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UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF MASSACHUSETTS

Plaintiffs,

Defendants.

DECLARATION OF DOROTA A. GREJNER-BRZEZINSKA
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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# R01AI158463 
Federal Award Date 

03/25/2025 

Recipient Information 
1. Recipient Name 

UNIVERSITY OF WISCONSIN SYSTEM 
21 N PARK ST STE 6301 
MADISON, WI 53715 
 

2. Congressional District of Recipient 
02 

 
3. Payment System Identifier (ID) 

1396006492A1 
 

4. Employer Identification Number (EIN) 
396006492 
 

5. Data Universal Numbering System (DUNS) 
161202122 

 
6. Recipient’s Unique Entity Identifier 

LCLSJAGTNZQ7 
 

7. Project Director or Principal Investigator 
Robert N Kirchdoerfer, PHD 
Assistant Professor 
rnkirchdoerf@wisc.edu 
608-262-6191 

 
8. Authorized Official 

Nick Novak 
preaward@rsp.wisc.edu 
608-262-3822 

 

Federal Agency Information 
9. Awarding Agency Contact Information 

Lindsey Ann Freeman 
 
NATIONAL INSTITUTE OF ALLERGY AND 
INFECTIOUS DISEASES 
lindsey.kisliuk@nih.gov 
301.761.6896 

10. Program Official Contact Information 
Mary Katherine Bradford Plimack 
 
NATIONAL INSTITUTE OF ALLERGY AND 
INFECTIOUS DISEASES 
kate.plimack@nih.gov 
(240) 447-9748 

 Federal Award Information 

 
11. Award Number 

5R01AI158463-04 
 

12. Unique Federal Award Identification Number (FAIN) 
R01AI158463 

 
13. Statutory Authority 

42 USC 241  42 CFR 52 
 

14. Federal Award Project Title 
Coronavirus RNA synthesis by multicomponent protein machines 

 
15. Assistance Listing Number 

93.855 
 

16. Assistance Listing Program Title 
Allergy and Infectious Diseases Research 

 
17. Award Action Type 

Non-Competing Continuation (REVISED) 
 

18. Is the Award R&D? 
Yes 
 

Summary Federal Award Financial Information 
19. Budget Period Start Date 08/01/2023 – End Date 03/24/2025 
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 $389,042 
24. Total Approved Cost Sharing or Matching, where applicable $0 
25. Total Federal and Non-Federal Approved this Budget Period $389,042 

--------------------------------------------------------------------------------------------------------- 
26. Project Period Start Date 08/05/2020 – End Date 03/24/2025 
27. Total Amount of the Federal Award including Approved Cost 

Sharing or Matching this Project Period 
$1,738,787 

 
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. 

Case 1:25-cv-10814-BEM     Document 12-29     Filed 04/04/25     Page 21 of 59



  

 Page 2 of 7 
Version: 25 - 2/15/2024 9:51 AM | Generated on: 3/26/2025 12:04 AM                      

 

  Notice of Award   
RESEARCH  
Department of Health and Human Services 

 

National Institutes of Health 

 

 

 NATIONAL INSTITUTE OF ALLERGY AND INFECTIOUS DISEASES   

   SECTION I – AWARD DATA – 5R01AI158463-04 REVISED 
 

Principal Investigator(s):   
Robert N Kirchdoerfer, PHD 

Award e-mailed to: NIH@rsp.wisc.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 UNIVERSITY OF WISCONSIN-MADISON in support of the above referenced 
project.  This award is pursuant to the authority of 42 USC 241  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 R01AI158463. 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 

Cumulative Award Calculations for this Budget Period (U.S. Dollars) 
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Salaries and Wages          $92,144 
Fringe Benefits          $19,327 
Personnel Costs (Subtotal)          $111,471 
Materials & Supplies          $40,000 
Travel          $6,000 
Other          $4,000 
Publication Costs          $6,000 
Equipment or Facility Rental/User Fees          $75,000 
Tuition Remission          $12,000 

Federal Direct Costs $254,471 
Federal F&A Costs $134,571 
Approved Budget $389,042 
Total Amount of Federal Funds Authorized (Federal Share) $389,042 
TOTAL FEDERAL AWARD AMOUNT $389,042 

AMOUNT OF THIS ACTION (FEDERAL SHARE) $0 

SUMMARY TOTALS FOR ALL YEARS (for this Document Number) 
YR THIS AWARD CUMULATIVE TOTALS 
4 $389,042 $389,042 

Fiscal Information: 
Payment System Identifier: 1396006492A1 
Document Number: RAI158463ACV 
PMS Account Type: P (Subaccount) 
Fiscal Year: 2023 

IC CAN 2023 
AI 8056323 $389,042 

NIH Administrative Data: 
PCC: M51C B / OC: 41025 / Released:  03/25/2025 
Award Processed: 03/26/2025 12:04:46 AM 

  SECTION II – PAYMENT/HOTLINE INFORMATION – 5R01AI158463-04  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 – 5R01AI158463-04  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 
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 

Case 1:25-cv-10814-BEM     Document 12-29     Filed 04/04/25     Page 23 of 59



  

 Page 4 of 7 
Version: 25 - 2/15/2024 9:51 AM | Generated on: 3/26/2025 12:04 AM                      

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. 

An unobligated balance may be carried over into the next budget period without Grants Management Officer 
prior approval. 

This grant is subject to Streamlined Noncompeting Award Procedures (SNAP). 

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) R01AI158463. 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 
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. 
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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 – 5R01AI158463-04  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:  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. Therefore, this project is terminated. 

Please be advised that your organization, as part of the orderly closeout process will need to submit the 
necessary closeout documents (i.e., Final Research Performance Progress Report, Final Invention 
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Statement, and the Final Federal Financial Report (FFR), as applicable within 120 days of the end of this 
grant.  

NIH is taking this enforcement action in accordance with 2 C.F.R. § 200.340 as implemented in NIH GPS 
Section 8.5.2. This revised award represents the final decision of the NIH. It shall be the final decision of the 
Department of Health and Human Services (HHS) unless within 30 days after receiving this decision you 
mail or email a written notice of appeal to Dr. Matthew Memoli. Please include a copy of this decision, your 
appeal justification, total amount in dispute, and any material or documentation that will support your 
position. Finally, the appeal must be signed by the institutional official authorized to sign award applications 
and must be dated no later than 30 days after the date of this notice. 

Supersedes previous Notice of Award dated 06/26/2024.  All other terms and conditions still apply to this 
award.  

****************************** 

REVISED AWARD: This revised Notice of Award (NoA) is issued to extend the 04 year as 
agreed to in the correspondence dated 05/16/2024. This is the only mid-project extension that will 
be allowed for the remainder of the project period. 

This award also removes the no-cost extension authority of the NIH Standard Terms and 
Conditions of Award.  NIAID prior approval is required to extend the project period end date for 
this award. 

Supersedes previous Notice of Award dated 05/25/2023.  All other terms and conditions still apply 
to this award. 

********** 
This award provides funds of $389,042 Total Costs ($254,471 Direct Costs and 
$134,571 F&A Costs) to prevent, prepare for, and respond to coronavirus, domestically 
or internationally. These funds provide support for the period 8/1/2023-7/31/2024. These 
funds are restricted to prevent, prepare for, and respond to coronavirus domestically or 
internationally only as described in the application submitted on 6/9/2020 and 
subsequent documentation submitted 5/10/2023, and may not be rebudgeted or used for 
any other purpose without NIAID prior approval. 

*** 

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. 

*** 

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. 
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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: 

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

restricted experiment; 
 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; 

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

SPREADSHEET SUMMARY 
AWARD NUMBER: 5R01AI158463-04 REVISED 

INSTITUTION: UNIVERSITY OF WISCONSIN-MADISON 

Budget Year 4 
Salaries and Wages $92,144 
Fringe Benefits $19,327 
Personnel Costs (Subtotal) $111,471 
Materials & Supplies $40,000 
Travel $6,000 
Other $4,000 
Publication Costs $6,000 
Equipment or Facility Rental/User Fees $75,000 
Tuition Remission $12,000 
TOTAL FEDERAL DC $254,471 
TOTAL FEDERAL F&A $134,571 
TOTAL COST $389,042 

Facilities and Administrative Costs Year 4 
F&A Cost Rate 1 55.5% 
F&A Cost Base 1 $242,471 
F&A Costs 1 $134,571 
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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# P01AI165077 
Federal Award Date 

03/25/2025 

Recipient Information 
1. Recipient Name 

UNIVERSITY OF WISCONSIN SYSTEM 
21 N PARK ST STE 6301 
MADISON, WI 53715 
 

2. Congressional District of Recipient 
02 

 
3. Payment System Identifier (ID) 

1396006492A1 
 

4. Employer Identification Number (EIN) 
396006492 
 

5. Data Universal Numbering System (DUNS) 
161202122 

 
6. Recipient’s Unique Entity Identifier 

LCLSJAGTNZQ7 
 

7. Project Director or Principal Investigator 
YOSHIHIRO  KAWAOKA, DVM 
Professor 
yoshihiro.kawaoka@wisc.edu 
608-265-4925 

 
8. Authorized Official 

Brenda Egan 
nih@rsp.wisc.edu 
608-262-3822 

 

Federal Agency Information 
9. Awarding Agency Contact Information 

Elizabeth R. Sihombing 
Grants Management Specialist 
NATIONAL INSTITUTE OF ALLERGY AND 
INFECTIOUS DISEASES 
elizabeth.sihombing@nih.gov 
240-669-5530 

10. Program Official Contact Information 
JENNIFER L. Gordon 
Program Officer 
NATIONAL INSTITUTE OF ALLERGY AND 
INFECTIOUS DISEASES 
jennifer.gordon2@nih.gov 
3017616805 

 Federal Award Information 

 
11. Award Number 

1P01AI165077-01 
 

12. Unique Federal Award Identification Number (FAIN) 
P01AI165077 

 
13. Statutory Authority 

42 USC 241  42 CFR 52 
 

14. Federal Award Project Title 
PanCorVac (Center for Pan-Coronavirus Vaccine Development) 

 
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 09/16/2021 – End Date 03/24/2025 
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 $7,000,324 
24. Total Approved Cost Sharing or Matching, where applicable $0 
25. Total Federal and Non-Federal Approved this Budget Period $7,000,324 

--------------------------------------------------------------------------------------------------------- 
26. Project Period Start Date 09/16/2021 – End Date 03/24/2025 
27. Total Amount of the Federal Award including Approved Cost 

Sharing or Matching this Project Period 
$7,000,324 

 
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 PROGRAM PROJECT  
Department of Health and Human Services 

 

National Institutes of Health 

 

 

 NATIONAL INSTITUTE OF ALLERGY AND INFECTIOUS DISEASES   

   SECTION I – AWARD DATA – 1P01AI165077-01 REVISED 
 

Principal Investigator(s):   
YOSHIHIRO  KAWAOKA, DVM 

Award e-mailed to: NIH@rsp.wisc.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 UNIVERSITY OF WISCONSIN-MADISON in support of the above referenced 
project.  This award is pursuant to the authority of 42 USC 241  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 P01AI165077. 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 

Cumulative Award Calculations for this Budget Period (U.S. Dollars) 
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Salaries and Wages          $656,967 
Fringe Benefits          $221,196 
Personnel Costs (Subtotal)          $878,163 
Consultant Services          $60,000 
Equipment          $23,942 
Materials & Supplies          $311,000 
Travel          $59,250 
Other          $100,000 
Subawards/Consortium/Contractual Costs          $4,726,015 
Publication Costs          $12,000 

Federal Direct Costs $6,170,370 
Federal F&A Costs $829,954 
Approved Budget $7,000,324 
Total Amount of Federal Funds Authorized (Federal Share) $7,000,324 
TOTAL FEDERAL AWARD AMOUNT $7,000,324 

AMOUNT OF THIS ACTION (FEDERAL SHARE) $0 

SUMMARY TOTALS FOR ALL YEARS (for this Document Number) 
YR THIS AWARD CUMULATIVE TOTALS 
1 $7,000,324 $7,000,324 

Fiscal Information: 
Payment System Identifier: 1396006492A1 
Document Number: PAI165077AC6 
PMS Account Type: P (Subaccount) 
Fiscal Year: 2021 

IC CAN 2021 
AI 8050485 $7,000,324 

NIH Administrative Data: 
PCC: M51Q S / OC: 41021 / Released:  03/25/2025 
Award Processed: 03/26/2025 12:01:13 AM 
 

  SECTION II – PAYMENT/HOTLINE INFORMATION – 1P01AI165077-01  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 – 1P01AI165077-01  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 
definition of “Research and Development” at 45 CFR Part§ 75.2. As such, auditees should identify NIH 
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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) P01AI165077. 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 
reported within Section I of the Interim and Final RPPR forms will be made public and should be written for a 
lay person audience.   
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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 – 1P01AI165077-01  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: 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. Therefore, this project is terminated. 
 

Case 1:25-cv-10814-BEM     Document 12-29     Filed 04/04/25     Page 33 of 59



  

 Page 6 of 8 
Version: 25 - 2/15/2024 9:51 AM | Generated on: 3/26/2025 12:01 AM                      

Please be advised that your organization, as part of the orderly closeout process will need to submit the 
necessary closeout documents (i.e., Final Research Performance Progress Report, Final Invention 
Statement, and the Final Federal Financial Report (FFR), as applicable within 120 days of the end of this 
grant.  
 

NIH is taking this enforcement action in accordance with 2 C.F.R. § 200.340 as implemented in NIH GPS 
Section 8.5.2. This revised award represents the final decision of the NIH. It shall be the final decision of the 
Department of Health and Human Services (HHS) unless within 30 days after receiving this decision you 
mail or email a written notice of appeal to Dr. Matthew Memoli. Please include a copy of this decision, your 
appeal justification, total amount in dispute, and any material or documentation that will support your 
position. Finally, the appeal must be signed by the institutional official authorized to sign award applications 
and must be dated no later than 30 days after the date of this notice. 
 

Supersedes previous Notice of Award dated 08/30/2024.  All other terms and conditions still apply to this 
award. 

***** 

REVISED AWARD: This revised Notice of Award (NoA) is issued to extend the project period end date in 
accordance with the letter dated 07/30/2024. The recipient is responsible for ensuring that all necessary 
human subjects and/or vertebrate animal requirements are fulfilled during the extension period. Failure to 
comply with this requirement can result in suspension and/or termination of this award, withholding of 
support, cost disallowances, and/or other appropriate action. 

This is the final extension that will be allowed for this project. 

Supersedes previous Notice of Award dated 05/26/2023. All other terms and conditions still apply to this 
award. 

***** 

THIS AWARD CONTAINS GRANT SPECIFIC RESTRICTIONS.  THESE RESTRICTIONS MAY ONLY BE LIFTED 
BY A REVISED NOTICE OF AWARD. 

REVISED AWARD: This award is revised to remove the requirement to submit an 
extension application for years four and five of the project period. 

This Notice of Award removes carryover authority on this award.   

Supersedes previous Notice of Award dated 09/17/2021. 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. 
------ 

The budget period anniversary start date for future year(s) will be September 1. 
------- 

This Notice of Award (NoA) includes funds for activity with Georgia Tech Research Corporation in the 
amount of $1,404,775 ($887,974 direct costs + $516,801 F&A costs).  

This Notice of Award (NoA) includes funds for activity with University of Chicago in the amount of 
$984,000 ($600,000 direct costs + $384,000 F&A costs).  

This Notice of Award (NoA) includes funds for activity with St. Jude Children's Research Hospital in the 
amount of $1,364,994 ($749,997 direct costs + $614,997 F&A costs).  

This Notice of Award (NoA) includes funds for activity with Weill Medical College of Cornell University in the 
amount of $972,246 ($573,597 direct costs + $398,649 F&A costs).  
------ 
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In accordance with the NIAID Financial Management Plan, NIAID does not provide funds for inflationary 
increases. Committed future year (s) funding was adjusted accordingly. See: 
https://www.niaid.nih.gov/grants-contracts/financial-management-plan 
------ 

This award includes human subject research studies and must conform to the DHHS policies for the 
Protection of Human Subjects research, which are a term and condition of award.  Human subjects research 
is covered by the 2018 Common Rule, and may not be initiated until the associated protocols have received 
IRB approval as specified in 45 CFR 46.  Failure to comply with the terms and conditions of award may result 
in the disallowance of costs and/or additional enforcement actions as outlined in Section 8.5 of the NIH 
Grants Policy Statement. 
------ 

Awardees who conduct research involving Select Agents (see 42 CFR 73 for the Select Agent list; and 7 CFR 
331 and 9 CFR 121 for the relevant animal and plant pathogens 
at  http://www.selectagents.gov/Regulations.html) 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. 

Prior to conducting a restricted experiment with a Select Agent or Toxin, awardees must notify the NIAID 
and must request and receive approval from CDC or APHIS. 
------ 

Dissemination of study data will be in accord with the Recipient’s accepted genomic data sharing plan as 
stated in the Just-In-Time. Failure to adhere to the sharing plan as mutually agreed upon by the Recipient 
and the NIAID may result in Enforcement Actions as described in the NIH Grants Policy Statement. 
------ 
  
The Research Performance Progress Report (RPPR), Section G.9 (Foreign component), includes reporting 
requirements for all research performed outside of the United States.  Research conducted at the following 
site(s) must be reported in your RPPR: 
  
            BEN-GURION UNIVERSITY OF THE NEGEV, ISRAEL 
  
            Duke-NUS Medical School, SINGAPORE 
  
------ 
  
This award is subject to the Clinical Terms of Award referenced in the NIH Guide for Grants and Contracts, 
July 8, 2002, NOT AI-02-032. These terms and conditions are hereby incorporated by reference, and can be 
accessed via the following World Wide Web address: https://www.niaid.nih.gov/grants-contracts/niaid-
clinical-terms-award  All submissions required by the NIAID Clinical Terms of Award must be forwarded 
electronically or by mail to the responsible NIAID Program Official identified on this Notice of Award. 
------ 

Select Agents: 
Awardee of a project that at any time involves a restricted experiment with a select agent, is responsible for 
notifying and receiving prior approval from the NIAID. Please be advised that changes in the use of a Select 
Agent will be considered a change in scope and require NIH awarding office prior approval.  The approval is 
necessary for new select agent experiments as well as changes in on-going experiments that would require 
change in the biosafety plan and/or biosafety containment level.  An approval to conduct a restricted 
experiment granted to an individual cannot be assumed an approval to other individuals who conduct the 
same restricted experiment as defined in the Select Agents Regulation 42 CFR Part 73, Section 13.b 
(http://www.selectagents.gov/Regulations.html).  

Highly Pathogenic Agent:    
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) 
(http://www.cdc.gov/OD/ohs/biosfty/bmbl5/bmbl5toc.htm).  Research funded under this grant must adhere 
to the BMBL, including using the BMBL-recommended biocontainment level at a minimum.   If your 
Institutional Biosafety Committee (or equivalent body) or designated institutional biosafety official 
recommend a higher biocontainment level, the highest recommended containment level must be used. 
When submitting future Progress Reports indicate at the beginning of the report: 
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If no research with a Highly Pathogenic Agent or Select Agent has been performed or is planned to 
be performed under this grant. 

  
If your 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 changes in the use of the Agent(s) or Toxin(s) 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 your IBC or equivalent body or official. 

If work with a new or additional Agent(s)/Toxin(s) 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 
your IBC or equivalent body or official. It is important to note if the work is being 
done in a new location. 

SPREADSHEET SUMMARY 
AWARD NUMBER: 1P01AI165077-01 REVISED 

INSTITUTION: UNIVERSITY OF WISCONSIN-MADISON 

Budget Year 1 
Salaries and Wages $656,967 
Fringe Benefits $221,196 
Personnel Costs (Subtotal) $878,163 
Consultant Services $60,000 
Equipment $23,942 
Materials & Supplies $311,000 
Travel $59,250 
Other $100,000 
Subawards/Consortium/Contractual Costs $4,726,015 
Publication Costs $12,000 
TOTAL FEDERAL DC $6,170,370 
TOTAL FEDERAL F&A $829,954 
TOTAL COST $7,000,324 

Facilities and Administrative Costs Year 1 
F&A Cost Rate 1 55.5% 
F&A Cost Base 1 $540,971 
F&A Costs 1 $300,239 
F&A Cost Rate 2 55.5% 
F&A Cost Base 2 $471,971 
F&A Costs 2 $261,944 
F&A Cost Rate 3 55.5% 
F&A Cost Base 3 $482,471 
F&A Costs 3 $267,771 
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TOTAL FEDERAL F&A $488,579 
TOTAL COST $1,484,126 

Facilities and Administrative Costs Year 3 
F&A Cost Rate 1 55.5% 
F&A Cost Base 1 $880,323 
F&A Costs 1 $488,579 
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 Department of Health and Human Services 
National Institutes of Health 
NATIONAL INSTITUTE ON MINORITY HEALTH AND HEALTH 
DISPARITIES 

Notice of Award 
FAIN# R01MD018571 

Federal Award Date 
03/20/2025 

Recipient Information 
1. Recipient Name 

UNIVERSITY OF WISCONSIN SYSTEM 
21 N PARK ST STE 6301 
MADISON, WI 53715 
 

2. Congressional District of Recipient 
02 

 
3. Payment System Identifier (ID) 

1396006492A1 
 

4. Employer Identification Number (EIN) 
396006492 
 

5. Data Universal Numbering System (DUNS) 
161202122 

 
6. Recipient’s Unique Entity Identifier 

LCLSJAGTNZQ7 
 

7. Project Director or Principal Investigator 
Elliot  Tebbe, PHD (Contact) 
 
tebbe@wisc.edu 
320-339-9992 

 
8. Authorized Official 

Darlene Holte 
 
 

 

Federal Agency Information 
9. Awarding Agency Contact Information 

Sy Shackleford 
 
NATIONAL INSTITUTE ON MINORITY 
HEALTH AND HEALTH DISPARITIES 
shacklefords@mail.nih.gov 
301-402-1366 

10. Program Official Contact Information 
Crystal  Barksdale 
Health Scientist Administrator/program 
Official 
NATIONAL INSTITUTE ON MINORITY 
HEALTH AND HEALTH DISPARITIES 
crystal.barksdale@nih.gov 
301-402-1366 

 Federal Award Information 

 
11. Award Number 

5R01MD018571-02 
 

12. Unique Federal Award Identification Number (FAIN) 
R01MD018571 

 
13. Statutory Authority 

42 USC 241  42 CFR 52 
 

14. Federal Award Project Title 
A multidimensional investigation of social support for transgender and nonbinary 
people and its impacts on health and well-being: Measurement development using 
community engagement 

 
15. Assistance Listing Number 

93.307 
 

16. Assistance Listing Program Title 
Minority Health and Health Disparities Research 

 
17. Award Action Type 

Non-Competing Continuation (REVISED) 
 

18. Is the Award R&D? 
Yes 
 

Summary Federal Award Financial Information 
19. Budget Period Start Date 03/01/2025 – End Date 03/20/2025 
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 $681,042 
24. Total Approved Cost Sharing or Matching, where applicable $0 
25. Total Federal and Non-Federal Approved this Budget Period $681,042 

--------------------------------------------------------------------------------------------------------- 
26. Project Period Start Date 08/19/2024 – End Date 03/20/2025 
27. Total Amount of the Federal Award including Approved Cost 

Sharing or Matching this Project Period 
$1,454,524 

 
28. Authorized Treatment of Program Income 

Additional Costs 
 

29. Grants Management Officer - Signature 
Priscilla  Grant 

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  
Department of Health and Human Services 

 

National Institutes of Health 

 

 

 NATIONAL INSTITUTE ON MINORITY HEALTH AND HEALTH DISPARITIES   

   SECTION I – AWARD DATA – 5R01MD018571-02 REVISED 
 

Principal Investigator(s):   
Stephanie L Budge, PHD 
Elliot  Tebbe (contact), PHD 

Award e-mailed to: NIH@rsp.wisc.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 UNIVERSITY OF WISCONSIN-MADISON in support of the above referenced 
project.  This award is pursuant to the authority of 42 USC 241  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 On Minority Health And Health Disparities of the National Institutes 
of Health under Award Number R01MD018571. 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, 

Priscilla  Grant 
Grants Management Officer 
NATIONAL INSTITUTE ON MINORITY HEALTH AND HEALTH DISPARITIES 

Additional information follows 
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Cumulative Award Calculations for this Budget Period (U.S. Dollars) 
Salaries and Wages          $236,198 
Fringe Benefits          $82,392 
Personnel Costs (Subtotal)          $318,590 
Consultant Services          $4,499 
Materials & Supplies          $8,635 
Travel          $7,290 
Other          $81,383 
Subawards/Consortium/Contractual Costs          $23,986 
ADP/Computer Services          $180 

Federal Direct Costs $444,563 
Federal F&A Costs $236,479 
Approved Budget $681,042 
Total Amount of Federal Funds Authorized (Federal Share) $681,042 
TOTAL FEDERAL AWARD AMOUNT $681,042 

AMOUNT OF THIS ACTION (FEDERAL SHARE) $0 

SUMMARY TOTALS FOR ALL YEARS (for this Document Number) 
YR THIS AWARD CUMULATIVE TOTALS 
2 $681,042 $681,042 

Fiscal Information: 
Payment System Identifier: 1396006492A1 
Document Number: RMD018571A 
PMS Account Type: P (Subaccount) 
Fiscal Year: 2025 

IC CAN 2025 
MD 8472687 $681,042 

NIH Administrative Data: 
PCC: CPS11 / OC: 41025 / Released:  03/20/2025 
Award Processed: 03/21/2025 12:20:00 AM 
 

  SECTION II – PAYMENT/HOTLINE INFORMATION – 5R01MD018571-02  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 – 5R01MD018571-02  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 
definition of “Research and Development” at 45 CFR Part§ 75.2. As such, auditees should identify NIH 
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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. 

An unobligated balance may be carried over into the next budget period without Grants Management Officer 
prior approval. 

This grant is subject to Streamlined Noncompeting Award Procedures (SNAP). 

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) R01MD018571. 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 
reported within Section I of the Interim and Final RPPR forms will be made public and should be written for a 
lay person audience.   
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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 –  MD SPECIFIC AWARD CONDITIONS – 5R01MD018571-02  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. 

INFORMATION: This award no longer effectuates agency priorities. Research programs based on gender 
identity are often unscientific, have little identifiable return on investment, and do nothing to enhance the 
health of many Americans. Many such studies ignore, rather than seriously examine, biological realities. It is 
the policy of NIH not to prioritize these research programs. Therefore, this project is terminated. The 
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University of Wisconsin-Madison may request funds to support patient safety and orderly closeout of the 
project. Funds used to support any other research activities will be disallowed and recovered. Please be 
advised that your organization, as part of the orderly closeout process will need to submit the necessary 
closeout documents (i.e., Final Research Performance Progress Report, Final Invention Statement, and the 
Final Federal Financial Report (FFR), as applicable) within 120 days of the end of this grant.  

NIH is taking this enforcement action in accordance with 2 C.F.R. § 200.340 as implemented in NIH GPS 
Section 8.5.2. This revised award represents the final decision of the NIH. It shall be the final decision of the 
Department of Health and Human Services (HHS) unless within 30 days after receiving this decision you 
mail or email a written notice of appeal to Dr. Matthew Memoli. Please include a copy of this decision, your 
appeal justification, total amount in dispute, and any material or documentation that will support your 
position. Finally, the appeal must be signed by the institutional official authorized to sign award applications 
and must be dated no later than 30 days after the date of this notice. 

THE FOLLOWING TERMS FROM THE PREVIOUS NOTICE OF AWARD LETTER ISSUED ON 2/18/2025 ALSO 
APPLY TO THIS AWARD: 

INFORMATION: This non-competing award has been made at 90% of the level committed 
for FY2025. If the final appropriation permits, adjustments may be made up to the FY2025 
funding plan level. 

RESTRICTION: This program must not promote or take part in diversity, equity, and inclusion (“DEI”) 
initiatives or any other initiatives that discriminate on the basis of race, color, religion, sex, national origin, or 
any other protected characteristics.  

REQUIREMENT: This award is subject to the conditions set forth in PA-20-185, NIH Research Project Grant 
(Parent R01 Clinical Trial Not Allowed), NIH Guide to Grants and Contracts, 05/05/2020, which is hereby 
incorporated by reference as special terms and conditions of this award. 

Copies of this RFA may be accessed at the following internet address: 
https://grants.nih.gov/grants/guide/pa-files/PA-20-185.html 

Copies may also be obtained from the Grants Management Contact indicated in the terms of award. 

REQUIREMENT: Use of humans and animals in any new activities must be requested prior to the start of 
the activity and must be approved in writing in advance by the NIMHD. See NOT-MD-08-002, “Guidance 
and Clarification on NCMHD Policy on Prior Approval for Subprojects and Pilot Projects Involving Human 
Subjects or Vertebrate Animals,” NIH Guide to Grants and Contracts, April 29, 2008, which is hereby 
incorporated by reference as special terms and conditions of this award. See also NOT-OD-15-129, “Prior 
NIH Approval of Human Subjects Research in Active Awards Initially Submitted without Definitive Plans for 
Human Subjects Involvement (Delayed Onset Awards): Updated Notice,” and NIH-OD-15-128, “Guidance 
on Changes That Involve Human Subjects in Active Awards and That Will Require Prior NIH Approval: 
Updated Notice.” 

Copies of these Notices may be accessed at the following internet address: 
http://www.nih.gov/grants/guide/index.html  
 
Copies may also be obtained from the Grants Management Contact indicated in the terms of award. 
 
 
REQUIREMENT: The awardee is required to follow the Data Management and Sharing Plan included in the 
competing application and may not implement any changes in the plan without the written prior approval of 
the National Institute on Minority Health and Health Disparities. 

INFORMATION: This award reflects the NIMHD’s acceptance of the certification that all key personnel have 
completed education on the protection of human subjects, in accordance with NIH policy, “Required 
Education in the Protection of Human Research Participants,” as announced in the June 5, 2000 NIH Guide 
(revised August 25, 2000) (http://grants.nih.gov/grants/guide/notice-files/NOT-OD-00-039.html). 

Any individual involved in the design and conduct of the study that is not included in the certification must 
satisfy this requirement prior to participating in the project. Failure to comply can result in the suspension 
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and/or termination of this award, withholding of support of the continuation award, audit disallowances, 
and/or other appropriate action. 

INFORMATION: Unobligated balances may be used by the NIMHD to reduce or offset funding for a 
subsequent budget period. 

Data Management and Sharing Policy: Applicable 

This project is expected to generate scientific data. Therefore, the Final NIH Policy for Data Management 
and Sharing applies. The approved Data Management and Sharing (DMS) Plan is hereby incorporated as a 
term and condition of award, and the recipient shall manage and disseminate scientific data in accordance 
with the approved plan. Any significant changes to the DMS Plan (e.g., new scientific direction, a different 
data repository, or a timeline revision) require NIH prior approval. Failure to comply with the approved DMS 
plan may result in suspension and/or termination of this award, withholding of support, audit disallowances, 
and/or other appropriate action. See NIH Grants Policy Statement Section 8.2.3 for more information on 
data management and sharing expectations. 

SPREADSHEET SUMMARY 
AWARD NUMBER: 5R01MD018571-02 REVISED 

INSTITUTION: UNIVERSITY OF WISCONSIN-MADISON 

Budget Year 2 
Salaries and Wages $236,198 
Fringe Benefits $82,392 
Personnel Costs (Subtotal) $318,590 
Consultant Services $4,499 
Materials & Supplies $8,635 
Travel $7,290 
Other $81,383 
Subawards/Consortium/Contractual Costs $23,986 
ADP/Computer Services $180 
TOTAL FEDERAL DC $444,563 
TOTAL FEDERAL F&A $236,479 
TOTAL COST $681,042 

Facilities and Administrative Costs Year 2 
F&A Cost Rate 1 55.5% 
F&A Cost Base 1 $426,088 
F&A Costs 1 $236,479 
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Administrative Appeal

[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.
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 Department of Health and Human Services 
National Institutes of Health 
EUNICE KENNEDY SHRIVER NATIONAL INSTITUTE OF CHILD 
HEALTH & HUMAN DEVELOPMENT 

Notice of Award 
FAIN# P01HD109850 

Federal Award Date 
03/25/2025 

Recipient Information 
1. Recipient Name 

UNIVERSITY OF WISCONSIN SYSTEM 
21 N PARK ST STE 6301 
MADISON, WI 53715 
 

2. Congressional District of Recipient 
02 

 
3. Payment System Identifier (ID) 

1396006492A1 
 

4. Employer Identification Number (EIN) 
396006492 
 

5. Data Universal Numbering System (DUNS) 
161202122 

 
6. Recipient’s Unique Entity Identifier 

LCLSJAGTNZQ7 
 

7 . Project Director or Principal Investigator 
MEGAN A. MORENO, MD 
Professor Of Pediatrics 
mamoreno@pediatrics.wisc.edu 
608-263-2846 

 
8. Authorized Official 

CHRISTY R SCHULZ 
 
 

 

Federal Agency Information 
9. Awarding Agency Contact Information 

Sarah M Lee 
Grants Management Specialist 
EUNICE KENNEDY SHRIVER NATIONAL 
INSTITUTE OF CHILD HEALTH & HUMAN 
DEVELOPMENT 
SARAH.LEE@NIH.GOV 
(240) 276-6280 

10. Program Official Contact Information 
JAMES  GRIFFIN 
Branch Chief 
EUNICE KENNEDY SHRIVER NATIONAL 
INSTITUTE OF CHILD HEALTH & HUMAN 
DEVELOPMENT 
griffinj@mail.nih.gov 
(301) 435-2307 

 Federal Award Information 

 
11. Award Number 

5P01HD109850-03 
 

12. Unique Federal Award Identification Number (FAIN) 
P01HD109850 

 
13. Statutory Authority 

42 USC 241  42 CFR 52 
 

14. Federal Award Project Title 
A longitudinal study investigating TDM and adolescent health and development: Brain, 
Behavior and well-Being 

 
15. Assistance Listing Number 

93.865 
 

16. Assistance Listing Program Title 
Child Health and Human Development Extramural Research 

 
17 . Award Action Type 

Non-Competing Continuation (REVISED) 
 

18. Is the Award R&D? 
Yes 
 

Summary Federal Award Financial Information 
19. Budget Period Start Date 09/01/2024 – End Date 03/21/2025 
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 $1,484,126 
24. Total Approved Cost Sharing or Matching, where applicable $0 
25. Total Federal and Non-Federal Approved this Budget Period $1,484,126 

--------------------------------------------------------------------------------------------------------- 
26. Project Period Start Date 09/12/2022 – End Date 03/21/2025 
27 . Total Amount of the Federal Award including Approved Cost 

Sharing or Matching this Project Period 
$4,567,357 

 
28. Authorized Treatment of Program Income 

Additional Costs 
 

29. Grants Management Officer - Signature 
Margaret A. Young 

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 PROGRAM PROJECT  
Department of Health and Human Services 

 

National Institutes of Health 

 

 

 EUNICE KENNEDY SHRIVER NATIONAL INSTITUTE OF CHILD HEALTH & HUMAN DEVELOPMENT   

   SECTION I – AWARD DATA – 5P01HD109850-03 REVISED 
 

Principal Investigator(s):   
MEGAN A. MORENO, MD 

Award e-mailed to: NIH@rsp.wisc.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 UNIVERSITY OF WISCONSIN-MADISON in support of the above referenced 
project.  This award is pursuant to the authority of 42 USC 241  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 Eunice Kennedy Shriver National Institute Of Child Health & Human Development of 
the National Institutes of Health under Award Number P01HD109850. 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, 

Margaret A. Young 
Grants Management Officer 
EUNICE KENNEDY SHRIVER NATIONAL INSTITUTE OF CHILD HEALTH & HUMAN DEVELOPMENT 

Additional information follows 

Cumulative Award Calculations for this Budget Period (U.S. Dollars) 
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Salaries and Wages          $554,220 
Fringe Benefits          $188,444 
Personnel Costs (Subtotal)          $742,664 
Consultant Services          $12,870 
Materials & Supplies          $5,940 
Travel          $17,820 
Other          $89,150 
Subawards/Consortium/Contractual Costs          $97,403 
Publication Costs          $9,900 
ADP/Computer Services          $1,980 
Tuition Remission          $17,820 

Federal Direct Costs $995,547 
Federal F&A Costs $488,579 
Approved Budget $1,484,126 
Total Amount of Federal Funds Authorized (Federal Share) $1,484,126 
TOTAL FEDERAL AWARD AMOUNT $1,484,126 

AMOUNT OF THIS ACTION (FEDERAL SHARE) $0 

SUMMARY TOTALS FOR ALL YEARS (for this Document Number) 
YR THIS AWARD CUMULATIVE TOTALS 
3 $1,484,126 $1,484,126 

Fiscal Information: 
Payment System Identifier: 1396006492A1 
Document Number: PHD109850A 
PMS Account Type: P (Subaccount) 
Fiscal Year: 2024 

IC CAN 2024 
HD 8014702 $1,484,126 

NIH Administrative Data: 
PCC: CDBB -CG / OC: 41025 / Released:  03/25/2025 
Award Processed: 03/26/2025 12:09:05 AM 

  SECTION II – PAYMENT/HOTLINE INFORMATION – 5P01HD109850-03  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 – 5P01HD109850-03  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. 

An unobligated balance may be carried over into the next budget period without Grants Management Officer 
prior approval. 

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) P01HD109850. 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 
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. 
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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 –  HD SPECIFIC AWARD CONDITIONS – 5P01HD109850-03  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. 

TERMINATION 

This award no longer effectuates agency priorities. Research programs based on gender identity are often 

unscientific, have little identifiable return on investment, and do nothing to enhance the health of many 

Americans.  Many such studies ignore, rather than seriously examine, biological realities.  Therefore, it is the 

policy of NIH not to prioritize such research programs. 
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CLOSEOUT 

“Recipient Institution” may request funds to support patient safety and orderly closeout of the project. Funds 

used to support any other research activities will be disallowed and recovered. Please be advised that your 

organization, as part of the orderly closeout process will need to submit the necessary closeout documents 

(i.e., Final Research Performance Progress Report, Final Invention Statement, and the Final Federal Financial 

Report (FFR), as applicable within 120 days of the end of this grant.  

The Closeout procedures should occur as expeditiously as possible while maintaining the safety of human 

subjects.  There must be an orderly process to ensure the safety and welfare of participants. The grant 

close-out must occur within 120 days.    The closeout will include:   

 Informing all enrolled study participants of the study’s termination and what study closure means 

for them: 

 Options pertaining to receiving further intervention, continuing follow-up, if required  

 Recognition of the value of their data and contribution to research 

 If there remain participants that are actively participating in the research, the process and 

responsibilities will differ depending on the nature of the research. 

 If there is a prospect of direct benefit of the intervention and/or the intervention requires 

ongoing monitoring for safety and welfare there must be a plan to address these needs. 

 If there are no participants actively participating, or there is no need for ongoing 

monitoring or care, the protocol may be closed.  

 Conduct any necessary final study visits or data collection procedures for enrolled participants.   

 Notifying the IRB, DSMB, FDA, and/or other monitoring bodies of the study’s closure.   

 Assure all consent forms, case report forms, and source documentation for the study are 

completed as necessary and are present in the study files.   

 Complete all adverse event reporting and reconciliation as per protocol.    

 Perform any appropriate statistical analyses of the study data collected to date.  

 Prepare a comprehensive final study report summarizing findings, including any deviations from 

the protocol and GCP compliance.  

 Review and clean collected data for accuracy and completeness resulting in a locked dataset, 

suitable for sharing, as required.   

 Confirm final disposition of investigational product(s)  and devices.  Plan for removal of any 

implanted devices, if applicable. 

 Handle any biospecimens collected and prepare them for sharing, if required.   

 Update the study record and status to terminated in ClinicalTrials.gov as appropriate. 

 

APPEALS 

NIH is taking this enforcement action in accordance with 2 C.F.R. § 200.340 as implemented in NIH GPS 

Section 8.5.2. This revised award represents the final decision of the NIH. It shall be the final decision of the 

Department of Health and Human Services (HHS) unless within 30 days after receiving this decision you 

mail or email a written notice of appeal to Dr. Matthew Memoli. Please include a copy of this decision, your 

appeal justification, total amount in dispute, and any material or documentation that will support your 
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position. Finally, the appeal must be signed by the institutional official authorized to sign award applications 

and must be dated no later than 30 days after the date of this notice. 

******** 

NICHD 1% Reduction 
In accordance with NIH FY2024 fiscal policy, this non-competing award is reduced 1% below 
the committed funding level on the FY2023 Notice of Award. See NIH Guide Notice NOT-
OD-24-109 for more information. 

Notice of Funding Opportunity 
This award is subject to the requirements indicated in RFA-HD-22-009, which are hereby 
incorporated by reference. See the NIH Funding site for more information. 

Non-SNAP Type 5 
NIH staff has determined that the submitted Research Performance Progress Report is 
within the approved scope of work. 

Human Subjects 
For all competing applications or new protocols, the NICHD expects investigators for ALL 
NICHD Clinical Trials to abide by the requirements stated in NIH Guide Notice NOT-HD-20-
036 “NICHD Data Safety Monitoring Guidelines for Extramural Clinical Trials and Clinical 
Research”. All NICHD applications which include Clinical Trials must include a Data Safety 
Monitoring Plan. All NIH-sponsored multi-site clinical trials, NIH-defined Phase III clinical 
trials and some single site clinical trials that pose potential risk to participants require Data 
and Safety Monitoring Board (DSMB) oversight. Applicants are expected to establish an 
independent, external DSMB when required by this policy. 

For all competing applications or new protocols, the NICHD expects investigators for ALL 
human subject research to abide by the requirements stated in NIH Guide Notice NOT-HD-
20-035 “NICHD Serious Adverse Event, Unanticipated Problem, and Serious Adverse Event 
Reporting Guidance”. 

Subproject 
Subproject funding information is available via the NIH RePORTER System. 

SPREADSHEET SUMMARY 
AWARD NUMBER: 5P01HD109850-03 REVISED 

INSTITUTION: UNIVERSITY OF WISCONSIN-MADISON 

Budget Year 3 
Salaries and Wages $554,220 
Fringe Benefits $188,444 
Personnel Costs (Subtotal) $742,664 
Consultant Services $12,870 
Materials & Supplies $5,940 
Travel $17,820 
Other $89,150 
Subawards/Consortium/Contractual Costs $97,403 
Publication Costs $9,900 
ADP/Computer Services $1,980 
Tuition Remission $17,820 
TOTAL FEDERAL DC $995,547 
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TOTAL FEDERAL F&A $488,579 
TOTAL COST $1,484,126 

Facilities and Administrative Costs Year 3 
F&A Cost Rate 1 55.5% 
F&A Cost Base 1 $880,323 
F&A Costs 1 $488,579 
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