) 
Salaries and Wages          $8,464,134 
Fringe Benefits          $2,446,845 
Personnel Costs (Subtotal)          $10,910,979 
Consultant Services          $64,500 
Materials & Supplies          $2,845,501 
Travel          $573,189 
Other          $6,125,525 
Subawards/Consortium/Contractual Costs          $33,069,143 
Publication Costs          $123,000 
Tuition Remission          $37,947 
  
Federal Direct Costs $53,749,784 
Federal F&A Costs $11,733,410 
Approved Budget $65,483,194 
Total Amount of Federal Funds Authorized (Federal Share) $65,483,194 
TOTAL FEDERAL AWARD AMOUNT $65,483,194 
 
AMOUNT OF THIS ACTION (FEDERAL SHARE) $0 
  
 

SUMMARY TOTALS FOR ALL YEARS (for this Document Number) 
YR THIS AWARD CUMULATIVE TOTALS  
1 $65,483,194 $65,483,194 

 
Fiscal Information: 
Payment System Identifier: 1566001393A1 
Document Number: UAI171292AC6 
PMS Account Type: P (Subaccount) 
Fiscal Year: 2022 

 
IC CAN 2022 
AI 8051125 $65,483,194 
 
 
 
NIH Administrative Data: 
PCC: M65C / OC: 41026 / Released:  04/07/2025 
Award Processed: 04/08/2025 12:02:46 AM 
 

  SECTION II – PAYMENT/HOTLINE INFORMATION – 1U19AI171292-01  REVISED 
 
For payment and HHS Office of Inspector General Hotline information, see the NIH Home Page at 
http://grants.nih.gov/grants/policy/awardconditions.htm 
 

  SECTION III – STANDARD TERMS AND CONDITIONS – 1U19AI171292-01  REVISED 
 
This award is based on the application submitted to, and as approved by, NIH on the above-titled project and 
is subject to the terms and conditions incorporated either directly or by reference in the following: 
  
 a.  The grant program legislation and program regulation cited in this Notice of Award. 
 b.  Conditions on activities and expenditure of funds in other statutory requirements, such as 

those included in appropriations acts. 
 c.  45 CFR Part 75. 
 d. National Policy Requirements and all other requirements described in the NIH Grants Policy 

Statement, including addenda in effect as of the beginning date of the budget period. 
 e. Federal Award Performance Goals: As required by the periodic report in the RPPR or in the final 

progress report when applicable. 
 f. This award notice, INCLUDING THE TERMS AND CONDITIONS CITED BELOW. 
  
(See NIH Home Page at http://grants.nih.gov/grants/policy/awardconditions.htm for certain 
references cited above.) 
 
Research and Development (R&D):  All awards issued by the National Institutes of Health (NIH) meet the 
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definition of “Research and Development” at 45 CFR Part§ 75.2. As such, auditees should identify NIH 
awards as part of the R&D cluster on the Schedule of Expenditures of Federal Awards (SEFA). The auditor 
should test NIH awards for compliance as instructed in Part V, Clusters of Programs. NIH recognizes that 
some awards may have another classification for purposes of indirect costs. The auditor is not required to 
report the disconnect (i.e., the award is classified as R&D for Federal Audit Requirement purposes but non-
research for indirect cost rate purposes), unless the auditee is charging indirect costs at a rate other than 
the rate(s) specified in the award document(s).  
 
  
This institution is a signatory to the Federal Demonstration Partnership (FDP) Phase VII Agreement which 
requires active institutional participation in new or ongoing FDP demonstrations and pilots. 
 
Carry over of an unobligated balance into the next budget period requires Grants Management Officer prior 
approval. 
 
MULTI-YEAR FUNDED AWARD:  This is a multi-year funded award.  A progress report is due annually on or 
before the anniversary of the budget/project period start date of the award, in accord with the instructions 
posted at:  http://grants.nih.gov/grants/policy/myf.htm. 
 
This award is subject to the requirements of 2 CFR Part 25 for institutions to obtain a unique entity identifier 
(UEI) and maintain an active registration in the System for Award Management (SAM).  Should a 
consortium/subaward be issued under this award, a UEI requirement must be included.   See 
http://grants.nih.gov/grants/policy/awardconditions.htm for the full NIH award term implementing this 
requirement and other additional information. 
 
This award has been assigned the Federal Award Identification Number (FAIN) U19AI171292. Recipients 
must document the assigned FAIN on each consortium/subaward issued under this award. 
 
Based on the project period start date of this project, this award is likely subject to the Transparency Act 
subaward and executive compensation reporting requirement of 2 CFR Part 170. There are conditions that 
may exclude this award; see http://grants.nih.gov/grants/policy/awardconditions.htm for additional award 
applicability information. 
 
In accordance with P.L. 110-161, compliance with the NIH Public Access Policy is now mandatory. For more 
information, see NOT-OD-08-033 and the Public Access website: http://publicaccess.nih.gov/. 
 
 
 This award represents the final year of the competitive segment for this grant. See the NIH Grants Policy 
Statement Section 8.6 Closeout for complete closeout requirements at: 
http://grants.nih.gov/grants/policy/policy.htm#gps. 
 
A final expenditure Federal Financial Report (FFR) (SF 425) must be submitted through the Payment 
Management System (PMS) within 120 days of the period of performance end date; see the NIH Grants 
Policy Statement Section 8.6.1 Financial Reports, http://grants.nih.gov/grants/policy/policy.htm#gps, for 
additional information on this submission requirement. The final FFR must indicate the exact balance of 
unobligated funds and may not reflect any unliquidated obligations. There must be no discrepancies 
between the final FFR expenditure data and the real-time cash drawdown data in PMS. NIH will close the 
awards using the last recorded cash drawdown level in PMS for awards that do not require a final FFR on 
expenditures.  It is important to note that for financial closeout, if a grantee fails to submit a required final 
expenditure FFR, NIH will close the grant using the last recorded cash drawdown level. 
 
A Final Invention Statement and Certification form (HHS 568), (not applicable to training, construction, 
conference or cancer education grants) must be submitted within 120 days of the expiration date. The HHS 
568 form may be downloaded at: http://grants.nih.gov/grants/forms.htm.  This paragraph does not apply to 
Training grants, Fellowships, and certain other programs—i.e., activity codes C06, D42, D43, D71, DP7, G07, 
G08, G11, K12, K16, K30, P09, P40, P41, P51, R13, R25, R28, R30, R90, RL5, RL9, S10, S14, S15, U13, U14, U41, 
U42, U45, UC6, UC7, UR2, X01, X02.  
 
Unless an application for competitive renewal is submitted, a Final Research Performance Progress Report 
(Final RPPR) must also be submitted within 120 days of the period of performance end date. If a competitive 
renewal application is submitted prior to that date, then an Interim RPPR must be submitted by that date as 
well. Instructions for preparing an Interim or Final RPPR are at:  
https://grants.nih.gov/grants/rppr/rppr_instruction_guide.pdf. Any other specific requirements set forth in 
the terms and conditions of the award must also be addressed in the Interim or Final RPPR. Note that data 
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reported within Section I of the Interim and Final RPPR forms will be made public and should be written for a 
lay person audience.   
 
NIH requires electronic submission of the final invention statement through the Closeout feature in the 
Commons. 
 
NOTE:  If this is the final year of a competitive segment due to the transfer of the grant to another institution, 
then a Final RPPR is not required.  However, a final expenditure FFR is required and must be submitted 
electronically as noted above.  If not already submitted, the Final Invention Statement is required and should 
be sent directly to the assigned Grants Management Specialist.  
 
 
Recipients must administer the project in compliance with federal civil rights laws that prohibit 
discrimination on the basis of race, color, national origin, disability, age, and comply with applicable 
conscience protections. The recipient will comply with applicable laws that prohibit discrimination on the 
basis of sex, which includes discrimination on the basis of gender identity, sexual orientation, and 
pregnancy. Compliance with these laws requires taking reasonable steps to provide meaningful access to 
persons with limited English proficiency and providing programs that are accessible to and usable by 
persons with disabilities. The HHS Office for Civil Rights provides guidance on complying with civil rights 
laws enforced by HHS. See https://www.hhs.gov/civil-rights/for-providers/provider-obligations/index.html 
and https://www.hhs.gov/.  
 

· Recipients of FFA must ensure that their programs are accessible to persons with limited English 
proficiency. For guidance on meeting the legal obligation to take reasonable steps to ensure 
meaningful access to programs or activities by limited English proficient individuals, 
see https://www.hhs.gov/civil-rights/for-individuals/special-topics/limited-english-proficiency/fact-
sheet-guidance/index.html and https://www.lep.gov.  

· For information on an institution’s specific legal obligations for serving qualified individuals with 
disabilities, including providing program access, reasonable modifications, and to provide effective 
communication, see http://www.hhs.gov/ocr/civilrights/understanding/disability/index.html.  

· HHS funded health and education programs must be administered in an environment free of sexual 
harassment; see https://www.hhs.gov/civil-rights/for-individuals/sex-discrimination/index.html. 
For information about NIH's commitment to supporting a safe and respectful work environment, 
who to contact with questions or concerns, and what NIH's expectations are for institutions and the 
individuals supported on NIH-funded awards, please see  
https://grants.nih.gov/grants/policy/harassment.htm.  

· For guidance on administering programs in compliance with applicable federal religious 
nondiscrimination laws and applicable federal conscience protection and associated anti-
discrimination laws, see https://www.hhs.gov/conscience/conscience-protections/index.html and 
https://www.hhs.gov/conscience/religious-freedom/index.html.  

  
In accordance with the regulatory requirements provided at 45 CFR 75.113 and Appendix XII to 45 CFR Part 
75, recipients that have currently active Federal grants, cooperative agreements, and procurement contracts 
with cumulative total value greater than $10,000,000 must report and maintain information in the System for 
Award Management (SAM) about civil, criminal, and administrative proceedings in connection with the 
award or performance of a Federal award that reached final disposition within the most recent five-year 
period.  The recipient must also make semiannual disclosures regarding such proceedings. Proceedings 
information will be made publicly available in the designated integrity and performance system (currently 
the Federal Awardee Performance and Integrity Information System (FAPIIS)). Full reporting requirements 
and procedures are found in Appendix XII to 45 CFR Part 75. This term does not apply to NIH fellowships. 
 
 
Treatment of Program Income: 
Additional Costs 
 

  SECTION IV –  AI SPECIFIC AWARD CONDITIONS – 1U19AI171292-01  REVISED 
 
 
Clinical Trial Indicator: No 
This award does not support any NIH-defined Clinical Trials. See the NIH Grants Policy Statement Section 1.2 
for NIH definition of Clinical Trial. 

 
REVISED AWARD:  
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In compliance with the Temporary Restraining Order issued on April 3, 2025, in the United States District 
Court for the District of Rhode Island, Notices of Award (NOAs) issued on or after March 24, 2025, that 
instructed termination of certain COVID-19 funding and ceasing of activities under this award for reasons 
related to the end of the COVID-19 pandemic are officially rescinded.  Activities and funding under this 
award are no longer terminated through April 17, 2025, or the Court rules on the Plaintiffs’ motion for a 
preliminary injunction whichever comes first.  Accordingly, award activities may continue consistent with the 
existing terms and conditions of the award, including applicable regulations. 
  
Therefore, effective with the date of this revised Notice of Award, funding for Project Number 
1U19AI171292-01 is hereby fully reinstated; therefore, the termination letter dated March 24, 2025, is 
rescinded. Funds made available to The University of North Carolina Chapel Hill used to support RAPIDLY 
EMERGING ANTIVIRAL DRUG DEVELOPMENT INITIATIVE- AViDD CENTER (READDI-AC) are no longer 
restricted and are available for use in accordance with the terms and conditions of the award. 
  
****** 
The National Institutes of Health (NIH) is conducting a compliance review of awards to 
the University of North Carolina Chapel Hill with Dr. Ralph Baric as Principal Investigator 
(PI) or any senior key capacity. To protect NIH’s interests during this review, costs for 
salary, fringe benefits, and associated Facilities & Administration for Dr. Baric are hereby 
restricted, effective immediately, while NIH conducts its compliance review.  
  
The University of North Carolina Chapel Hill is prohibited from requesting funds to 
support grants with Dr. Baric as the PI or any senior key capacity from the HHS Payment 
Management System and no obligations may be made for the benefit of Dr. Baric until 
such time that the recipient has received a letter from NIH removing the restriction. 
Failure to comply with this term may result in further actions that may affect future 
funding per NIH GPS 8.5.2 Remedies for Noncompliance or Enforcement Actions: 
Suspension, Termination, and Withholding of Support.  
  
Supersedes previous Notice of Award dated 03/25/2025.  All other terms and conditions still apply to this 
award. 
  
***** 
  
REVISED AWARD: This award is revised to update the terms and conditions of the award that have been 
accepted by the recipient on 10/26/2023.  
  
No funds provided by this award may be used to support research reasonably anticipated to create, transfer, 
or use an enhanced potential pandemic pathogen per the Department of Health and Human Services (HHS) 
Framework for Guiding Funding Decisions about Proposed Research Involving Enhanced Potential 
Pandemic Pathogens (HHS P3CO Framework). Detailed descriptions of all proposed experiments that are 
determined to or may be reasonably anticipated to meet this scope, must be submitted to NIAID for review 
and approval prior to any work commencing. Any work that is conducted without prior approval could result 
in improper payments of such work that is charged to the project. If NIAID determines that HHS review of 
the proposed studies is required, NIAID may request additional information for inclusion in materials, 
including but not limited to, supporting evidence for the anticipated phenotypic characteristics of each 
resulting pathogen, for submission to HHS. 
  
The following studies have been approved by NIAID: 

· Studies, including resistance studies, involving the creation, use, or transfer of SARS-CoV-2 viruses 
that use the 3678 SARS-CoV-2 or double ORF-deficient ( 3a/ 6, 3a/ 7a, and 3a/ 7b) SARS-
CoV-2 viruses as a backbone. Any work with an attenuated virus different from those identified 
above requires prior approval from NIAID, and may require HHS review. 

· Use or transfer of naturally-occurring clinical isolates of circulating viruses. 

  
The following studies, when conducted using strains other than the 3678 SARS-CoV-2 or double ORF-
deficient ( 3a/ 6, 3a/ 7a, and 3a/ 7b) SARS-CoV-2 viruses as backbones, meet the scope of the HHS 
P3CO Framework, require review by HHS, and no funds from this award may be used to support this 
research: 
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· Studies involving the creation, use, or transfer of viruses, that are resistant to approved or 
authorized drugs, or components thereof, including, but not limited to, PaxlovidTM/nirmatrelvir, 
LageviroTM/molnupiravir, and VekluryTM/remdesivir. 

Studies with candidate compounds that bind to the same active site and/or have similar chemical structure 
to approved or authorized drugs, or components thereof, including but not limited to PaxlovidTM/nirmatrelvir, 
LageviroTM/molnupiravir, and VekluryTM/remdesivir, that may generate viruses, that are resistant to 
approved or authorized drugs, or components thereof. 
  
~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ 
  
The currently proposed research funded under this award is not reasonably anticipated to create, transfer, or 
use an enhanced potential pandemic pathogen. However, should research conducted under this award have 
unanticipated outcomes potentially falling within this scope, the recipient must stop work immediately on 
the day the potential unanticipated outcome(s) are observed. On that same day, the institution must notify 
the NIAID Program Officer, Grants Management Specialist, and appropriate institutional biosafety 
committee. After review of the unanticipated outcomes, NIAID will communicate to the institution what, if 
any, actions should be taken with respect to the virus and research-related virus containing materials. NIAID 
funds cannot be used to resume these experiments unless a revised Notice of Award (NOA) with the 
approval has been received. Examples of unanticipated outcomes that would meet this scope include: 
  
In vitro Studies 

· If applicable - Experiments that result in a virus that has increased infectivity as assessed by 
assays in cell culture when compared to a parental strain in the presence or absence of an 
approved or authorized drug. Evidence of increased infectivity can include but is not limited to, a 
one (1) log decrease in the multiplicity of infection (m.o.i) required to observe clear cytopathic 
effect, a 50% increase in cell syncytia formation, and/or changes in cell morphology not observed 
with the parental virus, such as rounding, detaching, and/or clumping of adherent cells.  

  
In vivo Studies 
If applicable - Experiments involving vertebrate animals infected with a modified/mutated virus (e.g., viruses 
generated during the course of deep mutational scanning studies or viruses with resistance to a therapeutic 
candidate in development) that display unanticipated increases in disease severity (e.g., weight loss, viral 
titer, disease progression, or mortality) and/or transmissibility when compared to parental strains in the 
presence or absence of an approved or authorized drug. 
  
~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ 
  
The recipient is strongly encouraged to submit to the NIAID Program Officer all materials to be published or 
publicly disseminated, and to inform the NIAID Program Officer about the deposition of genomic data in 
publicly available databases, resulting from this award at least 10 business days prior to submission or 
public dissemination.  The acknowledgement section should state the specific research studies that were 
supported by this award. 
  
Supersedes previous Notice of Award dated 05/17/2022.  All other terms and conditions still apply to this 
award. 
  
~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ 
  
REVISED AWARD:  
  
TRANSITION APPLICATION: Continuation of the program is dependent upon funds 
availability.  If funds are available, to be considered for additional funding after the end of 
the current project period, the recipient must submit a Non-competing Continuation 
Progress Report.  Recipients must follow the instructions for the PHS 2590 
found  at https://grants.nih.gov/grants/funding/2590/2590.htm  to complete the form.  All 
applicable sections must be completed. 
  
The continuation application package is due 03/15/2025 and should be sent via email to 
the NIAID GMP Inbox at niaidgmpinbox@mail.nih.gov and 
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jordan.kindbom@nih.gov.   When submitting the continuation application package 
please include “AViDD Application” in the subject line of the email and copy the 
program official identified on the Notice of Award.   
  
Funding for the continuation application will be contingent upon 1) availability of funds 2) 
assessment of the progress report and determination if the goals were achieved, and 3) 
review and approval of other documents necessary for continuation.  If the extension 
request is not approved, the awardee will be advised of the decision in writing. 
  
CHANGE IN CARRYOVER: 
  
Due to Future year commitments being removed from this grant and awarded in 
a separate supplement under a different document number, the Carryover Authority for 
this award has been removed 
  
Supersedes previous Notice of Award dated 05/17/2022.  All other terms and conditions still apply to this award. 
  
~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ 
  
This award provides funds to prevent, prepare for, and respond to coronavirus, 
domestically or internationally.  These funds are restricted for the emergency response 
to COVID-19 only and may not be rebudgeted or used for any other purpose without 
NIAID prior approval. 
  
~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ 
  
This Notice of Award (NoA) includes funds for UNIVERSITY OF TORONTO / CANADA in the 
amount of $3,829,908.  
  
This Notice of Award (NoA) includes funds for DIAMOND LIGHT SOURCE LTD / UNITED 
KINGDOM in the amount of $486,000.  
  
This Notice of Award (NoA) includes funds for SICHTING VU / NETHERLANDS in the amount of 
$522,558.  
  
This Notice of Award (NoA) includes funds for DUKE UNIVERSITY in the amount of $1,779,603.  
  
This Notice of Award (NoA) includes funds for MCGILL UNIVERSITY / CANADA in the amount of 
$324,000.  
  
This Notice of Award (NoA) includes funds for Rutgers, The State University of New Jersey in the 
amount of $1,150,224.  
  
This Notice of Award (NoA) includes funds for UNIVERSITY OF ALBERTA / CANADA in the 
amount of $1,539,000.  
  
This Notice of Award (NoA) includes funds for The Board of Regents of the University of 
Wisconsin System in the amount of $5,408,724.  
  
This Notice of Award (NoA) includes funds for UNIVERSITY COLLEGE LONDON / UNITED 
KINGDOM in the amount of $2,656,800.  
  
This Notice of Award (NoA) includes funds for The Vanderbilt University in the amount of 
$1,902,000.  
  
This Notice of Award (NoA) includes funds for University of Pennsylvania in the amount of 
$2,193,750.  
  
This Notice of Award (NoA) includes funds for Vanderbilt University Medical Center in the amount 
of $2,084,190.  
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This Notice of Award (NoA) includes funds for University of Maryland Baltimore College in the 
amount of $2,128,428.  
  
This Notice of Award (NoA) includes funds for Oregon Health & Science University in the amount of 
$2,772,000.  
  
This Notice of Award (NoA) includes funds for Janssen Pharmaceutica NV / BELGIUM in the amount 
of $1,797,969.  
  
This Notice of Award (NoA) includes funds for University of Colorado Denver in the amount of 
$1,309,847.  
  
This Notice of Award (NoA) includes funds for The University of Tennessee Health Science Center in 
the amount of $1,184,142.  
  
~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ 
  
This award is issued as a Cooperative Agreement, a financial assistance mechanism in which 
substantial NIH scientific and/or programmatic involvement is anticipated in the performance of the 
activity.  This award is subject to the Terms and Conditions of Award set forth in Section VI:  Award 
Administrative Information of RFA AI-21-050, which are hereby incorporated by reference as special 
terms and conditions of award. 
  
The RFA may be accessed at: http://grants.nih.gov/grants/guide/index.html 
  
~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ 
  
Research conducted at the following site(s) must be reported in the Research Performance 
Progress Report (RPPR), Section G.9 (Foreign component): 

· Janssen Global Public Healh Division of Janssen Pharmaceutticals / BELGIUM 
· UNIVERSITY OF TORONTO / CANADA 
· MCGILL UNIVERSITY / CANADA 
· UNIVERSITY OF ALBERTA / CANADA 
· Sichting VU / NETHERLANDS 
· UNIVERSITY COLLEGE LONDON / UNITED KINGDOM 
· DIAMON LIGHT SOURCE LTD / UNITED KINGDOM 

~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ 
  
Prior approval is required for the absence, replacement, or substantial reduction in effort for the 
Program Director/Principal Investigator and the following individuals: 

· Kenneth Hugh Pearce 
· Cameron Craig 
· Timothy Shehan 
· Mark Heise 

~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ 
  
NIAID has determined that the research proposed in this award  may involve one or more of the 
agents and toxins listed in the United States Government Policy for Oversight of Life Sciences 
Dual Use Research of Concern (http://www.phe.gov/s3/dualuse/Documents/us-policy-durc-
032812.pdf).  As such the recipient must comply with the provisions defined in the United States 
Government Policy for Institutional Oversight of Life Sciences Dual Use Research of Concern (Institutional 
DURC Policy) (http://www.phe.gov/s3/dualuse/Documents/durc-policy.pdf). 
  
Recipient is required to perform the following:   

  

1. Within 30 calendar days of the date of this award, the Institutional Review Entity (IRE) 
must review the Program Director/Principal Investigator (PD/PI)’s assessment of whether 
the research produces, aims to produce, or is reasonably anticipated to produce one or 

NIH_GRANTS_004266

Case 1:25-cv-10814-WGY     Document 131-14     Filed 06/11/25     Page 9 of 12



                                                                          

  Page 10 of 12  
  Version: 25 - 2/15/2024 9:51 AM | Generated on: 4/8/2025 12:02 AM                      

    

more of the effects listed in Section 6.2.2 of the Institutional DURC policy referenced 
above. 

a. If the IRE determines that the research in question does not involve one or more 
of the categories of experiments detailed in Section 6.2.2 of the Institutional 
DURC Policy referenced above, the research is not subject to additional review 
or oversight but must continue to be assessed by the PI as per Section 7.1.A. of 
the Institutional DURC policy referenced above.  

b. Notify the NIH within 10 calendar days of the institution’s determination if the IRE 
determines that the research in question involves one or more of the categories 
of experiments detailed in Section 6.2.2 of the Institutional DURC Policy 
referenced above, regardless of the final DURC determination. This initial 
notification should include the following information: grant number related to the 
research; name(s) of PI(s); name(s) of the agent(s) listed in Section 6.2.1 of the 
Institutional DURC Policy referenced above; and description of why the research 
is deemed to produce one or more of the experimental effects listed in Section 
6.2.2 of the Institutional DURC Policy referenced above.  For research that is 
determined by the IRE to meet the definition of DURC, the notification should 
also include the name of the investigator (if different from the PI) responsible for 
the performance of the DURC and a description of the IRE’s basis for its DURC 
determination. 

2. If the IRE determines that the research in question is DURC:  
a. Provide the NIH, for review and approval, with a draft risk mitigation plan(s) 

(developed as per Section 7.2.B.v of the Institutional DURC Policy referenced 
above) within 90 calendar days of the IRE’s determination that the research is 
DURC. 

b. Research that has been determined to be DURC must be conducted in 
accordance with the approved risk mitigation plan(s). 

c. The IRE must review the risk mitigation plan(s) at least annually and notify the 
NIH of any modifications within 30 calendar days of IRE review. Any changes to 
the risk mitigation plan must be reviewed and approved by the NIH. 

3. Notify the NIH within 30 calendar days of any change in the DURC status, including 
whether the research is determined by the IRE to no longer meet the definition of DURC. 

4. Report to NIH within 30 calendar days instances of noncompliance, as well as measures 
undertaken by the institution to prevent recurrences of similar noncompliance, with the 
Institutional DURC Policy and approved risk mitigation plan(s). 

  
Submit to the NIAID Program Officer all materials to be published resulting from this grant at least 
10 business days prior to submission. 
  
For assistance in implementing and complying with the Institutional DURC policy, please see the 
DURC Companion Guide, entitled “Tools for the Identification, Assessment, Management, and 
Responsible Communication of Dual Use Research of Concern” 
(http://www.phe.gov/s3/dualuse/Documents/durc-companion-guide.pdf).  This document was developed to 
assist institutions, investigators, and IREs in the development of policies and practices for the effective 
oversight of DURC and in the execution of some of the required steps for institutional review and oversight 
including the development of risk mitigation plans. 
  
The level of support of this grant award may be adjusted upon completion of all DURC 
assessments of the proposed research and the NIH-approved Risk Mitigation Plan.  Failure to 
comply with the term and condition of award may result in an enforcement action as outlined in 
the NIH Grants Policy Statement 8.5, “Special Award Conditions and Enforcement Actions.” 
  
~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ 
  
Recipients conducting research involving Select Agents (see 42 CFR 73 for the relevant human 
Select Agents and Toxins; and 7 CFR 331 and 9 CFR 121 for the relevant animal and plant 
Select Agents and Toxins at  https://www.selectagents.gov/regulations/) must complete registration 
with CDC (or APHIS, depending on the agent) before using NIH funds. No funds can be used for 
research involving Select Agents if the final registration certificate is denied. 
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Prior to conducting a restricted experiment with a Select Agent or Toxin, recipients must notify the 
NIAID and must request and receive approval from CDC or APHIS. 
  
Be advised that the recipient is responsible for having its subrecipients comply with the 
requirements pertaining to the use of Select Agents and/or Highly Pathogenic Agents. 
  
~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ 
  
Highly Pathogenic Agents:    
NIAID defines a Highly Pathogenic Agent as an infectious Agent or Toxin that may warrant a 
biocontainment safety level of BSL3 or higher according to the current edition of the CDC/NIH 
Biosafety in Microbiological and Biomedical Laboratories (BMBL) 
(https://www.cdc.gov/labs/BMBL.html). Research funded under this grant must adhere to the 
BMBL, including using the BMBL-recommended biocontainment level at a minimum. If the 
Institutional Biosafety Committee (IBC) (or equivalent body) or designated institutional biosafety 
official recommends a higher biocontainment level, the higher recommended containment level 
must be used. 
When submitting future Progress Reports indicate at the beginning of the report: 
  

If no research with a Select Agent (see 42 CFR 73 for the relevant human Select Agents 
and Toxins; and 7 CFR 331 and 9 CFR 121 for the relevant animal and plant Select 
Agents and Toxins at https://www.selectagents.gov/regulations/ and 
https://www.selectagents.gov/sat/list.htm) and/or has been performed or is planned to 
be performed under this grant. 

  
If the IBC or equivalent body or official has determined, for example, by conducting a risk 
assessment, that the work being planned or performed under this grant may be 
conducted at a biocontainment safety level that is lower than BSL3. 

  
If the work involves Select Agents and/or Highly Pathogenic Agents, also address the 
following points: 
  

Any NIAID pre-approved changes in the use of the Select Agents and/or Highly 
Pathogenic Agents including its restricted experiments that have resulted in a 
change in the required biocontainment level, and any resultant change in 
location, if applicable, as determined by the IBC or equivalent body or official. 
  
If work with a new or additional Select Agents and/or Highly Pathogenic Agents is 
proposed in the upcoming project period, provide: 

  

o A list of the new and/or additional Agent(s) that will be studied; 
o A description of the work that will be done with the Agent(s), and whether or not the work 

is a restricted experiment; 
o The title and location for each biocontainment resource/facility, including the name of the 

organization that operates the facility, and the biocontainment level at which the work will 
be conducted, with documentation of approval by the IBC or equivalent body or official. It 
is important to note if the work is being done in a new location; 

o Any biosafety incidents that occurred and were reported to NIH/NIAID. 

 
     
     
 
SPREADSHEET SUMMARY 
AWARD NUMBER: 1U19AI171292-01 REVISED 
 
INSTITUTION: UNIV OF NORTH CAROLINA CHAPEL HILL 
 
Budget Year 1 
Salaries and Wages $8,464,134 
Fringe Benefits $2,446,845 
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Personnel Costs (Subtotal) $10,910,979 
Consultant Services $64,500 
Materials & Supplies $2,845,501 
Travel $573,189 
Other $6,125,525 
Subawards/Consortium/Contractual Costs $33,069,143 
Publication Costs $123,000 
Tuition Remission $37,947 
TOTAL FEDERAL DC $53,749,784 
TOTAL FEDERAL F&A $11,733,410 
TOTAL COST $65,483,194 
 
 
Facilities and Administrative Costs Year 1 
F&A Cost Rate 1 55.5% 
F&A Cost Base 1 $7,370,036 
F&A Costs 1 $4,090,370 
F&A Cost Rate 2 55.5% 
F&A Cost Base 2 $6,885,621 
F&A Costs 2 $3,821,520 
F&A Cost Rate 3 55.5% 
F&A Cost Base 3 $6,885,621 
F&A Costs 3 $3,821,520 
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May 28, 2025

Dr. Alene Denson
University of Massachusetts System--University of Massachusetts at Amherst
opam@umass.edu

Dear Dr. Alene Denson:

On April 2, 2025, the National Institutes of Health (NIH) terminated your project entitled 
“Peroxisomal quality control mechanisms” under grant R00GM146026-03 to the University of 
Massachusetts System--University of Massachusetts at Amherst.

NIH terminated the project on the grounds that the research activities do not align with the 
agency’s priorities. You have submitted an appeal requesting NIH to reconsider its award action. 
As such, NIH has conducted a careful assessment of your request for reconsideration of the 
determination, and have identified the following:

The program that supported this award was terminated because it is no longer aligned with 
NIH/HHS priorities. Consequently, awards made through this program can no longer be 
supported and the request for reinstatement cannot be granted. NIH encourages the awardee to 
submit a new application that aligns with NIH’s priorities under one of NIH’s active NOFOs.

We appreciate your patience while we reassessed this matter.  

Sincerely,

Matthew J. Memoli, M.D., M.S.
Principal Deputy Director, NIH
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