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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.

o Check PMS to determine amount of funds remaining, and if funds are available
request a hard funds restriction of all funds except $1 in PMS.

o No cost extension requests: For second and third NCE’s, ICs must determine if the sole
purpose of the grant was to support research activities that are no longer an NIH/HHS
priority/authority and, if so, issue an award to end the grant project (use disapproved
extension term below). If the non-NIH/HHS priority/authority research activities are
ancillary to the project, approve the extension (use approved extension term below).
Reminder — even if a grant project is in an NCE, IC staff must still determine if non-
NIH/HHS priority/authority activities are proposed during the extension period.
Extensions may only be approved for orderly closeout, and funds may not be used to
support any non-NIH/HHS priority/authority research activities.

o ICs may use the following term of award when approving/disapproving NCEs:

= Term of Award (approved extension): The no-cost extension has been
approved for this project to support orderly closeout of the project,
only. NIH grants funds must not be used to support [insert category —
e.g., Diversity, Equity and Inclusion (DEI), gender identity, etc.] research
or research training activities or programs. Any funds used to support
such activities will result in a disallowance of costs, and funds will be
recovered.

= Term of Award (disapproved extension): The no cost extension request
for this project has been denied. Please proceed with orderly closeout of
the project. NIH grant funds must not be used to support [insert
category — e.g., Diversity, Equity and Inclusion (DEI), gender identity,
etc.] research or research training activities or programs.

Category 2: Project partially supports non-NIH/HHS priority/authority activities (i.e., the project
may still be viable if those aims or activities are negotiated out, without significant changes from
the original peer-reviewed scope). This means the non-NIH/HHS priority/authority activities are
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ancillary to the purpose of the project, in some cases, not readily visible. This category requires a
scientific assessment and requires the GM to use the Restriction Term of Award in Section IV of
the Notice of Award. No exceptions will be allowed without a deviation from the Office of Policy
for Extramural Research Administration (OPERA)/Office of Extramural Research (OER).

o Note: Activities required to comply with NIH inclusion policies are not considered DEI
activities.

o Action 1: Funding IC must negotiate with the applicant/recipient to address the activities
that are non-compliant, along with the associated funds that support those activities,
obtain revised aims and budgets, and document the changes in the grant file. The
recipient/awardee cannot rebudget these funds, they must be recovered by the IC.
OPERA is consulting with eRA on options to collect these application updates in a
structured format.

Sample language for requesting application updates from the AOR: It is the
policy of NIH not to prioritize [select one of the following: diversity, equity and
inclusion (DEI) research programs, gender identity, vaccine hesitancy, climate
change or countries of concern, e.g., China or South Africa.] [Funding IC] has
identified [insert appropriate activity taken from the list above] activities within
section [XXXX] of your application. Please work with the PD/PI to update the
application sections and adjust the budget as appropriate to remove all [insert
appropriate activity] activities and submit these updates to the Program Official
and Grants Management Specialist for review and approval.

o Action 2: Once the IC and the applicant/recipient have reached an agreement, issue the
award and include the following Term and Condition of Award in Section IV of the Notice
of Award. Hard funds restrictions are not required.

Term of Award (Approved 2/28/2025 — Refer to Appendix 4 for the approval
from Dr. Memoli):

NIH and the recipient have renegotiated the scope of this award. Pursuant to
the revised scope, NIH funds may only be used to support activities within the
revised scope of the award. NIH funds may not be used to support activities that
are outside the revised scope of the award, including [select one of the
following: diversity, equity and inclusion (DEI) research programs, gender
identity, vaccine hesitancy, climate change or countries of concern, e.g., China or
South Africa, etc.] research or related research training activities or programs.
Any funds used to support activities outside the scope will result in a
disallowance of costs, and funds will be recovered.

This term is consistent with NIH’s ongoing internal review of NIH’s priorities and
the alignment of awards with those priorities as well as a review of program
integrity of awards. Such review includes, but is not limited to, a review for
fraud, waste and abuse, and a review of the NIH portfolio to determine whether
awards are in the best interests of the government and consistent with policy
priorities. If recipients are unclear on whether a specific activity constitutes
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[select one of the following: diversity, equity and inclusion (DEI) research
programs, gender identity, vaccine hesitancy, climate change or countries of
concern, e.g., China or South Africa., etc.] or has questions regarding other
activities that could be considered outside the scope of the award, refrain from
drawing down funds and consult with the funding IC, particularly where the
activity may impact the specific aims, goals, and objectives of the project.

Unable to remove activities that are not an NIH/HHS priority/authority: If the IC and
the applicant/recipient cannot reach an agreement, or the project is no longer viable
without the non-compliant activities, the IC cannot proceed with the award. For ongoing
projects, the IC must work with OPERA to negotiate a bilateral termination of the
project. Where bilateral termination cannot be reached, the IC must unilaterally
terminate the project. Terminated awards (bilaterally or unilaterally) should follow the
process identified in Category 4.

Diversity Supplements: Type 5 Diversity supplements may no lenger be awarded. For
ongoing awards, ICs must remove the diversity supplement activities prior to issuing the
next Type 5 for the parent award and include the DEI Term and Condition of Award in
Section IV of the NOA of the parent grant. The IC must revise the Diversity Supplement
award to remove all outyears. If diversity supplement outyears were included in the
previous NOA, the IC must revise the prior year award to remove references to those
outyear commitments.

Conference Grants: If a conference supported by an NIH grant focuses on scientific
topics that are unrelated to DEI, but the conference itself is targeted at a specific
population (e.g., underrepresented groups), the IC must work with the
applicant/recipient to open the conference up to all populations. If a negotiation to
broaden the target audience is not feasible, or the conference is no longer viable, then
the IC must terminate the award following the process in Category 4.

Diversity Reports (e.g., Ts, R25, K12, and any others): NIH is modifying the application
instructions and RPPR instructions to remove requirements for diversity reports (e.g.,
Trainee Diversity Report). If ICs receive these reports in applications or RPPRs, the IC
should not review the report. These reports provide diversity related information, but do
not involve specific DEI activities. I1Cs must use the following term: “NIH no longer
requires the [name of diversity table/plans]. Therefore, NIH did not review the [name of
diversity table/plans] provided. NIH funding may not be used to support any diversity,
equity or inclusion (DEI) activities”. Note: this section applies to diversity related reports,
only. Other areas that are no longer NIH/HHS priorities/authority must be addressed
under category 2 negotiations.

Administrative Supplement Requests: Administrative supplement applications should
be reviewed for any activities that are no longer NIH/HHS priorities/authority and
modified as needed. ICs do not need to retroactively review the competitive parent
grant application— only the supplement application requires review.
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Category 2B:

Prospective reviews by GM where the DEIl language in certain sections of the application has
to be removed even though the project itself is not focused on DEI but may have language or
have been awarded from a DEI NOFO that is expired/taken down for revision to go back up
once the language is appropriately excised.

Examples below, and in these cases, IC should consider using the Category 2 term of award
but remove the negotiation language from the term:

= Resource Section

=  Biosketch
=  RPPRs
Category 2C:

Subprojects terminated by HHS.

=  OPERA will restrict the funds associated with the project. No action required
from the IC.

Category 3: Project does not support any DEl activities
o Action: IC may proceed with issuing the award.

Category 4/HHS Departmental Authority Terminations:

o OPERA receives a list from the Director, NIH or designee.
o OPERA will issue termination letters on behalf of the IC Chief Grants Management
Officers. The IC CGMO will be copied on the email with the termination letter.
=  Supplements - Parent Award Terminated: If a terminated award has active
supplement(s), all supplement awards must be terminated along with the
parent.
=  Supplement Terminated Only: If a termination letter references a supplement
only, and not the parent award, then the supplement alone must be terminated
following the instructions below.
= Linked (or equivalent) Awards: If one linked (or equivalent) award is terminated,
the IC is only required to terminate the specific award noted in the letter. The IC
must conduct a separate review to determine whether terminating that award
will have a structural impact on the scientific design along with associated
outcomes and act, as appropriate, to early terminate or allow the remaining
awards to continue. Feel free to discuss with OPERA, as needed.
o When a termination letter is received, the IC must:

e Issue a revised NOA within 3 business days of the date the termination letter
was issued to the recipient.
= Change the budget and project period end dates to match the date of the
termination letter.
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e OPERA will place a hard funds restriction on all PMS subaccounts as
termination letters are issued. OPERAs Federal Financial Report
Center (FFR-C) will deobligate the remaining funds after the Final
FFRs are submitted. There is no deobligation action required from
the ICs.
=  Remove all future years from the project, where applicable. If the grant is in
a no cost extension, and HHS requests a termination, the project must be
terminated even in a no cost extension. If the grant is in a no cost extension,
and HHS did not request a termination, follow the NCE guidance above.
* Include the following Termination Term in the revised NOA:

It is the policy of NIH not to prioritize [insert termination category language
from Appendix 3, verbatim]. Therefore, this project is terminated.
[RECIPIENT NAME] 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.

= Note: Appeals language must be included prior to October 1, 2025. After
October 1, 2025, when HHS will fully adopt 2 CFR 200, per 2 CFR 200.340,
termination actions taken based on agency priorities are not appealable.
This is different from terminations based on noncompliance (administrative
and programmatic).
o eRA provides OPERA with daily reports on NOAs issued, so ICs do not need to report to
OPERA on each action completed.

Category 5: Awards to Entities in certain foreign countries

o Additional guidance on awards to foreign entities is forthcoming. At this time, ICs should
hold all awards to entities located in South Africa or countries identified on any of the
following lists.

= State Department Countries of Particular Concern

= State Sponsors of Terrorism
= Final Rule Restricting Transfer of Personal U.S. Data to Countries of Concern
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= Office of Foreign Assets Control Sanctions List

Separation of Duties Guidance:

OPERA has issued a Separation of Duties (SOD) waiver for all CGMOs, specific to the HHS Departmental
Authorities termination actions, to allow IC CGMOs to work up and issue termination actions. Copy
available in Teams.
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Appendix 1
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_/é DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the Secretary

SECRETARIAL DIRECTIVE ON DEI-RELATED FUNDING

February 10, 2025

The Department of Health and Human Services has an obligation to ensure that taxpayer dollars
are used to advance the best interests of the government. This includes avoiding the expenditure
of federal funds on programs, or with contractors or vendors, that 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 another protected characteristic. Contracts and grants
that support DEI and similar discriminatory programs can violate Federal civil rights law and are
inconsistent with the Department’s policy of improving the health and well-being of all
Americans.

These contracts and grants can cause serious programmatic failures and yet it is currently
impossible to access sufficient information from a centralized source within the Department of
Health and Human Services to assess them. Specifically, there is no one method to determine
whether payments the agency is making to contractors, vendors, and grantees for functions related
to DEI and similar programs are contributing to the serious problems and acute harms DEI
initiatives may pose to the Department’s compliance with Federal civil rights law as well as the
Department’s policy of improving the health and well-being of all Americans. It is also currently
impossible to assess whether payments the Department is making are free from fraud, abuse, and
duplication, as well as to assess whether current contractual arrangements, vendor agreements, and
grant awards related to these functions are in the best interests of the United States. See FAR
12.403(b), 49.101; 45 C.F.R. § 75.371-372. Finally, it is also impossible to determine with current
systems whether current contracts and grant awards are tailored to ameliorate these specific
problems and the broader problem of DEI and similar programs rather than exacerbate them. The
Department has an obligation to ensure that no taxpayer dollars are lost to abuse or expended on
anything other than advancing the best interests of the nation.

For these reasons, pursuant to, among other authorities, FAR 12.403(b) and 49.101 and 45 C.F.R.
§ 75.371- 372, the Secretary of Health and Human Services hereby DIRECTS as follows:

Agency personnel shall briefly pause all payments made to contractors, vendors, and
grantees related to DEI and similar programs for internal review for payment
integrity. Such review shall include but not be limited to a review for fraud, waste,
abuse, and a review of the overall contracts and grants to determine whether those
contracts or grants are in the best interest of the government and consistent with
current policy priorities. In addition, if after review the Department has determined
that a contract is inconsistent with Department priorities and no longer in the interest
of the government, such contracts may be terminated pursuant to the Department’s
authority to terminate for convenience contracts that are not “in the best interests of
the Government,” see FAR 49.101(b); 12.403(b). Furthermore, grants may be ,
terminated in accordance with federal law.

Washington, D.C. 20201



This Directive shall be implemented through the Department's contracts and payment
management systems by personnel with responsibility for such systems who shall, in doing so,
comply with all notice and procedural requirements in each affected award, agreement, or other
instrument. Whenever a DEI or similar contract or grant is paused for review, Department
personnel shall immediately send such payment to Scott Rowell, Deputy Chief of Staff for
Operations, for prompt review to determine whether or not the payment is appropriate and should
be made. Payments on paused contracts shall remain paused and already terminated contracts
shall remain terminated pending completion of that review to the maximum extent permitted by

law and all applicable notice and procedural requirements in the affected award, agreement, or
other instrument.

I thank you for your attention to this matter, as well as your efforts to ensure that no taxpayer
dollars are misspent.

owtay Ot

Dorothy A. FigK, M.D., Acting Secretary
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Appendix 2 — Guidance for staff to use on specific programs, awards, supplements.

@]

Supplements — Parent Award Terminated: If a terminated award has active
supplement(s), all supplement awards must be terminated along with the parent.
Supplement Terminated Only: If a termination letter references a supplement only, and
not the parent award, then the supplement alone must be terminated.

Linked (or equivalent) Awards: If one linked award is terminated, the IC is only required
to terminate the specific award noted in the letter. The is should review and determine
whether terminating that ward will have a structural impact on the scientific outcome
originally intended by the IC and act as appropriate on the remaining awards.

Diversity Tables — Ignore and issue the grant using the term provided above.

Diversity Plans — Ignore and issue the award using the term provided above.
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Appendix 3 — Language provided to NIH by HHS providing examples for research activities that NIH no
longer supports. Use this language for HHS terminations only.

China: Bolstering Chinese universities does not enhance the American people’s quality of life or
improve America’s position in the world. On the contrary, funding research in China contravenes
American national-security interests and hinders America’s foreign-policy objectives.

DEI: Research programs based primarily on artificial and non-scientific categories, including
amorphous equity objectives, are antithetical to the scientific inquiry, do nothing to expand our
knowledge of living systems, provide low returns on investment, and ultimately do not enhance
health, lengthen life, or reduce illness. Worse, so-called diversity, equity, and inclusion (“DEI")
studies are often used to support unlawful discrimination on the basis of race and other
protected characteristics, which harms the health of Americans. Therefore, it is the policy of NIH
not to prioritize such research programs.

Transgender issues: 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. Itis
the policy of NIH not to prioritize these research programs.

Vaccine Hesitancy: It is the policy of NIH not to prioritize research activities that focuses gaining
scientific knowledge on why individuals are hesitant to be vaccinated and/or explore ways to
improve vaccine interest and commitment. NIH is obligated to carefully steward grant awards to
ensure taxpayer dollars are used in ways that benefit the American people and improve their
quality of life. Your project does not satisfy these criteria.

COVID: 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.

10



Appendix 4 - Approval email from Dr. Memoli (Acting Director, NIH) on Friday, February

28, 2025.
From: Memoli, Matthew (NIH/OD) [E]
To: Bundesen, Liza (NIH/OD) [E]
Ce: Bulls, Michelle G. (NIH/OD) [E]; ; Butler, Benjamin (NIH/OD) [E]; Jacobs, Anna
(NIH/OD) [E]; Burklow, John (NIH/OD) [E
Subject: Re: Clean Version of DEI Restriction Term - Final
Date: Friday, February 28, 2025 2:54:19 PM
approved
Matt
Get Outlook for i10S

From: Bundesen, Liza (NIH/OD) [E] <lbundese @mail.nih.gov>

Sent: Friday, February 28, 2025 2:53:21 PM

To: Memoli, Matthew (NIH/OD) [E] <matthew.memoli@nih.gov>

Cc: Bulls, Michelle G. (NIH/OD) [E] <michelle.bulls@nih.gov>; Lankford, David (NIH/OD) [E]
<lankford@od31tm1.od.nih.gov>; Butler, Benjamin (NIH/OD) [E] <butlerben@mail.nih.gov>; Jacobs,
Anna (NIH/OD) [E] <anna.jacobs2@nih.gov>; Burklow, John (NIH/OD) [E] <burklowj@od.nih.gov>
Subject: Clean Version of DEI Restriction Term - Final

Hi Matt,

Attached is the term and condition of award for your approval. Please let us know if you approve and
we will implement.

Thank you,

Liza
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Appendix 5 — Notice of Funding Opportunity (NOFO) Guidance

[pending]

12
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Appendix 6 — Frequently Asked Questions

1. When reviewing applications for activities that are no longer an NIH/HHS priority/authority,
should ICs review the content of Other Support submissions?

Other Support is used to disclose the Pls ongoing activities and support and should not be
modified. ICs do not need to review Other Support for alignment with NIH/HHS
priorities/authority.

2. For phased awards where the second phase (i.e., Type 4) will not be awarded due to NIH/HHS
priority/authority, how should the IC notify the recipient that the Type 4 will not be issued?

OPERA is following up on this question, and will provide additional guidance, when available.
3. When revising awards to terminate a project, how should the IC respond to red bars in SEAR?

The IC should not contact recipients to request any additional information to address SEAR flags,
because the project is being terminated. ICs can clear the SEAR flag with a comment that the
project is being terminated.

4. If a project is terminated on an HHS list or a Type 5 is withheld because the project is no longer
an NIH/HHS priority/authority, can the IC issue a subsequent Type 2 award?

No. If a project has been terminated due to agency priorities, it is no longer eligible for a renewal
award.

5. For recipients of K awards that are terminated due to NIH/HHS priority/authority, will
eligibility requirements be modified to allow the individual to apply for another K award?

OER is reviewing this policy and will provide additional guidance, when available.

6. When ICs issue revised NOAs to terminate awards, do they have to use the exact language
provided by HHS in the termination term?

Yes, ICs must use the exact language provided in Appendix 3, with no edits.

13



INTERNAL: NOT FOR DISTRIBUTION OUTSIDE THE GOVERNMENT

Appendix 7 - Managing PMS Hard Funds Restrictions
OPERA directs PMS to hard funds restrict awards, when termination letter is issued.

Recipients are required to request approval fromm OPERA before any draw that occurs after the
termination. The request must include details related to human subjects or animal welfare. These
are the only approvals that will be issued. OPERA will work with the IC to facilitate approvals and
facilitate lifting restrictions in PMS. After approval is issued, the recipient can request the
drawdown in PMS.

Recipients are required to request approval from OPERA to lift the restriction for payments of costs
incurred on or before the date of the termination. For costs on or before the date of the termination,
OPERA will work with PMS to lift the restriction as appropriate.

Note: Balances reported to HHS will change, as drawdowns are approved as outlined above.
Reports to HHS will be updated as balances are modified. OPERA is responsible for maintaining up
to date information for HHS reporting.

14



Countries of Concern from attachements to Guidance

Category 5: Awards to Entities in certain foreign countries
o Additional guidance on awards to foreign entities is forthcoming. At this time,
hold all awards to entities located in South Africa or countries identified on any
following lists

Afganistan

Balkans

Belarus

Burma

China

Cuba

Democratic Republic of Congo

Eritea

Ethiopia

Iran

Iraq

Lebanon

libya

Mali

Nicaragua

North Korea

Pakistan

Russia

Saudi Arabia

Somalia

South Africa

Sudan

Syria

Tajikistan

Turkmenistan



From: Butrum, Bruce (NIH/FIC) [E]

Sent: Wed, 26 Mar 2025 15:40:21 +0000

To: FIC Grants Office; FIC DITR

Cc: Kilmarx, Peter (NIH/FIC) [E]

Subject: FW: Updated Staff Guidance

Attachments: NIH Grants Management Staff Guidance — Award Assessments for Alignment

with Agency Priorities - 3.25.25.pdf, Contries of Concern from 3-25 Guidance.xlsx

Category 5: Awards to Entities in certain foreign countries

o Additional guidance on awards to foreign entities is forthcoming. At this time, ICs should
hold all awards to entities located in South Africa or countries identified on any of the
following lists

I made a list from three of the links (I could not find information in one link). | have attached a
master list of countries.

This is to let you know about countries where we may have to hold grant awards.
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NIH Grants Management Staff Guidance — Award Assessments for Alignment with
Agency Priorities- March 2025

Issue Date: March 25, 2025
Background

This staff guidance rescinds the guidance provided in the February 13, 2025, memo to IC Chief Grants
Management Officers entitled Supplemental Guidance — NIH Review of Agency Priorities Based on the
New Administration’s Goals. In accordance with the Secretarial Directive on DEI Related Funding
(Appendix 1), NIH will no longer prioritize research and research training programs that focus on
Diversity, Equity and Inclusion (DEI). Terminations that result from science that no longer effectuates
NIH’s priorities related to DEI, gender identity and other scientific areas must follow the appeals
guidance below. All other terminations for noncompliance require, always, appeal language.

Prior to issuing all awards (competing and non-competing) or approving requests for carryover, ICs must
review the specific aims/major goals of the project to assess whether the proposed project contains any
DEI, gender identity or other research activities that are not an NIH/HHS priority/authority. To avoid
issuing awards, in error, that support these activities ICs must take care to completely excise all non-
priority activities using the following categories.

ICs should review the current application/RPPR under consideration, only. ICs should not request
retroactive changes to previous RPPRs and competitive applications to modify language related to
research that has already been conducted. Categories 1-3 are IC determinations not those ordered by
HHS.

Category 1: The sole purpose of the project is related to an area that is no longer an NIH/HHS
priority/authority (e.g., diversity supplements, diversity fellowships, or conference grant where the
purpose of the meeting is diversity), and/or the application was received in response to a NOFO that has
been unpublished due to its focus on activities that are no longer an NIH/HHS priority/authority. This
applies to all projects, including phased awards, etc.

o Action: ICs must not issue the award (competing or non-competing).
o For ongoing projects where NIH will not issue the next Type 5 (IC determination not HHS
list), the IC must:
o Issue arevised award to remove all outyears.
o Add the action to the master spreadsheet located at: OD OPERA Grant Action
Tracking (access limited to CGMOs).
o Include the following term in the revised NOA:

Term of Award:

It is the policy of NIH not to prioritize research programs related to [insert
category from Appendix 3, verbatim]. Therefore, no additional funding will be
awarded for this project, and all future years have been removed. [RECIPIENT
NAME] may request funds to support patient safety and orderly closeout of the
project, and remaining funds will be deobligated. Funds used to support any
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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.

o Check PMS to determine amount of funds remaining, and if funds are available
request a hard funds restriction of all funds except $1 in PMS.

o No cost extension requests: For second and third NCE’s, ICs must determine if the sole
purpose of the grant was to support research activities that are no longer an NIH/HHS
priority/authority and, if so, issue an award to end the grant project (use disapproved
extension term below). If the non-NIH/HHS priority/authority research activities are
ancillary to the project, approve the extension (use approved extension term below).
Reminder — even if a grant project is in an NCE, IC staff must still determine if non-
NIH/HHS priority/authority activities are proposed during the extension period.
Extensions may only be approved for orderly closeout, and funds may not be used to
support any non-NIH/HHS priority/authority research activities.

o ICs may use the following term of award when approving/disapproving NCEs:

= Term of Award (approved extension): The no-cost extension has been
approved for this project to support orderly closeout of the project,
only. NIH grants funds must not be used to support [insert category —
e.g., Diversity, Equity and Inclusion (DEI), gender identity, etc.] research
or research training activities or programs. Any funds used to support
such activities will result in a disallowance of costs, and funds will be
recovered.

= Term of Award (disapproved extension): The no cost extension request
for this project has been denied. Please proceed with orderly closeout of
the project. NIH grant funds must not be used to support [insert
category — e.g., Diversity, Equity and Inclusion (DEI), gender identity,
etc.] research or research training activities or programs.

Category 2: Project partially supports non-NIH/HHS priority/authority activities (i.e., the project
may still be viable if those aims or activities are negotiated out, without significant changes from
the original peer-reviewed scope). This means the non-NIH/HHS priority/authority activities are
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ancillary to the purpose of the project, in some cases, not readily visible. This category requires a
scientific assessment and requires the GM to use the Restriction Term of Award in Section IV of
the Notice of Award. No exceptions will be allowed without a deviation from the Office of Policy
for Extramural Research Administration (OPERA)/Office of Extramural Research (OER).

o Note: Activities required to comply with NIH inclusion policies are not considered DEI
activities.

o Action 1: Funding IC must negotiate with the applicant/recipient to address the activities
that are non-compliant, along with the associated funds that support those activities,
obtain revised aims and budgets, and document the changes in the grant file. The
recipient/awardee cannot rebudget these funds, they must be recovered by the IC.
OPERA is consulting with eRA on options to collect these application updates in a
structured format.

Sample language for requesting application updates from the AOR: It is the
policy of NIH not to prioritize [select one of the following: diversity, equity and
inclusion (DEI) research programs, gender identity, vaccine hesitancy, climate
change or countries of concern, e.g., China or South Africa.] [Funding IC] has
identified [insert appropriate activity taken from the list above] activities within
section [XXXX] of your application. Please work with the PD/PI to update the
application sections and adjust the budget as appropriate to remove all [insert
appropriate activity] activities and submit these updates to the Program Official
and Grants Management Specialist for review and approval.

o Action 2: Once the IC and the applicant/recipient have reached an agreement, issue the
award and include the following Term and Condition of Award in Section IV of the Notice
of Award. Hard funds restrictions are not required.

Term of Award (Approved 2/28/2025 — Refer to Appendix 4 for the approval
from Dr. Memoli):

NIH and the recipient have renegotiated the scope of this award. Pursuant to
the revised scope, NIH funds may only be used to support activities within the
revised scope of the award. NIH funds may not be used to support activities that
are outside the revised scope of the award, including [select one of the
following: diversity, equity and inclusion (DEI) research programs, gender
identity, vaccine hesitancy, climate change or countries of concern, e.g., China or
South Africa, etc.] research or related research training activities or programs.
Any funds used to support activities outside the scope will result in a
disallowance of costs, and funds will be recovered.

This term is consistent with NIH’s ongoing internal review of NIH’s priorities and
the alignment of awards with those priorities as well as a review of program
integrity of awards. Such review includes, but is not limited to, a review for
fraud, waste and abuse, and a review of the NIH portfolio to determine whether
awards are in the best interests of the government and consistent with policy
priorities. If recipients are unclear on whether a specific activity constitutes

3
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[select one of the following: diversity, equity and inclusion (DEI) research
programs, gender identity, vaccine hesitancy, climate change or countries of
concern, e.g., China or South Africa., etc.] or has questions regarding other
activities that could be considered outside the scope of the award, refrain from
drawing down funds and consult with the funding IC, particularly where the
activity may impact the specific aims, goals, and objectives of the project.

Unable to remove activities that are not an NIH/HHS priority/authority: If the IC and
the applicant/recipient cannot reach an agreement, or the project is no longer viable
without the non-compliant activities, the IC cannot proceed with the award. For ongoing
projects, the IC must work with OPERA to negotiate a bilateral termination of the
project. Where bilateral termination cannot be reached, the IC must unilaterally
terminate the project. Terminated awards (bilaterally or unilaterally) should follow the
process identified in Category 4.

Diversity Supplements: Type 5 Diversity supplements may no lenger be awarded. For
ongoing awards, ICs must remove the diversity supplement activities prior to issuing the
next Type 5 for the parent award and include the DEI Term and Condition of Award in
Section IV of the NOA of the parent grant. The IC must revise the Diversity Supplement
award to remove all outyears. If diversity supplement outyears were included in the
previous NOA, the IC must revise the prior year award to remove references to those
outyear commitments.

Conference Grants: If a conference supported by an NIH grant focuses on scientific
topics that are unrelated to DEI, but the conference itself is targeted at a specific
population (e.g., underrepresented groups), the IC must work with the
applicant/recipient to open the conference up to all populations. If a negotiation to
broaden the target audience is not feasible, or the conference is no longer viable, then
the IC must terminate the award following the process in Category 4.

Diversity Reports (e.g., Ts, R25, K12, and any others): NIH is modifying the application
instructions and RPPR instructions to remove requirements for diversity reports (e.g.,
Trainee Diversity Report). If ICs receive these reports in applications or RPPRs, the IC
should not review the report. These reports provide diversity related information, but do
not involve specific DEI activities. I1Cs must use the following term: “NIH no longer
requires the [name of diversity table/plans]. Therefore, NIH did not review the [name of
diversity table/plans] provided. NIH funding may not be used to support any diversity,
equity or inclusion (DEI) activities”. Note: this section applies to diversity related reports,
only. Other areas that are no longer NIH/HHS priorities/authority must be addressed
under category 2 negotiations.

Administrative Supplement Requests: Administrative supplement applications should
be reviewed for any activities that are no longer NIH/HHS priorities/authority and
modified as needed. ICs do not need to retroactively review the competitive parent
grant application— only the supplement application requires review.
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Category 2B:

Prospective reviews by GM where the DEIl language in certain sections of the application has
to be removed even though the project itself is not focused on DEI but may have language or
have been awarded from a DEI NOFO that is expired/taken down for revision to go back up
once the language is appropriately excised.

Examples below, and in these cases, IC should consider using the Category 2 term of award
but remove the negotiation language from the term:

= Resource Section

=  Biosketch
=  RPPRs
Category 2C:

Subprojects terminated by HHS.

=  OPERA will restrict the funds associated with the project. No action required
from the IC.

Category 3: Project does not support any DEl activities
o Action: IC may proceed with issuing the award.

Category 4/HHS Departmental Authority Terminations:

o OPERA receives a list from the Director, NIH or designee.
o OPERA will issue termination letters on behalf of the IC Chief Grants Management
Officers. The IC CGMO will be copied on the email with the termination letter.
=  Supplements - Parent Award Terminated: If a terminated award has active
supplement(s), all supplement awards must be terminated along with the
parent.
=  Supplement Terminated Only: If a termination letter references a supplement
only, and not the parent award, then the supplement alone must be terminated
following the instructions below.
= Linked (or equivalent) Awards: If one linked (or equivalent) award is terminated,
the IC is only required to terminate the specific award noted in the letter. The IC
must conduct a separate review to determine whether terminating that award
will have a structural impact on the scientific design along with associated
outcomes and act, as appropriate, to early terminate or allow the remaining
awards to continue. Feel free to discuss with OPERA, as needed.
o When a termination letter is received, the IC must:

e Issue a revised NOA within 3 business days of the date the termination letter
was issued to the recipient.
= Change the budget and project period end dates to match the date of the
termination letter.
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e OPERA will place a hard funds restriction on all PMS subaccounts as
termination letters are issued. OPERAs Federal Financial Report
Center (FFR-C) will deobligate the remaining funds after the Final
FFRs are submitted. There is no deobligation action required from
the ICs.
=  Remove all future years from the project, where applicable. If the grant is in
a no cost extension, and HHS requests a termination, the project must be
terminated even in a no cost extension. If the grant is in a no cost extension,
and HHS did not request a termination, follow the NCE guidance above.
* Include the following Termination Term in the revised NOA:

It is the policy of NIH not to prioritize [insert termination category language
from Appendix 3, verbatim]. Therefore, this project is terminated.
[RECIPIENT NAME] 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.

= Note: Appeals language must be included prior to October 1, 2025. After
October 1, 2025, when HHS will fully adopt 2 CFR 200, per 2 CFR 200.340,
termination actions taken based on agency priorities are not appealable.
This is different from terminations based on noncompliance (administrative
and programmatic).
o eRA provides OPERA with daily reports on NOAs issued, so ICs do not need to report to
OPERA on each action completed.

Category 5: Awards to Entities in certain foreign countries

o Additional guidance on awards to foreign entities is forthcoming. At this time, ICs should
hold all awards to entities located in South Africa or countries identified on any of the
following lists.

= State Department Countries of Particular Concern

= State Sponsors of Terrorism
= Final Rule Restricting Transfer of Personal U.S. Data to Countries of Concern
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= Office of Foreign Assets Control Sanctions List

Separation of Duties Guidance:

OPERA has issued a Separation of Duties (SOD) waiver for all CGMOs, specific to the HHS Departmental
Authorities termination actions, to allow IC CGMOs to work up and issue termination actions. Copy
available in Teams.
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Appendix 1

yﬁ'ﬂ Qg.v
_/é DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the Secretary

SECRETARIAL DIRECTIVE ON DEI-RELATED FUNDING

February 10, 2025

The Department of Health and Human Services has an obligation to ensure that taxpayer dollars
are used to advance the best interests of the government. This includes avoiding the expenditure
of federal funds on programs, or with contractors or vendors, that 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 another protected characteristic. Contracts and grants
that support DEI and similar discriminatory programs can violate Federal civil rights law and are
inconsistent with the Department’s policy of improving the health and well-being of all
Americans.

These contracts and grants can cause serious programmatic failures and yet it is currently
impossible to access sufficient information from a centralized source within the Department of
Health and Human Services to assess them. Specifically, there is no one method to determine
whether payments the agency is making to contractors, vendors, and grantees for functions related
to DEI and similar programs are contributing to the serious problems and acute harms DEI
initiatives may pose to the Department’s compliance with Federal civil rights law as well as the
Department’s policy of improving the health and well-being of all Americans. It is also currently
impossible to assess whether payments the Department is making are free from fraud, abuse, and
duplication, as well as to assess whether current contractual arrangements, vendor agreements, and
grant awards related to these functions are in the best interests of the United States. See FAR
12.403(b), 49.101; 45 C.F.R. § 75.371-372. Finally, it is also impossible to determine with current
systems whether current contracts and grant awards are tailored to ameliorate these specific
problems and the broader problem of DEI and similar programs rather than exacerbate them. The
Department has an obligation to ensure that no taxpayer dollars are lost to abuse or expended on
anything other than advancing the best interests of the nation.

For these reasons, pursuant to, among other authorities, FAR 12.403(b) and 49.101 and 45 C.F.R.
§ 75.371- 372, the Secretary of Health and Human Services hereby DIRECTS as follows:

Agency personnel shall briefly pause all payments made to contractors, vendors, and
grantees related to DEI and similar programs for internal review for payment
integrity. Such review shall include but not be limited to a review for fraud, waste,
abuse, and a review of the overall contracts and grants to determine whether those
contracts or grants are in the best interest of the government and consistent with
current policy priorities. In addition, if after review the Department has determined
that a contract is inconsistent with Department priorities and no longer in the interest
of the government, such contracts may be terminated pursuant to the Department’s
authority to terminate for convenience contracts that are not “in the best interests of
the Government,” see FAR 49.101(b); 12.403(b). Furthermore, grants may be ,
terminated in accordance with federal law.

Washington, D.C. 20201



This Directive shall be implemented through the Department's contracts and payment
management systems by personnel with responsibility for such systems who shall, in doing so,
comply with all notice and procedural requirements in each affected award, agreement, or other
instrument. Whenever a DEI or similar contract or grant is paused for review, Department
personnel shall immediately send such payment to Scott Rowell, Deputy Chief of Staff for
Operations, for prompt review to determine whether or not the payment is appropriate and should
be made. Payments on paused contracts shall remain paused and already terminated contracts
shall remain terminated pending completion of that review to the maximum extent permitted by

law and all applicable notice and procedural requirements in the affected award, agreement, or
other instrument.

I thank you for your attention to this matter, as well as your efforts to ensure that no taxpayer
dollars are misspent.

owtay Ot

Dorothy A. FigK, M.D., Acting Secretary
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Appendix 2 — Guidance for staff to use on specific programs, awards, supplements.

@]

Supplements — Parent Award Terminated: If a terminated award has active
supplement(s), all supplement awards must be terminated along with the parent.
Supplement Terminated Only: If a termination letter references a supplement only, and
not the parent award, then the supplement alone must be terminated.

Linked (or equivalent) Awards: If one linked award is terminated, the IC is only required
to terminate the specific award noted in the letter. The is should review and determine
whether terminating that ward will have a structural impact on the scientific outcome
originally intended by the IC and act as appropriate on the remaining awards.

Diversity Tables — Ignore and issue the grant using the term provided above.

Diversity Plans — Ignore and issue the award using the term provided above.
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Appendix 3 — Language provided to NIH by HHS providing examples for research activities that NIH no
longer supports. Use this language for HHS terminations only.

China: Bolstering Chinese universities does not enhance the American people’s quality of life or
improve America’s position in the world. On the contrary, funding research in China contravenes
American national-security interests and hinders America’s foreign-policy objectives.

DEI: Research programs based primarily on artificial and non-scientific categories, including
amorphous equity objectives, are antithetical to the scientific inquiry, do nothing to expand our
knowledge of living systems, provide low returns on investment, and ultimately do not enhance
health, lengthen life, or reduce illness. Worse, so-called diversity, equity, and inclusion (“DEI")
studies are often used to support unlawful discrimination on the basis of race and other
protected characteristics, which harms the health of Americans. Therefore, it is the policy of NIH
not to prioritize such research programs.

Transgender issues: 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. Itis
the policy of NIH not to prioritize these research programs.

Vaccine Hesitancy: It is the policy of NIH not to prioritize research activities that focuses gaining
scientific knowledge on why individuals are hesitant to be vaccinated and/or explore ways to
improve vaccine interest and commitment. NIH is obligated to carefully steward grant awards to
ensure taxpayer dollars are used in ways that benefit the American people and improve their
quality of life. Your project does not satisfy these criteria.

COVID: 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.

10



Appendix 4 - Approval email from Dr. Memoli (Acting Director, NIH) on Friday, February

28, 2025.
From: Memoli, Matthew (NIH/OD) [E]
To: Bundesen, Liza (NIH/OD) [E]
Ce: Bulls, Michelle G. (NIH/OD) [E]; ; Butler, Benjamin (NIH/OD) [E]; Jacobs, Anna
(NIH/OD) [E]; Burklow, John (NIH/OD) [E
Subject: Re: Clean Version of DEI Restriction Term - Final
Date: Friday, February 28, 2025 2:54:19 PM
approved
Matt
Get Outlook for i10S

From: Bundesen, Liza (NIH/OD) [E] <lbundese @mail.nih.gov>

Sent: Friday, February 28, 2025 2:53:21 PM

To: Memoli, Matthew (NIH/OD) [E] <matthew.memoli@nih.gov>

Cc: Bulls, Michelle G. (NIH/OD) [E] <michelle.bulls@nih.gov>; Lankford, David (NIH/OD) [E]
<lankford@od31tm1.od.nih.gov>; Butler, Benjamin (NIH/OD) [E] <butlerben@mail.nih.gov>; Jacobs,
Anna (NIH/OD) [E] <anna.jacobs2@nih.gov>; Burklow, John (NIH/OD) [E] <burklowj@od.nih.gov>
Subject: Clean Version of DEI Restriction Term - Final

Hi Matt,

Attached is the term and condition of award for your approval. Please let us know if you approve and
we will implement.

Thank you,

Liza
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Appendix 5 — Notice of Funding Opportunity (NOFO) Guidance

[pending]

12
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Appendix 6 — Frequently Asked Questions

1. When reviewing applications for activities that are no longer an NIH/HHS priority/authority,
should ICs review the content of Other Support submissions?

Other Support is used to disclose the Pls ongoing activities and support and should not be
modified. ICs do not need to review Other Support for alignment with NIH/HHS
priorities/authority.

2. For phased awards where the second phase (i.e., Type 4) will not be awarded due to NIH/HHS
priority/authority, how should the IC notify the recipient that the Type 4 will not be issued?

OPERA is following up on this question, and will provide additional guidance, when available.
3. When revising awards to terminate a project, how should the IC respond to red bars in SEAR?

The IC should not contact recipients to request any additional information to address SEAR flags,
because the project is being terminated. ICs can clear the SEAR flag with a comment that the
project is being terminated.

4. If a project is terminated on an HHS list or a Type 5 is withheld because the project is no longer
an NIH/HHS priority/authority, can the IC issue a subsequent Type 2 award?

No. If a project has been terminated due to agency priorities, it is no longer eligible for a renewal
award.

5. For recipients of K awards that are terminated due to NIH/HHS priority/authority, will
eligibility requirements be modified to allow the individual to apply for another K award?

OER is reviewing this policy and will provide additional guidance, when available.

6. When ICs issue revised NOAs to terminate awards, do they have to use the exact language
provided by HHS in the termination term?

Yes, ICs must use the exact language provided in Appendix 3, with no edits.

13
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Appendix 7 - Managing PMS Hard Funds Restrictions
OPERA directs PMS to hard funds restrict awards, when termination letter is issued.

Recipients are required to request approval fromm OPERA before any draw that occurs after the
termination. The request must include details related to human subjects or animal welfare. These
are the only approvals that will be issued. OPERA will work with the IC to facilitate approvals and
facilitate lifting restrictions in PMS. After approval is issued, the recipient can request the
drawdown in PMS.

Recipients are required to request approval from OPERA to lift the restriction for payments of costs
incurred on or before the date of the termination. For costs on or before the date of the termination,
OPERA will work with PMS to lift the restriction as appropriate.

Note: Balances reported to HHS will change, as drawdowns are approved as outlined above.
Reports to HHS will be updated as balances are modified. OPERA is responsible for maintaining up
to date information for HHS reporting.

14



Countries of Concern from attachements to Guidance

Category 5: Awards to Entities in certain foreign countries
o Additional guidance on awards to foreign entities is forthcoming. At this time,
hold all awards to entities located in South Africa or countries identified on any
following lists

Afganistan

Balkans

Belarus

Burma

China

Cuba

Democratic Republic of Congo

Eritea

Ethiopia

Iran

Iraq

Lebanon

libya

Mali

Nicaragua

North Korea

Pakistan

Russia

Saudi Arabia

Somalia

South Africa

Sudan

Syria

Tajikistan

Turkmenistan



From: Butrum, Bruce (NIH/FIC) [E]

Sent: Wed, 26 Mar 2025 14:38:07 +0000

To: Smith, Marcia (NIH/FIC) [E]

Subject: FW: Updated Staff Guidance

Attachments: NIH Grants Management Staff Guidance — Award Assessments for Alignment

with Agency Priorities - 3.25.25.pdf

Please include this email if we are still responding to the FOIA request.

Bruce R. Butrum

Chief Grants Management Officer
Office of the Director

Fogarty International Center
National Institutes of Health
Building 31 Room B2C55

31 Center Drive

Bethesda, MD 20892
301-728-4756

From: Bulls, Michelle G. (NIH/OD) [E] <michelle.bulls@nih.gov>

Sent: Tuesday, March 25, 2025 4:44 PM

To: Chief GMOs <ChiefGMOs@mail.nih.gov>

Cc: Lorsch, Jon (NIH/NIGMS) [E] <jon.lorsch@nih.gov>; EPMC Principals <epmcprincipals@ mail.nih.gov>;
Bulls, Michelle G. (NIH/OD) [E] <michelle.bulls@nih.gov>

Subject: Updated Staff Guidance

Hi,

A few updates:
¢ File Name Updated to align with actual document title (instead of DEI staff guidance).
¢ Appendix 3 language re DEIl corrected.
e New Appendix 7 added re: PMS actions.

¢ Will consult w/OGC tomorrow on Climate Change language and will add it once
received.

Reminder — this document is a living and breathing document, we will add to it daily for a while,
but at least you have a few more details. Please let me know if you have additional questions.
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NIH Grants Management Staff Guidance — Award Assessments for Alignment with
Agency Priorities- March 2025

Issue Date: March 25, 2025
Background

This staff guidance rescinds the guidance provided in the February 13, 2025, memo to IC Chief Grants
Management Officers entitled Supplemental Guidance — NIH Review of Agency Priorities Based on the
New Administration’s Goals. In accordance with the Secretarial Directive on DEI Related Funding
(Appendix 1), NIH will no longer prioritize research and research training programs that focus on
Diversity, Equity and Inclusion (DEI). Terminations that result from science that no longer effectuates
NIH’s priorities related to DEI, gender identity and other scientific areas must follow the appeals
guidance below. All other terminations for noncompliance require, always, appeal language.

Prior to issuing all awards (competing and non-competing) or approving requests for carryover, ICs must
review the specific aims/major goals of the project to assess whether the proposed project contains any
DEI, gender identity or other research activities that are not an NIH/HHS priority/authority. To avoid
issuing awards, in error, that support these activities ICs must take care to completely excise all non-
priority activities using the following categories.

ICs should review the current application/RPPR under consideration, only. ICs should not request
retroactive changes to previous RPPRs and competitive applications to modify language related to
research that has already been conducted. Categories 1-3 are IC determinations not those ordered by
HHS.

Category 1: The sole purpose of the project is related to an area that is no longer an NIH/HHS
priority/authority (e.g., diversity supplements, diversity fellowships, or conference grant where the
purpose of the meeting is diversity), and/or the application was received in response to a NOFO that has
been unpublished due to its focus on activities that are no longer an NIH/HHS priority/authority. This
applies to all projects, including phased awards, etc.

o Action: ICs must not issue the award (competing or non-competing).
o For ongoing projects where NIH will not issue the next Type 5 (IC determination not HHS
list), the IC must:
o Issue arevised award to remove all outyears.
o Add the action to the master spreadsheet located at: OD OPERA Grant Action
Tracking (access limited to CGMOs).
o Include the following term in the revised NOA:

Term of Award:

It is the policy of NIH not to prioritize research programs related to [insert
category from Appendix 3, verbatim]. Therefore, no additional funding will be
awarded for this project, and all future years have been removed. [RECIPIENT
NAME] may request funds to support patient safety and orderly closeout of the
project, and remaining funds will be deobligated. Funds used to support any
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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.

o Check PMS to determine amount of funds remaining, and if funds are available
request a hard funds restriction of all funds except $1 in PMS.

o No cost extension requests: For second and third NCE’s, ICs must determine if the sole
purpose of the grant was to support research activities that are no longer an NIH/HHS
priority/authority and, if so, issue an award to end the grant project (use disapproved
extension term below). If the non-NIH/HHS priority/authority research activities are
ancillary to the project, approve the extension (use approved extension term below).
Reminder — even if a grant project is in an NCE, IC staff must still determine if non-
NIH/HHS priority/authority activities are proposed during the extension period.
Extensions may only be approved for orderly closeout, and funds may not be used to
support any non-NIH/HHS priority/authority research activities.

o ICs may use the following term of award when approving/disapproving NCEs:

= Term of Award (approved extension): The no-cost extension has been
approved for this project to support orderly closeout of the project,
only. NIH grants funds must not be used to support [insert category —
e.g., Diversity, Equity and Inclusion (DEI), gender identity, etc.] research
or research training activities or programs. Any funds used to support
such activities will result in a disallowance of costs, and funds will be
recovered.

= Term of Award (disapproved extension): The no cost extension request
for this project has been denied. Please proceed with orderly closeout of
the project. NIH grant funds must not be used to support [insert
category — e.g., Diversity, Equity and Inclusion (DEI), gender identity,
etc.] research or research training activities or programs.

Category 2: Project partially supports non-NIH/HHS priority/authority activities (i.e., the project
may still be viable if those aims or activities are negotiated out, without significant changes from
the original peer-reviewed scope). This means the non-NIH/HHS priority/authority activities are
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ancillary to the purpose of the project, in some cases, not readily visible. This category requires a
scientific assessment and requires the GM to use the Restriction Term of Award in Section IV of
the Notice of Award. No exceptions will be allowed without a deviation from the Office of Policy
for Extramural Research Administration (OPERA)/Office of Extramural Research (OER).

o Note: Activities required to comply with NIH inclusion policies are not considered DEI
activities.

o Action 1: Funding IC must negotiate with the applicant/recipient to address the activities
that are non-compliant, along with the associated funds that support those activities,
obtain revised aims and budgets, and document the changes in the grant file. The
recipient/awardee cannot rebudget these funds, they must be recovered by the IC.
OPERA is consulting with eRA on options to collect these application updates in a
structured format.

Sample language for requesting application updates from the AOR: It is the
policy of NIH not to prioritize [select one of the following: diversity, equity and
inclusion (DEI) research programs, gender identity, vaccine hesitancy, climate
change or countries of concern, e.g., China or South Africa.] [Funding IC] has
identified [insert appropriate activity taken from the list above] activities within
section [XXXX] of your application. Please work with the PD/PI to update the
application sections and adjust the budget as appropriate to remove all [insert
appropriate activity] activities and submit these updates to the Program Official
and Grants Management Specialist for review and approval.

o Action 2: Once the IC and the applicant/recipient have reached an agreement, issue the
award and include the following Term and Condition of Award in Section IV of the Notice
of Award. Hard funds restrictions are not required.

Term of Award (Approved 2/28/2025 — Refer to Appendix 4 for the approval
from Dr. Memoli):

NIH and the recipient have renegotiated the scope of this award. Pursuant to
the revised scope, NIH funds may only be used to support activities within the
revised scope of the award. NIH funds may not be used to support activities that
are outside the revised scope of the award, including [select one of the
following: diversity, equity and inclusion (DEI) research programs, gender
identity, vaccine hesitancy, climate change or countries of concern, e.g., China or
South Africa, etc.] research or related research training activities or programs.
Any funds used to support activities outside the scope will result in a
disallowance of costs, and funds will be recovered.

This term is consistent with NIH’s ongoing internal review of NIH’s priorities and
the alignment of awards with those priorities as well as a review of program
integrity of awards. Such review includes, but is not limited to, a review for
fraud, waste and abuse, and a review of the NIH portfolio to determine whether
awards are in the best interests of the government and consistent with policy
priorities. If recipients are unclear on whether a specific activity constitutes

3
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[select one of the following: diversity, equity and inclusion (DEI) research
programs, gender identity, vaccine hesitancy, climate change or countries of
concern, e.g., China or South Africa., etc.] or has questions regarding other
activities that could be considered outside the scope of the award, refrain from
drawing down funds and consult with the funding IC, particularly where the
activity may impact the specific aims, goals, and objectives of the project.

Unable to remove activities that are not an NIH/HHS priority/authority: If the IC and
the applicant/recipient cannot reach an agreement, or the project is no longer viable
without the non-compliant activities, the IC cannot proceed with the award. For ongoing
projects, the IC must work with OPERA to negotiate a bilateral termination of the
project. Where bilateral termination cannot be reached, the IC must unilaterally
terminate the project. Terminated awards (bilaterally or unilaterally) should follow the
process identified in Category 4.

Diversity Supplements: Type 5 Diversity supplements may no lenger be awarded. For
ongoing awards, ICs must remove the diversity supplement activities prior to issuing the
next Type 5 for the parent award and include the DEI Term and Condition of Award in
Section IV of the NOA of the parent grant. The IC must revise the Diversity Supplement
award to remove all outyears. If diversity supplement outyears were included in the
previous NOA, the IC must revise the prior year award to remove references to those
outyear commitments.

Conference Grants: If a conference supported by an NIH grant focuses on scientific
topics that are unrelated to DEI, but the conference itself is targeted at a specific
population (e.g., underrepresented groups), the IC must work with the
applicant/recipient to open the conference up to all populations. If a negotiation to
broaden the target audience is not feasible, or the conference is no longer viable, then
the IC must terminate the award following the process in Category 4.

Diversity Reports (e.g., Ts, R25, K12, and any others): NIH is modifying the application
instructions and RPPR instructions to remove requirements for diversity reports (e.g.,
Trainee Diversity Report). If ICs receive these reports in applications or RPPRs, the IC
should not review the report. These reports provide diversity related information, but do
not involve specific DEI activities. I1Cs must use the following term: “NIH no longer
requires the [name of diversity table/plans]. Therefore, NIH did not review the [name of
diversity table/plans] provided. NIH funding may not be used to support any diversity,
equity or inclusion (DEI) activities”. Note: this section applies to diversity related reports,
only. Other areas that are no longer NIH/HHS priorities/authority must be addressed
under category 2 negotiations.

Administrative Supplement Requests: Administrative supplement applications should
be reviewed for any activities that are no longer NIH/HHS priorities/authority and
modified as needed. ICs do not need to retroactively review the competitive parent
grant application— only the supplement application requires review.
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Category 2B:

Prospective reviews by GM where the DEIl language in certain sections of the application has
to be removed even though the project itself is not focused on DEI but may have language or
have been awarded from a DEI NOFO that is expired/taken down for revision to go back up
once the language is appropriately excised.

Examples below, and in these cases, IC should consider using the Category 2 term of award
but remove the negotiation language from the term:

= Resource Section

=  Biosketch
=  RPPRs
Category 2C:

Subprojects terminated by HHS.

=  OPERA will restrict the funds associated with the project. No action required
from the IC.

Category 3: Project does not support any DEl activities
o Action: IC may proceed with issuing the award.

Category 4/HHS Departmental Authority Terminations:

o OPERA receives a list from the Director, NIH or designee.
o OPERA will issue termination letters on behalf of the IC Chief Grants Management
Officers. The IC CGMO will be copied on the email with the termination letter.
=  Supplements - Parent Award Terminated: If a terminated award has active
supplement(s), all supplement awards must be terminated along with the
parent.
=  Supplement Terminated Only: If a termination letter references a supplement
only, and not the parent award, then the supplement alone must be terminated
following the instructions below.
= Linked (or equivalent) Awards: If one linked (or equivalent) award is terminated,
the IC is only required to terminate the specific award noted in the letter. The IC
must conduct a separate review to determine whether terminating that award
will have a structural impact on the scientific design along with associated
outcomes and act, as appropriate, to early terminate or allow the remaining
awards to continue. Feel free to discuss with OPERA, as needed.
o When a termination letter is received, the IC must:

e Issue a revised NOA within 3 business days of the date the termination letter
was issued to the recipient.
= Change the budget and project period end dates to match the date of the
termination letter.
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e OPERA will place a hard funds restriction on all PMS subaccounts as
termination letters are issued. OPERAs Federal Financial Report
Center (FFR-C) will deobligate the remaining funds after the Final
FFRs are submitted. There is no deobligation action required from
the ICs.
=  Remove all future years from the project, where applicable. If the grant is in
a no cost extension, and HHS requests a termination, the project must be
terminated even in a no cost extension. If the grant is in a no cost extension,
and HHS did not request a termination, follow the NCE guidance above.
* Include the following Termination Term in the revised NOA:

It is the policy of NIH not to prioritize [insert termination category language
from Appendix 3, verbatim]. Therefore, this project is terminated.
[RECIPIENT NAME] 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.

= Note: Appeals language must be included prior to October 1, 2025. After
October 1, 2025, when HHS will fully adopt 2 CFR 200, per 2 CFR 200.340,
termination actions taken based on agency priorities are not appealable.
This is different from terminations based on noncompliance (administrative
and programmatic).
o eRA provides OPERA with daily reports on NOAs issued, so ICs do not need to report to
OPERA on each action completed.

Category 5: Awards to Entities in certain foreign countries

o Additional guidance on awards to foreign entities is forthcoming. At this time, ICs should
hold all awards to entities located in South Africa or countries identified on any of the
following lists.

= State Department Countries of Particular Concern

= State Sponsors of Terrorism
= Final Rule Restricting Transfer of Personal U.S. Data to Countries of Concern




INTERNAL: NOT FOR DISTRIBUTION OUTSIDE THE GOVERNMENT

= Office of Foreign Assets Control Sanctions List

Separation of Duties Guidance:

OPERA has issued a Separation of Duties (SOD) waiver for all CGMOs, specific to the HHS Departmental
Authorities termination actions, to allow IC CGMOs to work up and issue termination actions. Copy
available in Teams.
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Appendix 1
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_/é DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the Secretary

SECRETARIAL DIRECTIVE ON DEI-RELATED FUNDING

February 10, 2025

The Department of Health and Human Services has an obligation to ensure that taxpayer dollars
are used to advance the best interests of the government. This includes avoiding the expenditure
of federal funds on programs, or with contractors or vendors, that 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 another protected characteristic. Contracts and grants
that support DEI and similar discriminatory programs can violate Federal civil rights law and are
inconsistent with the Department’s policy of improving the health and well-being of all
Americans.

These contracts and grants can cause serious programmatic failures and yet it is currently
impossible to access sufficient information from a centralized source within the Department of
Health and Human Services to assess them. Specifically, there is no one method to determine
whether payments the agency is making to contractors, vendors, and grantees for functions related
to DEI and similar programs are contributing to the serious problems and acute harms DEI
initiatives may pose to the Department’s compliance with Federal civil rights law as well as the
Department’s policy of improving the health and well-being of all Americans. It is also currently
impossible to assess whether payments the Department is making are free from fraud, abuse, and
duplication, as well as to assess whether current contractual arrangements, vendor agreements, and
grant awards related to these functions are in the best interests of the United States. See FAR
12.403(b), 49.101; 45 C.F.R. § 75.371-372. Finally, it is also impossible to determine with current
systems whether current contracts and grant awards are tailored to ameliorate these specific
problems and the broader problem of DEI and similar programs rather than exacerbate them. The
Department has an obligation to ensure that no taxpayer dollars are lost to abuse or expended on
anything other than advancing the best interests of the nation.

For these reasons, pursuant to, among other authorities, FAR 12.403(b) and 49.101 and 45 C.F.R.
§ 75.371- 372, the Secretary of Health and Human Services hereby DIRECTS as follows:

Agency personnel shall briefly pause all payments made to contractors, vendors, and
grantees related to DEI and similar programs for internal review for payment
integrity. Such review shall include but not be limited to a review for fraud, waste,
abuse, and a review of the overall contracts and grants to determine whether those
contracts or grants are in the best interest of the government and consistent with
current policy priorities. In addition, if after review the Department has determined
that a contract is inconsistent with Department priorities and no longer in the interest
of the government, such contracts may be terminated pursuant to the Department’s
authority to terminate for convenience contracts that are not “in the best interests of
the Government,” see FAR 49.101(b); 12.403(b). Furthermore, grants may be ,
terminated in accordance with federal law.

Washington, D.C. 20201



This Directive shall be implemented through the Department's contracts and payment
management systems by personnel with responsibility for such systems who shall, in doing so,
comply with all notice and procedural requirements in each affected award, agreement, or other
instrument. Whenever a DEI or similar contract or grant is paused for review, Department
personnel shall immediately send such payment to Scott Rowell, Deputy Chief of Staff for
Operations, for prompt review to determine whether or not the payment is appropriate and should
be made. Payments on paused contracts shall remain paused and already terminated contracts
shall remain terminated pending completion of that review to the maximum extent permitted by

law and all applicable notice and procedural requirements in the affected award, agreement, or
other instrument.

I thank you for your attention to this matter, as well as your efforts to ensure that no taxpayer
dollars are misspent.

owtay Ot

Dorothy A. FigK, M.D., Acting Secretary
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Appendix 2 — Guidance for staff to use on specific programs, awards, supplements.

@]

Supplements — Parent Award Terminated: If a terminated award has active
supplement(s), all supplement awards must be terminated along with the parent.
Supplement Terminated Only: If a termination letter references a supplement only, and
not the parent award, then the supplement alone must be terminated.

Linked (or equivalent) Awards: If one linked award is terminated, the IC is only required
to terminate the specific award noted in the letter. The is should review and determine
whether terminating that ward will have a structural impact on the scientific outcome
originally intended by the IC and act as appropriate on the remaining awards.

Diversity Tables — Ignore and issue the grant using the term provided above.

Diversity Plans — Ignore and issue the award using the term provided above.
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Appendix 3 — Language provided to NIH by HHS providing examples for research activities that NIH no
longer supports. Use this language for HHS terminations only.

China: Bolstering Chinese universities does not enhance the American people’s quality of life or
improve America’s position in the world. On the contrary, funding research in China contravenes
American national-security interests and hinders America’s foreign-policy objectives.

DEI: Research programs based primarily on artificial and non-scientific categories, including
amorphous equity objectives, are antithetical to the scientific inquiry, do nothing to expand our
knowledge of living systems, provide low returns on investment, and ultimately do not enhance
health, lengthen life, or reduce illness. Worse, so-called diversity, equity, and inclusion (“DEI")
studies are often used to support unlawful discrimination on the basis of race and other
protected characteristics, which harms the health of Americans. Therefore, it is the policy of NIH
not to prioritize such research programs.

Transgender issues: 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. Itis
the policy of NIH not to prioritize these research programs.

Vaccine Hesitancy: It is the policy of NIH not to prioritize research activities that focuses gaining
scientific knowledge on why individuals are hesitant to be vaccinated and/or explore ways to
improve vaccine interest and commitment. NIH is obligated to carefully steward grant awards to
ensure taxpayer dollars are used in ways that benefit the American people and improve their
quality of life. Your project does not satisfy these criteria.

COVID: 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.

10



Appendix 4 - Approval email from Dr. Memoli (Acting Director, NIH) on Friday, February

28, 2025.
From: Memoli, Matthew (NIH/OD) [E]
To: Bundesen, Liza (NIH/OD) [E]
Ce: Bulls, Michelle G. (NIH/OD) [E]; ; Butler, Benjamin (NIH/OD) [E]; Jacobs, Anna
(NIH/OD) [E]; Burklow, John (NIH/OD) [E
Subject: Re: Clean Version of DEI Restriction Term - Final
Date: Friday, February 28, 2025 2:54:19 PM
approved
Matt
Get Outlook for i10S

From: Bundesen, Liza (NIH/OD) [E] <lbundese @mail.nih.gov>

Sent: Friday, February 28, 2025 2:53:21 PM

To: Memoli, Matthew (NIH/OD) [E] <matthew.memoli@nih.gov>

Cc: Bulls, Michelle G. (NIH/OD) [E] <michelle.bulls@nih.gov>; Lankford, David (NIH/OD) [E]
<lankford@od31tm1.od.nih.gov>; Butler, Benjamin (NIH/OD) [E] <butlerben@mail.nih.gov>; Jacobs,
Anna (NIH/OD) [E] <anna.jacobs2@nih.gov>; Burklow, John (NIH/OD) [E] <burklowj@od.nih.gov>
Subject: Clean Version of DEI Restriction Term - Final

Hi Matt,

Attached is the term and condition of award for your approval. Please let us know if you approve and
we will implement.

Thank you,

Liza
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Appendix 5 — Notice of Funding Opportunity (NOFO) Guidance

[pending]

12
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Appendix 6 — Frequently Asked Questions

1. When reviewing applications for activities that are no longer an NIH/HHS priority/authority,
should ICs review the content of Other Support submissions?

Other Support is used to disclose the Pls ongoing activities and support and should not be
modified. ICs do not need to review Other Support for alignment with NIH/HHS
priorities/authority.

2. For phased awards where the second phase (i.e., Type 4) will not be awarded due to NIH/HHS
priority/authority, how should the IC notify the recipient that the Type 4 will not be issued?

OPERA is following up on this question, and will provide additional guidance, when available.
3. When revising awards to terminate a project, how should the IC respond to red bars in SEAR?

The IC should not contact recipients to request any additional information to address SEAR flags,
because the project is being terminated. ICs can clear the SEAR flag with a comment that the
project is being terminated.

4. If a project is terminated on an HHS list or a Type 5 is withheld because the project is no longer
an NIH/HHS priority/authority, can the IC issue a subsequent Type 2 award?

No. If a project has been terminated due to agency priorities, it is no longer eligible for a renewal
award.

5. For recipients of K awards that are terminated due to NIH/HHS priority/authority, will
eligibility requirements be modified to allow the individual to apply for another K award?

OER is reviewing this policy and will provide additional guidance, when available.

6. When ICs issue revised NOAs to terminate awards, do they have to use the exact language
provided by HHS in the termination term?

Yes, ICs must use the exact language provided in Appendix 3, with no edits.

13
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Appendix 7 - Managing PMS Hard Funds Restrictions
OPERA directs PMS to hard funds restrict awards, when termination letter is issued.

Recipients are required to request approval fromm OPERA before any draw that occurs after the
termination. The request must include details related to human subjects or animal welfare. These
are the only approvals that will be issued. OPERA will work with the IC to facilitate approvals and
facilitate lifting restrictions in PMS. After approval is issued, the recipient can request the
drawdown in PMS.

Recipients are required to request approval from OPERA to lift the restriction for payments of costs
incurred on or before the date of the termination. For costs on or before the date of the termination,
OPERA will work with PMS to lift the restriction as appropriate.

Note: Balances reported to HHS will change, as drawdowns are approved as outlined above.
Reports to HHS will be updated as balances are modified. OPERA is responsible for maintaining up
to date information for HHS reporting.

14



From: Butrum, Bruce (NIH/FIC) [E]

Sent: Wed, 26 Mar 2025 13:41:06 +0000

To: FIC Grants Office

Subject: FW: Updated Staff Guidance

Attachments: NIH Grants Management Staff Guidance — Award Assessments for Alignment

with Agency Priorities - 3.25.25.pdf

FYI

Bruce R. Butrum

Chief Grants Management Officer
Office of the Director

Fogarty International Center
National Institutes of Health
Building 31 Room B2C55

31 Center Drive

Bethesda, MD 20892
301-728-4756

From: Bulls, Michelle G. (NIH/OD) [E] <michelle.bulls@nih.gov>

Sent: Tuesday, March 25, 2025 4:44 PM

To: Chief GMOs <ChiefGMOs@mail.nih.gov>

Cc: Lorsch, Jon (NIH/NIGMS) [E] <jon.lorsch@nih.gov>; EPMC Principals <epmcprincipals@ mail.nih.gov>;
Bulls, Michelle G. (NIH/OD) [E] <michelle.bulls@nih.gov>

Subject: Updated Staff Guidance

Hi,

A few updates:

File Name Updated to align with actual document title (instead of DEI staff guidance).
Appendix 3 language re DEIl corrected.

New Appendix 7 added re: PMS actions.

Will consult w/OGC tomorrow on Climate Change language and will add it once
received.

Reminder — this document is a living and breathing document, we will add to it daily for a while,
but at least you have a few more details. Please let me know if you have additional questions.
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NIH Grants Management Staff Guidance — Award Assessments for Alignment with
Agency Priorities- March 2025

Issue Date: March 25, 2025
Background

This staff guidance rescinds the guidance provided in the February 13, 2025, memo to IC Chief Grants
Management Officers entitled Supplemental Guidance — NIH Review of Agency Priorities Based on the
New Administration’s Goals. In accordance with the Secretarial Directive on DEI Related Funding
(Appendix 1), NIH will no longer prioritize research and research training programs that focus on
Diversity, Equity and Inclusion (DEI). Terminations that result from science that no longer effectuates
NIH’s priorities related to DEI, gender identity and other scientific areas must follow the appeals
guidance below. All other terminations for noncompliance require, always, appeal language.

Prior to issuing all awards (competing and non-competing) or approving requests for carryover, ICs must
review the specific aims/major goals of the project to assess whether the proposed project contains any
DEI, gender identity or other research activities that are not an NIH/HHS priority/authority. To avoid
issuing awards, in error, that support these activities ICs must take care to completely excise all non-
priority activities using the following categories.

ICs should review the current application/RPPR under consideration, only. ICs should not request
retroactive changes to previous RPPRs and competitive applications to modify language related to
research that has already been conducted. Categories 1-3 are IC determinations not those ordered by
HHS.

Category 1: The sole purpose of the project is related to an area that is no longer an NIH/HHS
priority/authority (e.g., diversity supplements, diversity fellowships, or conference grant where the
purpose of the meeting is diversity), and/or the application was received in response to a NOFO that has
been unpublished due to its focus on activities that are no longer an NIH/HHS priority/authority. This
applies to all projects, including phased awards, etc.

o Action: ICs must not issue the award (competing or non-competing).
o For ongoing projects where NIH will not issue the next Type 5 (IC determination not HHS
list), the IC must:
o Issue arevised award to remove all outyears.
o Add the action to the master spreadsheet located at: OD OPERA Grant Action
Tracking (access limited to CGMOs).
o Include the following term in the revised NOA:

Term of Award:

It is the policy of NIH not to prioritize research programs related to [insert
category from Appendix 3, verbatim]. Therefore, no additional funding will be
awarded for this project, and all future years have been removed. [RECIPIENT
NAME] may request funds to support patient safety and orderly closeout of the
project, and remaining funds will be deobligated. Funds used to support any
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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.

o Check PMS to determine amount of funds remaining, and if funds are available
request a hard funds restriction of all funds except $1 in PMS.

o No cost extension requests: For second and third NCE’s, ICs must determine if the sole
purpose of the grant was to support research activities that are no longer an NIH/HHS
priority/authority and, if so, issue an award to end the grant project (use disapproved
extension term below). If the non-NIH/HHS priority/authority research activities are
ancillary to the project, approve the extension (use approved extension term below).
Reminder — even if a grant project is in an NCE, IC staff must still determine if non-
NIH/HHS priority/authority activities are proposed during the extension period.
Extensions may only be approved for orderly closeout, and funds may not be used to
support any non-NIH/HHS priority/authority research activities.

o ICs may use the following term of award when approving/disapproving NCEs:

= Term of Award (approved extension): The no-cost extension has been
approved for this project to support orderly closeout of the project,
only. NIH grants funds must not be used to support [insert category —
e.g., Diversity, Equity and Inclusion (DEI), gender identity, etc.] research
or research training activities or programs. Any funds used to support
such activities will result in a disallowance of costs, and funds will be
recovered.

= Term of Award (disapproved extension): The no cost extension request
for this project has been denied. Please proceed with orderly closeout of
the project. NIH grant funds must not be used to support [insert
category — e.g., Diversity, Equity and Inclusion (DEI), gender identity,
etc.] research or research training activities or programs.

Category 2: Project partially supports non-NIH/HHS priority/authority activities (i.e., the project
may still be viable if those aims or activities are negotiated out, without significant changes from
the original peer-reviewed scope). This means the non-NIH/HHS priority/authority activities are
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ancillary to the purpose of the project, in some cases, not readily visible. This category requires a
scientific assessment and requires the GM to use the Restriction Term of Award in Section IV of
the Notice of Award. No exceptions will be allowed without a deviation from the Office of Policy
for Extramural Research Administration (OPERA)/Office of Extramural Research (OER).

o Note: Activities required to comply with NIH inclusion policies are not considered DEI
activities.

o Action 1: Funding IC must negotiate with the applicant/recipient to address the activities
that are non-compliant, along with the associated funds that support those activities,
obtain revised aims and budgets, and document the changes in the grant file. The
recipient/awardee cannot rebudget these funds, they must be recovered by the IC.
OPERA is consulting with eRA on options to collect these application updates in a
structured format.

Sample language for requesting application updates from the AOR: It is the
policy of NIH not to prioritize [select one of the following: diversity, equity and
inclusion (DEI) research programs, gender identity, vaccine hesitancy, climate
change or countries of concern, e.g., China or South Africa.] [Funding IC] has
identified [insert appropriate activity taken from the list above] activities within
section [XXXX] of your application. Please work with the PD/PI to update the
application sections and adjust the budget as appropriate to remove all [insert
appropriate activity] activities and submit these updates to the Program Official
and Grants Management Specialist for review and approval.

o Action 2: Once the IC and the applicant/recipient have reached an agreement, issue the
award and include the following Term and Condition of Award in Section IV of the Notice
of Award. Hard funds restrictions are not required.

Term of Award (Approved 2/28/2025 — Refer to Appendix 4 for the approval
from Dr. Memoli):

NIH and the recipient have renegotiated the scope of this award. Pursuant to
the revised scope, NIH funds may only be used to support activities within the
revised scope of the award. NIH funds may not be used to support activities that
are outside the revised scope of the award, including [select one of the
following: diversity, equity and inclusion (DEI) research programs, gender
identity, vaccine hesitancy, climate change or countries of concern, e.g., China or
South Africa, etc.] research or related research training activities or programs.
Any funds used to support activities outside the scope will result in a
disallowance of costs, and funds will be recovered.

This term is consistent with NIH’s ongoing internal review of NIH’s priorities and
the alignment of awards with those priorities as well as a review of program
integrity of awards. Such review includes, but is not limited to, a review for
fraud, waste and abuse, and a review of the NIH portfolio to determine whether
awards are in the best interests of the government and consistent with policy
priorities. If recipients are unclear on whether a specific activity constitutes

3
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[select one of the following: diversity, equity and inclusion (DEI) research
programs, gender identity, vaccine hesitancy, climate change or countries of
concern, e.g., China or South Africa., etc.] or has questions regarding other
activities that could be considered outside the scope of the award, refrain from
drawing down funds and consult with the funding IC, particularly where the
activity may impact the specific aims, goals, and objectives of the project.

Unable to remove activities that are not an NIH/HHS priority/authority: If the IC and
the applicant/recipient cannot reach an agreement, or the project is no longer viable
without the non-compliant activities, the IC cannot proceed with the award. For ongoing
projects, the IC must work with OPERA to negotiate a bilateral termination of the
project. Where bilateral termination cannot be reached, the IC must unilaterally
terminate the project. Terminated awards (bilaterally or unilaterally) should follow the
process identified in Category 4.

Diversity Supplements: Type 5 Diversity supplements may no lenger be awarded. For
ongoing awards, ICs must remove the diversity supplement activities prior to issuing the
next Type 5 for the parent award and include the DEI Term and Condition of Award in
Section IV of the NOA of the parent grant. The IC must revise the Diversity Supplement
award to remove all outyears. If diversity supplement outyears were included in the
previous NOA, the IC must revise the prior year award to remove references to those
outyear commitments.

Conference Grants: If a conference supported by an NIH grant focuses on scientific
topics that are unrelated to DEI, but the conference itself is targeted at a specific
population (e.g., underrepresented groups), the IC must work with the
applicant/recipient to open the conference up to all populations. If a negotiation to
broaden the target audience is not feasible, or the conference is no longer viable, then
the IC must terminate the award following the process in Category 4.

Diversity Reports (e.g., Ts, R25, K12, and any others): NIH is modifying the application
instructions and RPPR instructions to remove requirements for diversity reports (e.g.,
Trainee Diversity Report). If ICs receive these reports in applications or RPPRs, the IC
should not review the report. These reports provide diversity related information, but do
not involve specific DEI activities. I1Cs must use the following term: “NIH no longer
requires the [name of diversity table/plans]. Therefore, NIH did not review the [name of
diversity table/plans] provided. NIH funding may not be used to support any diversity,
equity or inclusion (DEI) activities”. Note: this section applies to diversity related reports,
only. Other areas that are no longer NIH/HHS priorities/authority must be addressed
under category 2 negotiations.

Administrative Supplement Requests: Administrative supplement applications should
be reviewed for any activities that are no longer NIH/HHS priorities/authority and
modified as needed. ICs do not need to retroactively review the competitive parent
grant application— only the supplement application requires review.
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Category 2B:

Prospective reviews by GM where the DEIl language in certain sections of the application has
to be removed even though the project itself is not focused on DEI but may have language or
have been awarded from a DEI NOFO that is expired/taken down for revision to go back up
once the language is appropriately excised.

Examples below, and in these cases, IC should consider using the Category 2 term of award
but remove the negotiation language from the term:

= Resource Section

=  Biosketch
=  RPPRs
Category 2C:

Subprojects terminated by HHS.

=  OPERA will restrict the funds associated with the project. No action required
from the IC.

Category 3: Project does not support any DEl activities
o Action: IC may proceed with issuing the award.

Category 4/HHS Departmental Authority Terminations:

o OPERA receives a list from the Director, NIH or designee.
o OPERA will issue termination letters on behalf of the IC Chief Grants Management
Officers. The IC CGMO will be copied on the email with the termination letter.
=  Supplements - Parent Award Terminated: If a terminated award has active
supplement(s), all supplement awards must be terminated along with the
parent.
=  Supplement Terminated Only: If a termination letter references a supplement
only, and not the parent award, then the supplement alone must be terminated
following the instructions below.
= Linked (or equivalent) Awards: If one linked (or equivalent) award is terminated,
the IC is only required to terminate the specific award noted in the letter. The IC
must conduct a separate review to determine whether terminating that award
will have a structural impact on the scientific design along with associated
outcomes and act, as appropriate, to early terminate or allow the remaining
awards to continue. Feel free to discuss with OPERA, as needed.
o When a termination letter is received, the IC must:

e Issue a revised NOA within 3 business days of the date the termination letter
was issued to the recipient.
= Change the budget and project period end dates to match the date of the
termination letter.
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e OPERA will place a hard funds restriction on all PMS subaccounts as
termination letters are issued. OPERAs Federal Financial Report
Center (FFR-C) will deobligate the remaining funds after the Final
FFRs are submitted. There is no deobligation action required from
the ICs.
=  Remove all future years from the project, where applicable. If the grant is in
a no cost extension, and HHS requests a termination, the project must be
terminated even in a no cost extension. If the grant is in a no cost extension,
and HHS did not request a termination, follow the NCE guidance above.
* Include the following Termination Term in the revised NOA:

It is the policy of NIH not to prioritize [insert termination category language
from Appendix 3, verbatim]. Therefore, this project is terminated.
[RECIPIENT NAME] 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.

= Note: Appeals language must be included prior to October 1, 2025. After
October 1, 2025, when HHS will fully adopt 2 CFR 200, per 2 CFR 200.340,
termination actions taken based on agency priorities are not appealable.
This is different from terminations based on noncompliance (administrative
and programmatic).
o eRA provides OPERA with daily reports on NOAs issued, so ICs do not need to report to
OPERA on each action completed.

Category 5: Awards to Entities in certain foreign countries

o Additional guidance on awards to foreign entities is forthcoming. At this time, ICs should
hold all awards to entities located in South Africa or countries identified on any of the
following lists.

= State Department Countries of Particular Concern

= State Sponsors of Terrorism
= Final Rule Restricting Transfer of Personal U.S. Data to Countries of Concern
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= Office of Foreign Assets Control Sanctions List

Separation of Duties Guidance:

OPERA has issued a Separation of Duties (SOD) waiver for all CGMOs, specific to the HHS Departmental
Authorities termination actions, to allow IC CGMOs to work up and issue termination actions. Copy
available in Teams.
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Appendix 1
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_/é DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the Secretary

SECRETARIAL DIRECTIVE ON DEI-RELATED FUNDING

February 10, 2025

The Department of Health and Human Services has an obligation to ensure that taxpayer dollars
are used to advance the best interests of the government. This includes avoiding the expenditure
of federal funds on programs, or with contractors or vendors, that 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 another protected characteristic. Contracts and grants
that support DEI and similar discriminatory programs can violate Federal civil rights law and are
inconsistent with the Department’s policy of improving the health and well-being of all
Americans.

These contracts and grants can cause serious programmatic failures and yet it is currently
impossible to access sufficient information from a centralized source within the Department of
Health and Human Services to assess them. Specifically, there is no one method to determine
whether payments the agency is making to contractors, vendors, and grantees for functions related
to DEI and similar programs are contributing to the serious problems and acute harms DEI
initiatives may pose to the Department’s compliance with Federal civil rights law as well as the
Department’s policy of improving the health and well-being of all Americans. It is also currently
impossible to assess whether payments the Department is making are free from fraud, abuse, and
duplication, as well as to assess whether current contractual arrangements, vendor agreements, and
grant awards related to these functions are in the best interests of the United States. See FAR
12.403(b), 49.101; 45 C.F.R. § 75.371-372. Finally, it is also impossible to determine with current
systems whether current contracts and grant awards are tailored to ameliorate these specific
problems and the broader problem of DEI and similar programs rather than exacerbate them. The
Department has an obligation to ensure that no taxpayer dollars are lost to abuse or expended on
anything other than advancing the best interests of the nation.

For these reasons, pursuant to, among other authorities, FAR 12.403(b) and 49.101 and 45 C.F.R.
§ 75.371- 372, the Secretary of Health and Human Services hereby DIRECTS as follows:

Agency personnel shall briefly pause all payments made to contractors, vendors, and
grantees related to DEI and similar programs for internal review for payment
integrity. Such review shall include but not be limited to a review for fraud, waste,
abuse, and a review of the overall contracts and grants to determine whether those
contracts or grants are in the best interest of the government and consistent with
current policy priorities. In addition, if after review the Department has determined
that a contract is inconsistent with Department priorities and no longer in the interest
of the government, such contracts may be terminated pursuant to the Department’s
authority to terminate for convenience contracts that are not “in the best interests of
the Government,” see FAR 49.101(b); 12.403(b). Furthermore, grants may be ,
terminated in accordance with federal law.

Washington, D.C. 20201



This Directive shall be implemented through the Department's contracts and payment
management systems by personnel with responsibility for such systems who shall, in doing so,
comply with all notice and procedural requirements in each affected award, agreement, or other
instrument. Whenever a DEI or similar contract or grant is paused for review, Department
personnel shall immediately send such payment to Scott Rowell, Deputy Chief of Staff for
Operations, for prompt review to determine whether or not the payment is appropriate and should
be made. Payments on paused contracts shall remain paused and already terminated contracts
shall remain terminated pending completion of that review to the maximum extent permitted by

law and all applicable notice and procedural requirements in the affected award, agreement, or
other instrument.

I thank you for your attention to this matter, as well as your efforts to ensure that no taxpayer
dollars are misspent.

owtay Ot

Dorothy A. FigK, M.D., Acting Secretary
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Appendix 2 — Guidance for staff to use on specific programs, awards, supplements.

@]

Supplements — Parent Award Terminated: If a terminated award has active
supplement(s), all supplement awards must be terminated along with the parent.
Supplement Terminated Only: If a termination letter references a supplement only, and
not the parent award, then the supplement alone must be terminated.

Linked (or equivalent) Awards: If one linked award is terminated, the IC is only required
to terminate the specific award noted in the letter. The is should review and determine
whether terminating that ward will have a structural impact on the scientific outcome
originally intended by the IC and act as appropriate on the remaining awards.

Diversity Tables — Ignore and issue the grant using the term provided above.

Diversity Plans — Ignore and issue the award using the term provided above.
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Appendix 3 — Language provided to NIH by HHS providing examples for research activities that NIH no
longer supports. Use this language for HHS terminations only.

China: Bolstering Chinese universities does not enhance the American people’s quality of life or
improve America’s position in the world. On the contrary, funding research in China contravenes
American national-security interests and hinders America’s foreign-policy objectives.

DEI: Research programs based primarily on artificial and non-scientific categories, including
amorphous equity objectives, are antithetical to the scientific inquiry, do nothing to expand our
knowledge of living systems, provide low returns on investment, and ultimately do not enhance
health, lengthen life, or reduce illness. Worse, so-called diversity, equity, and inclusion (“DEI")
studies are often used to support unlawful discrimination on the basis of race and other
protected characteristics, which harms the health of Americans. Therefore, it is the policy of NIH
not to prioritize such research programs.

Transgender issues: 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. Itis
the policy of NIH not to prioritize these research programs.

Vaccine Hesitancy: It is the policy of NIH not to prioritize research activities that focuses gaining
scientific knowledge on why individuals are hesitant to be vaccinated and/or explore ways to
improve vaccine interest and commitment. NIH is obligated to carefully steward grant awards to
ensure taxpayer dollars are used in ways that benefit the American people and improve their
quality of life. Your project does not satisfy these criteria.

COVID: 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.

10



Appendix 4 - Approval email from Dr. Memoli (Acting Director, NIH) on Friday, February

28, 2025.
From: Memoli, Matthew (NIH/OD) [E]
To: Bundesen, Liza (NIH/OD) [E]
Ce: Bulls, Michelle G. (NIH/OD) [E]; ; Butler, Benjamin (NIH/OD) [E]; Jacobs, Anna
(NIH/OD) [E]; Burklow, John (NIH/OD) [E
Subject: Re: Clean Version of DEI Restriction Term - Final
Date: Friday, February 28, 2025 2:54:19 PM
approved
Matt
Get Outlook for i10S

From: Bundesen, Liza (NIH/OD) [E] <lbundese @mail.nih.gov>

Sent: Friday, February 28, 2025 2:53:21 PM

To: Memoli, Matthew (NIH/OD) [E] <matthew.memoli@nih.gov>

Cc: Bulls, Michelle G. (NIH/OD) [E] <michelle.bulls@nih.gov>; Lankford, David (NIH/OD) [E]
<lankford@od31tm1.od.nih.gov>; Butler, Benjamin (NIH/OD) [E] <butlerben@mail.nih.gov>; Jacobs,
Anna (NIH/OD) [E] <anna.jacobs2@nih.gov>; Burklow, John (NIH/OD) [E] <burklowj@od.nih.gov>
Subject: Clean Version of DEI Restriction Term - Final

Hi Matt,

Attached is the term and condition of award for your approval. Please let us know if you approve and
we will implement.

Thank you,

Liza
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Appendix 5 — Notice of Funding Opportunity (NOFO) Guidance

[pending]

12
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Appendix 6 — Frequently Asked Questions

1. When reviewing applications for activities that are no longer an NIH/HHS priority/authority,
should ICs review the content of Other Support submissions?

Other Support is used to disclose the Pls ongoing activities and support and should not be
modified. ICs do not need to review Other Support for alignment with NIH/HHS
priorities/authority.

2. For phased awards where the second phase (i.e., Type 4) will not be awarded due to NIH/HHS
priority/authority, how should the IC notify the recipient that the Type 4 will not be issued?

OPERA is following up on this question, and will provide additional guidance, when available.
3. When revising awards to terminate a project, how should the IC respond to red bars in SEAR?

The IC should not contact recipients to request any additional information to address SEAR flags,
because the project is being terminated. ICs can clear the SEAR flag with a comment that the
project is being terminated.

4. If a project is terminated on an HHS list or a Type 5 is withheld because the project is no longer
an NIH/HHS priority/authority, can the IC issue a subsequent Type 2 award?

No. If a project has been terminated due to agency priorities, it is no longer eligible for a renewal
award.

5. For recipients of K awards that are terminated due to NIH/HHS priority/authority, will
eligibility requirements be modified to allow the individual to apply for another K award?

OER is reviewing this policy and will provide additional guidance, when available.

6. When ICs issue revised NOAs to terminate awards, do they have to use the exact language
provided by HHS in the termination term?

Yes, ICs must use the exact language provided in Appendix 3, with no edits.

13
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Appendix 7 - Managing PMS Hard Funds Restrictions
OPERA directs PMS to hard funds restrict awards, when termination letter is issued.

Recipients are required to request approval fromm OPERA before any draw that occurs after the
termination. The request must include details related to human subjects or animal welfare. These
are the only approvals that will be issued. OPERA will work with the IC to facilitate approvals and
facilitate lifting restrictions in PMS. After approval is issued, the recipient can request the
drawdown in PMS.

Recipients are required to request approval from OPERA to lift the restriction for payments of costs
incurred on or before the date of the termination. For costs on or before the date of the termination,
OPERA will work with PMS to lift the restriction as appropriate.

Note: Balances reported to HHS will change, as drawdowns are approved as outlined above.
Reports to HHS will be updated as balances are modified. OPERA is responsible for maintaining up
to date information for HHS reporting.

14



From: Weymouth, Kristen (NIH/FIC) [E]

Sent: Wed, 26 Mar 2025 03:09:19 +0000

To: Anand, Nalini (NIH/FIC) [E]

Subject: FW: DEI Staff Guidance - Clean Final 3.25.2025 (002).pdf
Attachments: DEI Staff Guidance - Clean Final 3.25.2025 (002).pdf

From: Butrum, Bruce (NIH/FIC) [E] <butrumb@mail.nih.gov>
Sent: Tuesday, March 25, 2025 9:48 AM

To: Weymouth, Kristen (NIH/FIC) [E] <weymouthk@mail.nih.gov>
Subject: FW: DEI Staff Guidance - Clean Final 3.25.2025 (002).pdf

I just got this guidance.

Bruce R. Butrum

Chief Grants Management Officer
Office of the Director

Fogarty International Center
National Institutes of Health
Building 31 Room B2C55

31 Center Drive

Bethesda, MD 20892
301-728-4756

From: Bulls, Michelle G. (NIH/OD) [E] <michelle.bulls@nih.gov>

Sent: Tuesday, March 25, 2025 9:40 AM

To: Chief GMOs <ChiefGMOs@mail.nih.gov>

Cc: Smith, Karen (NIH/NEI) [E] <karen.robinson.smith@nei.nih.gov>; Bulls, Michelle G. (NIH/OD) [E]
<michelle.bulls@nih.gov>; Ta, Kristin (NIH/OD) [E] <kristin.ta@nih.gov>; Lorsch, Jon (NIH/NIGMS) [E]
<jon.lorsch@nih.gov>

Subject: DEI Staff Guidance - Clean Final 3.25.2025 (002).pdf

Good morning, Chiefs —

Attached is the staff guidance for your use as we begin to prioritize and normalize the
termination process where the science no longer effectuates the agency’s
prioririties/authorities.

Have a good day!
OPERA
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NIH Grants Management Staff Guidance — Award Assessments for Alignment with
Agency Priorities- March 2025

Issue Date: March 25, 2025

Background

This staff guidance rescinds the guidance provided in the February 13, 2025, memo to IC Chief Grants
Management Officers entitled Supplemental Guidance — NIH Review of Agency Priorities Based on the
New Administration’s Goals. In accordance with the Secretarial Directive on DEI Related Funding
(Appendix 1), NIH will no longer prioritize research and research training programs that focus on
Diversity, Equity and Inclusion (DEI). Terminations that result from science that no longer effectuates
NIH’s priorities related to DEI, gender identity and other scientific areas must follow the appeals
guidance below. All other terminations for noncompliance require, always, appeal language.

Prior to issuing all awards (competing and non-competing) or approving requests for carryover, ICs
must review the specific aims/major goals of the project to assess whether the proposed project
contains any DEI, gender identity or other research activities that are not an NIH/HHS priority/
authority. To avoid issuing awards, in error, that support these activities ICs must take care to
completely excise all non-priority activities using the following categories.

ICs should review the current application/RPPR under consideration, only. ICs should not request
retroactive changes to previous RPPRs and competitive applications to modify language related to
research that has already been conducted. Categories 1-3 are IC determinations not those ordered by
HHS.

Category 1: The sole purpose of the project is related to an area that is no longer an NIH/HHS priority/
authority (e.g., diversity supplements, diversity fellowships, or conference grant where the purpose of
the meeting is diversity), and/or the application was received in response to a NOFO that has been

unpublished due to its focus on activities that are no longer an NIH/HHS priority/authority. This applies
to all projec®, irﬁmﬁglﬁﬁﬁé@t&fﬁr@%‘@tﬁ?e award (competing or non-competing).
o For ongoing projects where NIH will not issue the next Type 5 (IC determination not HHS

list), the IC must:
o Issue arevised award to remove all outyears.
o Add the action to the master spreadsheet located at: OD OPERA Grant Action
Tracking (access limited to CGMOs).
o Include the following term in the revised NOA:

Term of Award:

It is the policy of NIH not to prioritize research programs related to [insert
category from Appendix 3, verbatim]. Therefore, no additional funding will be
awarded for this project, and all future years have been removed. [RECIPIENT
NAME] may request funds to support patient safety and orderly closeout of the
project, and remaining funds will be deobligated. 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
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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.

o Check PMS to determine amount of funds remaining, and if funds are available
request a hard funds restriction of all funds except $1 in PMS.

o No cost extension requests: For second and third NCE’s, ICs must determine if the sole
purpose of the grant was to support research activities that are no longer an NIH/HHS
priority/authority and, if so, issue an award to end the grant project (use disapproved
extension term below). If the non-NIH/HHS priority/authority research activities are
ancillary to the project, approve the extension (use approved extension term below).
Reminder — even if a grant project is in an NCE, IC staff must still determine if non-
NIH/HHS priority/authority activities are proposed during the extension period.
Extensions may only be approved for orderly closeout, and funds may not be used to
support any non-NIH/HHS priority/authority research activities.

o ICs may use the following term of award when approving/disapproving NCEs:

= Term of Award (approved extension): The no-cost extension has been
approved for this project to support orderly closeout of the project,
only. NIH grants funds must not be used to support [insert category —
e.g., Diversity, Equity and Inclusion (DEI), gender identity, etc.] research
or research training activities or programs. Any funds used to support
such activities will result in a disallowance of costs, and funds will be
recovered.

= Term of Award (disapproved extension): The no cost extension request
for this project has been denied. Please proceed with orderly closeout of
the project. NIH grant funds must not be used to support [insert
category — e.g., Diversity, Equity and Inclusion (DEI), gender identity,
etc.] research or research training activities or programs.

Category 2: Project partially supports non-NIH/HHS priority/authority activities (i.e., the project
may still be viable if those aims or activities are negotiated out, without significant changes from
the original peer-reviewed scope). This means the non-NIH/HHS priority/authority activities are
ancillary to the purpose of the project, in some cases, not readily visible. This category requires a
scientific assessment and requires the GM to use the Restriction Term of Award in Section IV of
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the Notice of Award. No exceptions will be allowed without a deviation from the Office of Policy
for Extramural Research Administration (OPERA)/Office of Extramural Research (OER).

o Note: Activities required to comply with NIH inclusion policies are not considered DEI
activities.

o Action 1: Funding IC must negotiate with the applicant/recipient to address the activities
that are non-compliant, along with the associated funds that support those activities,
obtain revised aims and budgets, and document the changes in the grant file. The
recipient/awardee cannot rebudget these funds, they must be recovered by the IC.
OPERA is consulting with eRA on options to collect these application updates in a
structured format.

= Sample language for requesting application updates from the AOR: It is the
policy of NIH not to prioritize [select one of the following: diversity, equity and
inclusion (DEI) research programs, gender identity, vaccine hesitancy, climate
change or countries of concern, e.g., China or South Africa.] [Funding IC] has
identified [insert appropriate activity taken from the list above] activities within
section [XXXX] of your application. Please work with the PD/PI to update the
application sections and adjust the budget as appropriate to remove all [insert
appropriate activity] activities and submit these updates to the Program Official
and Grants Management Specialist for review and approval.

o Action 2: Once the IC and the applicant/recipient have reached an agreement, issue the
award and include the following Term and Condition of Award in Section IV of the Notice
of Award. Hard funds restrictions are not required.

Term of Award (Approved 2/28/2025 — Refer to Appendix 4 for the approval
from Dr. Memoli):

NIH and the recipient have renegotiated the scope of this award. Pursuant to
the revised scope, NIH funds may only be used to support activities within the
revised scope of the award. NIH funds may not be used to support activities that
are outside the revised scope of the award, including [select one of the
following: diversity, equity and inclusion (DEI) research programs, gender
identity, vaccine hesitancy, climate change or countries of concern, e.g., China or
South Africa, etc.] research or related research training activities or programs.
Any funds used to support activities outside the scope will result in a
disallowance of costs, and funds will be recovered.

This term is consistent with NIH’s ongoing internal review of NIH’s priorities and
the alignment of awards with those priorities as well as a review of program
integrity of awards. Such review includes, but is not limited to, a review for
fraud, waste and abuse, and a review of the NIH portfolio to determine whether
awards are in the best interests of the government and consistent with policy
priorities. If recipients are unclear on whether a specific activity constitutes
[select one of the following: diversity, equity and inclusion (DEI) research
programs, gender identity, vaccine hesitancy, climate change or countries of

3
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concern, e.g., China or South Africa., etc.] or has questions regarding other
activities that could be considered outside the scope of the award, refrain from
drawing down funds and consult with the funding IC, particularly where the
activity may impact the specific aims, goals, and objectives of the project.

Unable to remove activities that are not an NIH/HHS priority/authority: If the IC and
the applicant/recipient cannot reach an agreement, or the project is no longer viable
without the non-compliant activities, the IC cannot proceed with the award. For ongoing
projects, the IC must work with OPERA to negotiate a bilateral termination of the
project. Where bilateral termination cannot be reached, the IC must unilaterally
terminate the project. Terminated awards (bilaterally or unilaterally) should follow the
process identified in Category 4.

Diversity Supplements: Type 5 Diversity supplements may no longer be awarded. For
ongoing awards, ICs must remove the diversity supplement activities prior to issuing the
next Type 5 for the parent award and include the DEI Term and Condition of Award in
Section IV of the NOA of the parent grant. The IC must revise the Diversity Supplement
award to remove all outyears. If diversity supplement outyears were included in the
previous NOA, the IC must revise the prior year award to remove references to those
outyear commitments.

Conference Grants: If a conference supported by an NIH grant focuses on scientific
topics that are unrelated to DEI, but the conference itself is targeted at a specific
population (e.g., underrepresented groups), the IC must work with the
applicant/recipient to open the conference up to all populations. If a negotiation to
broaden the target audience is not feasible, or the conference is no longer viable, then
the IC must terminate the award following the process in Category 4.

Diversity Reports (e.g., Ts, R25, K12, and any others): NIH is modifying the application
instructions and RPPR instructions to remove requirements for diversity reports (e.g.,
Trainee Diversity Report). If ICs receive these reports in applications or RPPRs, the IC
should not review the report. These reports provide diversity related information, but do
not involve specific DEI activities. ICs must use the following term: “NIH no longer
requires the [name of diversity table/plans]. Therefore, NIH did not review the [name of
diversity table/plans] provided. NIH funding may not be used to support any diversity,
equity or inclusion (DEI) activities”. Note: this section applies to diversity related reports,
only. Other areas that are no longer NIH/HHS priorities/authority must be addressed
under category 2 negotiations.

Administrative Supplement Requests: Administrative supplement applications should
be reviewed for any activities that are no longer NIH/HHS priorities/authority and
modified as needed. ICs do not need to retroactively review the competitive parent
grant application— only the supplement application requires review.
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Category 2B:

Prospective reviews by GM where the DEIl language in certain sections of the application has
to be removed even though the project itself is not focused on DEI but may have language or
have been awarded from a DEI NOFO that is expired/taken down for revision to go back up
once the language is appropriately excised.

Examples below, and in these cases, IC should consider using the Category 2 term of award
but remove the negotiation language from the term:

= Resource Section
= Biosketch
= RPPRs

Category 2C:
Subprojects terminated by HHS.

= OPERA will restrict the funds associated with the project. No action required
from the IC.

Category 3: Project does not support any DEI activities
o Action: IC may proceed with issuing the award.

Category 4/HHS Departmental Authority Terminations:

o OPERA receives a list from the Director, NIH or designee.
o OPERA will issue termination letters on behalf of the IC Chief Grants Management
Officers. The IC CGMO will be copied on the email with the termination letter.
= Supplements — Parent Award Terminated: If a terminated award has active
supplement(s), all supplement awards must be terminated along with the
parent.
=  Supplement Terminated Only: If a termination letter references a supplement
only, and not the parent award, then the supplement alone must be terminated
following the instructions below.
= Linked (or equivalent) Awards: If one linked (or equivalent) award is terminated,
the IC is only required to terminate the specific award noted in the letter. The IC
must conduct a separate review to determine whether terminating that award
will have a structural impact on the scientific design along with associated
outcomes and act, as appropriate, to early terminate or allow the remaining
awards to continue. Feel free to discuss with OPERA, as needed.
o When a termination letter is received, the IC must:

e Issue a revised NOA within 3 business days of the date the termination letter
was issued to the recipient.
= Change the budget and project period end dates to match the date of the
termination letter.
e OPERA will place a hard funds restriction on all PMS subaccounts as
termination letters are issued. OPERAs Federal Financial Report
Center (FFR-C) will deobligate the remaining funds after the Final
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FFRs are submitted. There is no deobligation action required from
the ICs.
Remove all future years from the project, where applicable. If the grant is in
a no cost extension, and HHS requests a termination, the project must be
terminated even in a no cost extension. If the grant is in a no cost extension,
and HHS did not request a termination, follow the NCE guidance above.
Include the following Termination Term in the revised NOA:

It is the policy of NIH not to prioritize [insert termination category language
from Appendix 3, verbatim]. Therefore, this project is terminated.
[RECIPIENT NAME] 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.

Note: Appeals language must be included prior to October 1, 2025. After
October 1, 2025, when HHS will fully adopt 2 CFR 200, per 2 CFR 200.340,
termination actions taken based on agency priorities are not appealable.
This is different from terminations based on noncompliance (administrative
and programmatic).

o eRA provides OPERA with daily reports on NOAs issued, so ICs do not need to report to
OPERA on each action completed.

Category 5: Awards to Entities in certain foreign countries

@]

Additional guidance on awards to foreign entities is forthcoming. At this time, ICs should
hold all awards to entities located in South Africa or countries identified on any of the
following lists.

State Department Countries of Particular Concern

State Sponsors of Terrorism

Final Rule Restricting Transfer of Personal U.S. Data to Countries of Concern

Office of Foreign Assets Control Sanctions List
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Separation of Duties Guidance:

OPERA has issued a Separation of Duties (SOD) waiver for all CGMOs, specific to the HHS Departmental
Authorities termination actions, to allow |IC CGMOs to work up and issue termination actions. Copy
available in Teams.
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Appendix 1
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_/é DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the Secretary

SECRETARIAL DIRECTIVE ON DEI-RELATED FUNDING

February 10, 2025

The Department of Health and Human Services has an obligation to ensure that taxpayer dollars
are used to advance the best interests of the government. This includes avoiding the expenditure
of federal funds on programs, or with contractors or vendors, that 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 another protected characteristic. Contracts and grants
that support DEI and similar discriminatory programs can violate Federal civil rights law and are
inconsistent with the Department’s policy of improving the health and well-being of all
Americans.

These contracts and grants can cause serious programmatic failures and yet it is currently
impossible to access sufficient information from a centralized source within the Department of
Health and Human Services to assess them. Specifically, there is no one method to determine
whether payments the agency is making to contractors, vendors, and grantees for functions related
to DEI and similar programs are contributing to the serious problems and acute harms DEI
initiatives may pose to the Department’s compliance with Federal civil rights law as well as the
Department’s policy of improving the health and well-being of all Americans. It is also currently
impossible to assess whether payments the Department is making are free from fraud, abuse, and
duplication, as well as to assess whether current contractual arrangements, vendor agreements, and
grant awards related to these functions are in the best interests of the United States. See FAR
12.403(b), 49.101; 45 C.F.R. § 75.371-372. Finally, it is also impossible to determine with current
systems whether current contracts and grant awards are tailored to ameliorate these specific
problems and the broader problem of DEI and similar programs rather than exacerbate them. The
Department has an obligation to ensure that no taxpayer dollars are lost to abuse or expended on
anything other than advancing the best interests of the nation.

For these reasons, pursuant to, among other authorities, FAR 12.403(b) and 49.101 and 45 C.F.R.
§ 75.371- 372, the Secretary of Health and Human Services hereby DIRECTS as follows:

Agency personnel shall briefly pause all payments made to contractors, vendors, and
grantees related to DEI and similar programs for internal review for payment
integrity. Such review shall include but not be limited to a review for fraud, waste,
abuse, and a review of the overall contracts and grants to determine whether those
contracts or grants are in the best interest of the government and consistent with
current policy priorities. In addition, if after review the Department has determined
that a contract is inconsistent with Department priorities and no longer in the interest
of the government, such contracts may be terminated pursuant to the Department’s
authority to terminate for convenience contracts that are not “in the best interests of
the Government,” see FAR 49.101(b); 12.403(b). Furthermore, grants may be ,
terminated in accordance with federal law.

Washington, D.C. 20201



This Directive shall be implemented through the Department's contracts and payment
management systems by personnel with responsibility for such systems who shall, in doing so,
comply with all notice and procedural requirements in each affected award, agreement, or other
instrument. Whenever a DEI or similar contract or grant is paused for review, Department
personnel shall immediately send such payment to Scott Rowell, Deputy Chief of Staff for
Operations, for prompt review to determine whether or not the payment is appropriate and should
be made. Payments on paused contracts shall remain paused and already terminated contracts
shall remain terminated pending completion of that review to the maximum extent permitted by

law and all applicable notice and procedural requirements in the affected award, agreement, or
other instrument.

I thank you for your attention to this matter, as well as your efforts to ensure that no taxpayer
dollars are misspent.

owtay Ot

Dorothy A. FigK, M.D., Acting Secretary
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Appendix 2 — Guidance for staff to use on specific programs, awards, supplements.

@]

Supplements — Parent Award Terminated: If a terminated award has active
supplement(s), all supplement awards must be terminated along with the parent.
Supplement Terminated Only: If a termination letter references a supplement only, and
not the parent award, then the supplement alone must be terminated.

Linked (or equivalent) Awards: If one linked award is terminated, the IC is only required
to terminate the specific award noted in the letter. The is should review and determine
whether terminating that ward will have a structural impact on the scientific outcome
originally intended by the IC and act as appropriate on the remaining awards.

Diversity Tables — Ignore and issue the grant using the term provided above.

Diversity Plans — Ignore and issue the award using the term provided above.
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Appendix 3 — Language provided to NIH by HHS providing examples for research activities that NIH no
longer supports. Use this language for HHS terminations only.

China: Bolstering Chinese universities does not enhance the American people’s quality of life or
improve America’s position in the world. On the contrary, funding research in China contravenes
American national-security interests and hinders America’s foreign-policy objectives.

DEI: Research programs based primarily on artificial and non-scientific categories, including
amorphous equity objectives, are antithetical to the scientific inquiry, do nothing to expand our
knowledge of living systems, provide low returns on investment, and ultimately do not enhance
health, lengthen life, or reduce illness. Worse, so-called diversity, equity, and inclusion (“DEI")
studies are often used to support unlawful discrimination since race and other protected
characteristics, which harms the health of Americans. Therefore, it is the policy of NIH not to
prioritize such research programs.

Transgender issues: 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. Itis
the policy of NIH not to prioritize these research programs.

Vaccine Hesitancy: It is the policy of NIH not to prioritize research activities that focuses gaining
scientific knowledge on why individuals are hesitant to be vaccinated and/or explore ways to
improve vaccine interest and commitment. NIH is obligated to carefully steward grant awards to
ensure taxpayer dollars are used in ways that benefit the American people and improve their
quality of life. Your project does not satisfy these criteria.

COVID: 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.

10



Appendix 4 Approved Term — Use for all Category 2 awards, i.e., renegotiated aims and associated budgets.
Approval embedded below.

From: Memoli, Matthew (NIH/OD) [E]

To: Bundesen, Liza (NIH/OD) [E]

Ce: Bulls, Michelle G. (NIH/OD) [E]; ; Butler, Benjamin (NIH/OD) [E]; Jacobs, Anna
(NIH/OD) [E]; Burklow, John (NIH/OD) [E

Subject: Re: Clean Version of DEI Restriction Term - Final

Date: Friday, February 28, 2025 2:54:19 PM

approved

Matt

Get Outlook for i10S

From: Bundesen, Liza (NIH/OD) [E] <lbundese @mail.nih.gov>

Sent: Friday, February 28, 2025 2:53:21 PM

To: Memoli, Matthew (NIH/OD) [E] <matthew.memoli@nih.gov>

Cc: Bulls, Michelle G. (NIH/OD) [E] <michelle.bulls@nih.gov>; Lankford, David (NIH/OD) [E]
<lankford@od31tm1.od.nih.gov>; Butler, Benjamin (NIH/OD) [E] <butlerben@mail.nih.gov>; Jacobs,
Anna (NIH/OD) [E] <anna.jacobs2@nih.gov>; Burklow, John (NIH/OD) [E] <burklowj@od.nih.gov>
Subject: Clean Version of DEI Restriction Term - Final

Hi Matt,

Attached is the term and condition of award for your approval. Please let us know if you approve and
we will implement.

Thank you,
Liza
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Appendix 5 — Notice of Funding Opportunity (NOFO) Guidance

[pending]

12



INTERNAL: NOT FOR DISTRIBUTION OUTSIDE THE GOVERNMENT

Appendix 6 — Frequently Asked Questions

1. When reviewing applications for activities that are no longer an NIH/HHS priority/authority,
should ICs review the content of Other Support submissions?

Other Support is used to disclose the Pls ongoing activities and support and should not be
modified. ICs do not need to review Other Support for alignment with NIH/HHS
priorities/authority.

2. For phased awards where the second phase (i.e., Type 4) will not be awarded due to NIH/HHS
priority/authority, how should the IC notify the recipient that the Type 4 will not be issued?

OPERA is following up on this question, and will provide additional guidance, when available.
3. When revising awards to terminate a project, how should the IC respond to red bars in SEAR?

The IC should not contact recipients to request any additional information to address SEAR flags,
because the project is being terminated. ICs can clear the SEAR flag with a comment that the
project is being terminated.

4. If a project is terminated on an HHS list or a Type 5 is withheld because the project is no longer
an NIH/HHS priority/authority, can the IC issue a subsequent Type 2 award?

No. If a project has been terminated due to agency priorities, it is no longer eligible for a renewal
award.

5. For recipients of K awards that are terminated due to NIH/HHS priority/authority, will
eligibility requirements be modified to allow the individual to apply for another K award?

OER is reviewing this policy and will provide additional guidance, when available.

6. When ICs issue revised NOAs to terminate awards, do they have to use the exact language
provided by HHS in the termination term?

Yes, ICs must use the exact language provided in Appendix 3, with no edits.

13



From: Sina, Barbara (NIH/FIC) [E]

Sent: Wed, 26 Mar 2025 00:11:22 +0000

To: Hayes, Unla (NIH/FIC) [E]; Levintova, Marya (NIH/FIC) [E]; Newsome, Bradley
(NIH/FIC) [E]; Povlich, Laura (NIH/FIC) [E]; Jessup, Christine (NIH/FIC) [E]; Bansal, Geetha (NIH/FIC) [E]
Subject: Fwd: Updated Staff Guidance

Attachments: NIH Grants Management Staff Guidance — Award Assessments for Alignment

with Agency Priorities - 3.25.25.pdf

I have not seen read this yet but thought you’d like to see it
Sent from my iPhone

Begin forwarded message:

From: "Bulls, Michelle G. (NIH/OD) [E]" <michelle.bulls@nih.gov>

Date: March 25, 2025 at 4:44:42 PM EDT

To: Chief GMOs <ChiefGMOs@mail.nih.gov>

Cec: "Lorsch, Jon (NIH/NIGMS) [E]" <jon.lorsch@nih.gov>, EPMC Principals
<epmcprincipals@mail.nih.gov>, "Bulls, Michelle G. (NIH/OD) [E]" <michelle.bulls@nih.gov>
Subject: Updated Staff Guidance

Hi,
A few updates:

¢ File Name Updated to align with actual document title (instead of DEI staff guidance).

e Appendix 3 language re DEIl corrected.

¢ New Appendix 7 added re: PMS actions.

¢ Will consult w/OGC tomorrow on Climate Change language and will add it once
received.

Reminder — this document is a living and breathing document, we will add to it daily for a while,
but at least you have a few more details. Please let me know if you have additional questions.
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NIH Grants Management Staff Guidance — Award Assessments for Alignment with
Agency Priorities- March 2025

Issue Date: March 25, 2025
Background

This staff guidance rescinds the guidance provided in the February 13, 2025, memo to IC Chief Grants
Management Officers entitled Supplemental Guidance — NIH Review of Agency Priorities Based on the
New Administration’s Goals. In accordance with the Secretarial Directive on DEI Related Funding
(Appendix 1), NIH will no longer prioritize research and research training programs that focus on
Diversity, Equity and Inclusion (DEI). Terminations that result from science that no longer effectuates
NIH’s priorities related to DEI, gender identity and other scientific areas must follow the appeals
guidance below. All other terminations for noncompliance require, always, appeal language.

Prior to issuing all awards (competing and non-competing) or approving requests for carryover, ICs must
review the specific aims/major goals of the project to assess whether the proposed project contains any
DEI, gender identity or other research activities that are not an NIH/HHS priority/authority. To avoid
issuing awards, in error, that support these activities ICs must take care to completely excise all non-
priority activities using the following categories.

ICs should review the current application/RPPR under consideration, only. ICs should not request
retroactive changes to previous RPPRs and competitive applications to modify language related to
research that has already been conducted. Categories 1-3 are IC determinations not those ordered by
HHS.

Category 1: The sole purpose of the project is related to an area that is no longer an NIH/HHS
priority/authority (e.g., diversity supplements, diversity fellowships, or conference grant where the
purpose of the meeting is diversity), and/or the application was received in response to a NOFO that has
been unpublished due to its focus on activities that are no longer an NIH/HHS priority/authority. This
applies to all projects, including phased awards, etc.

o Action: ICs must not issue the award (competing or non-competing).
o For ongoing projects where NIH will not issue the next Type 5 (IC determination not HHS
list), the IC must:
o Issue arevised award to remove all outyears.
o Add the action to the master spreadsheet located at: OD OPERA Grant Action
Tracking (access limited to CGMOs).
o Include the following term in the revised NOA:

Term of Award:

It is the policy of NIH not to prioritize research programs related to [insert
category from Appendix 3, verbatim]. Therefore, no additional funding will be
awarded for this project, and all future years have been removed. [RECIPIENT
NAME] may request funds to support patient safety and orderly closeout of the
project, and remaining funds will be deobligated. Funds used to support any
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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.

o Check PMS to determine amount of funds remaining, and if funds are available
request a hard funds restriction of all funds except $1 in PMS.

o No cost extension requests: For second and third NCE’s, ICs must determine if the sole
purpose of the grant was to support research activities that are no longer an NIH/HHS
priority/authority and, if so, issue an award to end the grant project (use disapproved
extension term below). If the non-NIH/HHS priority/authority research activities are
ancillary to the project, approve the extension (use approved extension term below).
Reminder — even if a grant project is in an NCE, IC staff must still determine if non-
NIH/HHS priority/authority activities are proposed during the extension period.
Extensions may only be approved for orderly closeout, and funds may not be used to
support any non-NIH/HHS priority/authority research activities.

o ICs may use the following term of award when approving/disapproving NCEs:

= Term of Award (approved extension): The no-cost extension has been
approved for this project to support orderly closeout of the project,
only. NIH grants funds must not be used to support [insert category —
e.g., Diversity, Equity and Inclusion (DEI), gender identity, etc.] research
or research training activities or programs. Any funds used to support
such activities will result in a disallowance of costs, and funds will be
recovered.

= Term of Award (disapproved extension): The no cost extension request
for this project has been denied. Please proceed with orderly closeout of
the project. NIH grant funds must not be used to support [insert
category — e.g., Diversity, Equity and Inclusion (DEI), gender identity,
etc.] research or research training activities or programs.

Category 2: Project partially supports non-NIH/HHS priority/authority activities (i.e., the project
may still be viable if those aims or activities are negotiated out, without significant changes from
the original peer-reviewed scope). This means the non-NIH/HHS priority/authority activities are



INTERNAL: NOT FOR DISTRIBUTION OUTSIDE THE GOVERNMENT

ancillary to the purpose of the project, in some cases, not readily visible. This category requires a
scientific assessment and requires the GM to use the Restriction Term of Award in Section IV of
the Notice of Award. No exceptions will be allowed without a deviation from the Office of Policy
for Extramural Research Administration (OPERA)/Office of Extramural Research (OER).

o Note: Activities required to comply with NIH inclusion policies are not considered DEI
activities.

o Action 1: Funding IC must negotiate with the applicant/recipient to address the activities
that are non-compliant, along with the associated funds that support those activities,
obtain revised aims and budgets, and document the changes in the grant file. The
recipient/awardee cannot rebudget these funds, they must be recovered by the IC.
OPERA is consulting with eRA on options to collect these application updates in a
structured format.

Sample language for requesting application updates from the AOR: It is the
policy of NIH not to prioritize [select one of the following: diversity, equity and
inclusion (DEI) research programs, gender identity, vaccine hesitancy, climate
change or countries of concern, e.g., China or South Africa.] [Funding IC] has
identified [insert appropriate activity taken from the list above] activities within
section [XXXX] of your application. Please work with the PD/PI to update the
application sections and adjust the budget as appropriate to remove all [insert
appropriate activity] activities and submit these updates to the Program Official
and Grants Management Specialist for review and approval.

o Action 2: Once the IC and the applicant/recipient have reached an agreement, issue the
award and include the following Term and Condition of Award in Section IV of the Notice
of Award. Hard funds restrictions are not required.

Term of Award (Approved 2/28/2025 — Refer to Appendix 4 for the approval
from Dr. Memoli):

NIH and the recipient have renegotiated the scope of this award. Pursuant to
the revised scope, NIH funds may only be used to support activities within the
revised scope of the award. NIH funds may not be used to support activities that
are outside the revised scope of the award, including [select one of the
following: diversity, equity and inclusion (DEI) research programs, gender
identity, vaccine hesitancy, climate change or countries of concern, e.g., China or
South Africa, etc.] research or related research training activities or programs.
Any funds used to support activities outside the scope will result in a
disallowance of costs, and funds will be recovered.

This term is consistent with NIH’s ongoing internal review of NIH’s priorities and
the alignment of awards with those priorities as well as a review of program
integrity of awards. Such review includes, but is not limited to, a review for
fraud, waste and abuse, and a review of the NIH portfolio to determine whether
awards are in the best interests of the government and consistent with policy
priorities. If recipients are unclear on whether a specific activity constitutes

3
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[select one of the following: diversity, equity and inclusion (DEI) research
programs, gender identity, vaccine hesitancy, climate change or countries of
concern, e.g., China or South Africa., etc.] or has questions regarding other
activities that could be considered outside the scope of the award, refrain from
drawing down funds and consult with the funding IC, particularly where the
activity may impact the specific aims, goals, and objectives of the project.

Unable to remove activities that are not an NIH/HHS priority/authority: If the IC and
the applicant/recipient cannot reach an agreement, or the project is no longer viable
without the non-compliant activities, the IC cannot proceed with the award. For ongoing
projects, the IC must work with OPERA to negotiate a bilateral termination of the
project. Where bilateral termination cannot be reached, the IC must unilaterally
terminate the project. Terminated awards (bilaterally or unilaterally) should follow the
process identified in Category 4.

Diversity Supplements: Type 5 Diversity supplements may no lenger be awarded. For
ongoing awards, ICs must remove the diversity supplement activities prior to issuing the
next Type 5 for the parent award and include the DEI Term and Condition of Award in
Section IV of the NOA of the parent grant. The IC must revise the Diversity Supplement
award to remove all outyears. If diversity supplement outyears were included in the
previous NOA, the IC must revise the prior year award to remove references to those
outyear commitments.

Conference Grants: If a conference supported by an NIH grant focuses on scientific
topics that are unrelated to DEI, but the conference itself is targeted at a specific
population (e.g., underrepresented groups), the IC must work with the
applicant/recipient to open the conference up to all populations. If a negotiation to
broaden the target audience is not feasible, or the conference is no longer viable, then
the IC must terminate the award following the process in Category 4.

Diversity Reports (e.g., Ts, R25, K12, and any others): NIH is modifying the application
instructions and RPPR instructions to remove requirements for diversity reports (e.g.,
Trainee Diversity Report). If ICs receive these reports in applications or RPPRs, the IC
should not review the report. These reports provide diversity related information, but do
not involve specific DEI activities. I1Cs must use the following term: “NIH no longer
requires the [name of diversity table/plans]. Therefore, NIH did not review the [name of
diversity table/plans] provided. NIH funding may not be used to support any diversity,
equity or inclusion (DEI) activities”. Note: this section applies to diversity related reports,
only. Other areas that are no longer NIH/HHS priorities/authority must be addressed
under category 2 negotiations.

Administrative Supplement Requests: Administrative supplement applications should
be reviewed for any activities that are no longer NIH/HHS priorities/authority and
modified as needed. ICs do not need to retroactively review the competitive parent
grant application— only the supplement application requires review.
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Category 2B:

Prospective reviews by GM where the DEIl language in certain sections of the application has
to be removed even though the project itself is not focused on DEI but may have language or
have been awarded from a DEI NOFO that is expired/taken down for revision to go back up
once the language is appropriately excised.

Examples below, and in these cases, IC should consider using the Category 2 term of award
but remove the negotiation language from the term:

= Resource Section

=  Biosketch
=  RPPRs
Category 2C:

Subprojects terminated by HHS.

=  OPERA will restrict the funds associated with the project. No action required
from the IC.

Category 3: Project does not support any DEl activities
o Action: IC may proceed with issuing the award.

Category 4/HHS Departmental Authority Terminations:

o OPERA receives a list from the Director, NIH or designee.
o OPERA will issue termination letters on behalf of the IC Chief Grants Management
Officers. The IC CGMO will be copied on the email with the termination letter.
=  Supplements - Parent Award Terminated: If a terminated award has active
supplement(s), all supplement awards must be terminated along with the
parent.
=  Supplement Terminated Only: If a termination letter references a supplement
only, and not the parent award, then the supplement alone must be terminated
following the instructions below.
= Linked (or equivalent) Awards: If one linked (or equivalent) award is terminated,
the IC is only required to terminate the specific award noted in the letter. The IC
must conduct a separate review to determine whether terminating that award
will have a structural impact on the scientific design along with associated
outcomes and act, as appropriate, to early terminate or allow the remaining
awards to continue. Feel free to discuss with OPERA, as needed.
o When a termination letter is received, the IC must:

e Issue a revised NOA within 3 business days of the date the termination letter
was issued to the recipient.
= Change the budget and project period end dates to match the date of the
termination letter.
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e OPERA will place a hard funds restriction on all PMS subaccounts as
termination letters are issued. OPERAs Federal Financial Report
Center (FFR-C) will deobligate the remaining funds after the Final
FFRs are submitted. There is no deobligation action required from
the ICs.
=  Remove all future years from the project, where applicable. If the grant is in
a no cost extension, and HHS requests a termination, the project must be
terminated even in a no cost extension. If the grant is in a no cost extension,
and HHS did not request a termination, follow the NCE guidance above.
* Include the following Termination Term in the revised NOA:

It is the policy of NIH not to prioritize [insert termination category language
from Appendix 3, verbatim]. Therefore, this project is terminated.
[RECIPIENT NAME] 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.

= Note: Appeals language must be included prior to October 1, 2025. After
October 1, 2025, when HHS will fully adopt 2 CFR 200, per 2 CFR 200.340,
termination actions taken based on agency priorities are not appealable.
This is different from terminations based on noncompliance (administrative
and programmatic).
o eRA provides OPERA with daily reports on NOAs issued, so ICs do not need to report to
OPERA on each action completed.

Category 5: Awards to Entities in certain foreign countries

o Additional guidance on awards to foreign entities is forthcoming. At this time, ICs should
hold all awards to entities located in South Africa or countries identified on any of the
following lists.

= State Department Countries of Particular Concern

= State Sponsors of Terrorism
= Final Rule Restricting Transfer of Personal U.S. Data to Countries of Concern
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= Office of Foreign Assets Control Sanctions List

Separation of Duties Guidance:

OPERA has issued a Separation of Duties (SOD) waiver for all CGMOs, specific to the HHS Departmental
Authorities termination actions, to allow IC CGMOs to work up and issue termination actions. Copy
available in Teams.



&

YRRy

ﬁ%‘h

Appendix 1

yﬁ'ﬂ Qg.v
_/é DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the Secretary

SECRETARIAL DIRECTIVE ON DEI-RELATED FUNDING

February 10, 2025

The Department of Health and Human Services has an obligation to ensure that taxpayer dollars
are used to advance the best interests of the government. This includes avoiding the expenditure
of federal funds on programs, or with contractors or vendors, that 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 another protected characteristic. Contracts and grants
that support DEI and similar discriminatory programs can violate Federal civil rights law and are
inconsistent with the Department’s policy of improving the health and well-being of all
Americans.

These contracts and grants can cause serious programmatic failures and yet it is currently
impossible to access sufficient information from a centralized source within the Department of
Health and Human Services to assess them. Specifically, there is no one method to determine
whether payments the agency is making to contractors, vendors, and grantees for functions related
to DEI and similar programs are contributing to the serious problems and acute harms DEI
initiatives may pose to the Department’s compliance with Federal civil rights law as well as the
Department’s policy of improving the health and well-being of all Americans. It is also currently
impossible to assess whether payments the Department is making are free from fraud, abuse, and
duplication, as well as to assess whether current contractual arrangements, vendor agreements, and
grant awards related to these functions are in the best interests of the United States. See FAR
12.403(b), 49.101; 45 C.F.R. § 75.371-372. Finally, it is also impossible to determine with current
systems whether current contracts and grant awards are tailored to ameliorate these specific
problems and the broader problem of DEI and similar programs rather than exacerbate them. The
Department has an obligation to ensure that no taxpayer dollars are lost to abuse or expended on
anything other than advancing the best interests of the nation.

For these reasons, pursuant to, among other authorities, FAR 12.403(b) and 49.101 and 45 C.F.R.
§ 75.371- 372, the Secretary of Health and Human Services hereby DIRECTS as follows:

Agency personnel shall briefly pause all payments made to contractors, vendors, and
grantees related to DEI and similar programs for internal review for payment
integrity. Such review shall include but not be limited to a review for fraud, waste,
abuse, and a review of the overall contracts and grants to determine whether those
contracts or grants are in the best interest of the government and consistent with
current policy priorities. In addition, if after review the Department has determined
that a contract is inconsistent with Department priorities and no longer in the interest
of the government, such contracts may be terminated pursuant to the Department’s
authority to terminate for convenience contracts that are not “in the best interests of
the Government,” see FAR 49.101(b); 12.403(b). Furthermore, grants may be ,
terminated in accordance with federal law.

Washington, D.C. 20201



This Directive shall be implemented through the Department's contracts and payment
management systems by personnel with responsibility for such systems who shall, in doing so,
comply with all notice and procedural requirements in each affected award, agreement, or other
instrument. Whenever a DEI or similar contract or grant is paused for review, Department
personnel shall immediately send such payment to Scott Rowell, Deputy Chief of Staff for
Operations, for prompt review to determine whether or not the payment is appropriate and should
be made. Payments on paused contracts shall remain paused and already terminated contracts
shall remain terminated pending completion of that review to the maximum extent permitted by

law and all applicable notice and procedural requirements in the affected award, agreement, or
other instrument.

I thank you for your attention to this matter, as well as your efforts to ensure that no taxpayer
dollars are misspent.

owtay Ot

Dorothy A. FigK, M.D., Acting Secretary
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Appendix 2 — Guidance for staff to use on specific programs, awards, supplements.

@]

Supplements — Parent Award Terminated: If a terminated award has active
supplement(s), all supplement awards must be terminated along with the parent.
Supplement Terminated Only: If a termination letter references a supplement only, and
not the parent award, then the supplement alone must be terminated.

Linked (or equivalent) Awards: If one linked award is terminated, the IC is only required
to terminate the specific award noted in the letter. The is should review and determine
whether terminating that ward will have a structural impact on the scientific outcome
originally intended by the IC and act as appropriate on the remaining awards.

Diversity Tables — Ignore and issue the grant using the term provided above.

Diversity Plans — Ignore and issue the award using the term provided above.
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Appendix 3 — Language provided to NIH by HHS providing examples for research activities that NIH no
longer supports. Use this language for HHS terminations only.

China: Bolstering Chinese universities does not enhance the American people’s quality of life or
improve America’s position in the world. On the contrary, funding research in China contravenes
American national-security interests and hinders America’s foreign-policy objectives.

DEI: Research programs based primarily on artificial and non-scientific categories, including
amorphous equity objectives, are antithetical to the scientific inquiry, do nothing to expand our
knowledge of living systems, provide low returns on investment, and ultimately do not enhance
health, lengthen life, or reduce illness. Worse, so-called diversity, equity, and inclusion (“DEI")
studies are often used to support unlawful discrimination on the basis of race and other
protected characteristics, which harms the health of Americans. Therefore, it is the policy of NIH
not to prioritize such research programs.

Transgender issues: 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. Itis
the policy of NIH not to prioritize these research programs.

Vaccine Hesitancy: It is the policy of NIH not to prioritize research activities that focuses gaining
scientific knowledge on why individuals are hesitant to be vaccinated and/or explore ways to
improve vaccine interest and commitment. NIH is obligated to carefully steward grant awards to
ensure taxpayer dollars are used in ways that benefit the American people and improve their
quality of life. Your project does not satisfy these criteria.

COVID: 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.

10



Appendix 4 - Approval email from Dr. Memoli (Acting Director, NIH) on Friday, February

28, 2025.
From: Memoli, Matthew (NIH/OD) [E]
To: Bundesen, Liza (NIH/OD) [E]
Ce: Bulls, Michelle G. (NIH/OD) [E]; ; Butler, Benjamin (NIH/OD) [E]; Jacobs, Anna
(NIH/OD) [E]; Burklow, John (NIH/OD) [E
Subject: Re: Clean Version of DEI Restriction Term - Final
Date: Friday, February 28, 2025 2:54:19 PM
approved
Matt
Get Outlook for i10S

From: Bundesen, Liza (NIH/OD) [E] <lbundese @mail.nih.gov>

Sent: Friday, February 28, 2025 2:53:21 PM

To: Memoli, Matthew (NIH/OD) [E] <matthew.memoli@nih.gov>

Cc: Bulls, Michelle G. (NIH/OD) [E] <michelle.bulls@nih.gov>; Lankford, David (NIH/OD) [E]
<lankford@od31tm1.od.nih.gov>; Butler, Benjamin (NIH/OD) [E] <butlerben@mail.nih.gov>; Jacobs,
Anna (NIH/OD) [E] <anna.jacobs2@nih.gov>; Burklow, John (NIH/OD) [E] <burklowj@od.nih.gov>
Subject: Clean Version of DEI Restriction Term - Final

Hi Matt,

Attached is the term and condition of award for your approval. Please let us know if you approve and
we will implement.

Thank you,

Liza



INTERNAL: NOT FOR DISTRIBUTION OUTSIDE THE GOVERNMENT

Appendix 5 — Notice of Funding Opportunity (NOFO) Guidance

[pending]

12
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Appendix 6 — Frequently Asked Questions

1. When reviewing applications for activities that are no longer an NIH/HHS priority/authority,
should ICs review the content of Other Support submissions?

Other Support is used to disclose the Pls ongoing activities and support and should not be
modified. ICs do not need to review Other Support for alignment with NIH/HHS
priorities/authority.

2. For phased awards where the second phase (i.e., Type 4) will not be awarded due to NIH/HHS
priority/authority, how should the IC notify the recipient that the Type 4 will not be issued?

OPERA is following up on this question, and will provide additional guidance, when available.
3. When revising awards to terminate a project, how should the IC respond to red bars in SEAR?

The IC should not contact recipients to request any additional information to address SEAR flags,
because the project is being terminated. ICs can clear the SEAR flag with a comment that the
project is being terminated.

4. If a project is terminated on an HHS list or a Type 5 is withheld because the project is no longer
an NIH/HHS priority/authority, can the IC issue a subsequent Type 2 award?

No. If a project has been terminated due to agency priorities, it is no longer eligible for a renewal
award.

5. For recipients of K awards that are terminated due to NIH/HHS priority/authority, will
eligibility requirements be modified to allow the individual to apply for another K award?

OER is reviewing this policy and will provide additional guidance, when available.

6. When ICs issue revised NOAs to terminate awards, do they have to use the exact language
provided by HHS in the termination term?

Yes, ICs must use the exact language provided in Appendix 3, with no edits.

13
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Appendix 7 - Managing PMS Hard Funds Restrictions
OPERA directs PMS to hard funds restrict awards, when termination letter is issued.

Recipients are required to request approval fromm OPERA before any draw that occurs after the
termination. The request must include details related to human subjects or animal welfare. These
are the only approvals that will be issued. OPERA will work with the IC to facilitate approvals and
facilitate lifting restrictions in PMS. After approval is issued, the recipient can request the
drawdown in PMS.

Recipients are required to request approval from OPERA to lift the restriction for payments of costs
incurred on or before the date of the termination. For costs on or before the date of the termination,
OPERA will work with PMS to lift the restriction as appropriate.

Note: Balances reported to HHS will change, as drawdowns are approved as outlined above.
Reports to HHS will be updated as balances are modified. OPERA is responsible for maintaining up
to date information for HHS reporting.

14



From: Kilmarx, Peter (NIH/FIC) [E]

Sent: Tue, 25 Mar 2025 15:48:10 +0000

To: Sturke, Rachel (NIH/FIC) [E]; Anand, Nalini (NIH/FIC) [E]
Cc: Neuzil, Kathleen (NIH/FIC) [E]

Subject: Fwd: Data Call

Attachments: Potential opinions and beliefs grants.xlsx

FYI -1don’t see any for FIC (TW).

Peter Kilmarx
Fogarty International Center

Begin forwarded message:

From: "Lorsch, Jon (NIH/NIGMS) [E]" <jon.lorsch@nih.gov>
Date: March 25, 2025 at 11:43:29 EDT

To: icddir-1@list.nih.gov

Subject: FW: Data Call

Colleagues,

The email below will go out shortly to your P&E contacts. | am forwarding it to you so that you
are aware of this data call and can ensure that your staff coordinate a response.

Many thanks.

Jon

P&E Contacts,

We have been asked to gather a list of all active grants that support projects focusing on ways
to influence people’s beliefs, opinions or actions. OER has pulled a list of grants that might be in
this category using keywords and RCDC terms. Please review the list (note: there are three
tabs to review — Data and the two RCDC tabs) and determine whether any of your IC’s grants
support work in the covered areas. When responding, please use the drop downs in the last two
columns on each sheet. The first allows you to say yes or no, the second to indicate if the whole
project or just a subproject(s) focuses on the covered work.

In addition, please include in your response any other active grants that your IC supports that
focus on influencing people’s beliefs, opinions or actions.

We need the responses by COB Thursday, 3/27. Apologies for the short turnaround!

Jon Lorsch
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Go to DATA worksheet for downloaded results.
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From: Butrum, Bruce (NIH/FIC) [E]

Sent: Tue, 25 Mar 2025 13:52:46 +0000

To: FIC Grants Office

Subject: FW: DEI Staff Guidance - Clean Final 3.25.2025 (002).pdf
Attachments: DEI Staff Guidance - Clean Final 3.25.2025 (002).pdf

fyi

Bruce R. Butrum

Chief Grants Management Officer
Office of the Director

Fogarty International Center
National Institutes of Health
Building 31 Room B2C55

31 Center Drive

Bethesda, MD 20892
301-728-4756

From: Bulls, Michelle G. (NIH/OD) [E] <michelle.bulls@nih.gov>
Sent: Tuesday, March 25, 2025 9:40 AM
To: Chief GMOs <ChiefGMOs@mail.nih.gov>

Cc: Smith, Karen (NIH/NEI) [E] <karen.robinson.smith@nei.nih.gov>; Bulls, Michelle G. (NIH/OD) [E]
<michelle.bulls@nih.gov>; Ta, Kristin (NIH/OD) [E] <kristin.ta@nih.gov>; Lorsch, Jon (NIH/NIGMS) [E]

<jon.lorsch@nih.gov>
Subject: DEI Staff Guidance - Clean Final 3.25.2025 (002).pdf

Good morning, Chiefs —

Attached is the staff guidance for your use as we begin to prioritize and normalize the

termination process where the science no longer effectuates the agency’s
prioririties/authorities.

Have a good day!
OPERA
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NIH Grants Management Staff Guidance — Award Assessments for Alignment with
Agency Priorities- March 2025

Issue Date: March 25, 2025

Background

This staff guidance rescinds the guidance provided in the February 13, 2025, memo to IC Chief Grants
Management Officers entitled Supplemental Guidance — NIH Review of Agency Priorities Based on the
New Administration’s Goals. In accordance with the Secretarial Directive on DEI Related Funding
(Appendix 1), NIH will no longer prioritize research and research training programs that focus on
Diversity, Equity and Inclusion (DEI). Terminations that result from science that no longer effectuates
NIH’s priorities related to DEI, gender identity and other scientific areas must follow the appeals
guidance below. All other terminations for noncompliance require, always, appeal language.

Prior to issuing all awards (competing and non-competing) or approving requests for carryover, ICs
must review the specific aims/major goals of the project to assess whether the proposed project
contains any DEI, gender identity or other research activities that are not an NIH/HHS priority/
authority. To avoid issuing awards, in error, that support these activities ICs must take care to
completely excise all non-priority activities using the following categories.

ICs should review the current application/RPPR under consideration, only. ICs should not request
retroactive changes to previous RPPRs and competitive applications to modify language related to
research that has already been conducted. Categories 1-3 are IC determinations not those ordered by
HHS.

Category 1: The sole purpose of the project is related to an area that is no longer an NIH/HHS priority/
authority (e.g., diversity supplements, diversity fellowships, or conference grant where the purpose of
the meeting is diversity), and/or the application was received in response to a NOFO that has been

unpublished due to its focus on activities that are no longer an NIH/HHS priority/authority. This applies
to all projec®, irﬁmﬁglﬁﬁﬁé@t&fﬁr@%‘@tﬁ?e award (competing or non-competing).
o For ongoing projects where NIH will not issue the next Type 5 (IC determination not HHS

list), the IC must:
o Issue arevised award to remove all outyears.
o Add the action to the master spreadsheet located at: OD OPERA Grant Action
Tracking (access limited to CGMOs).
o Include the following term in the revised NOA:

Term of Award:

It is the policy of NIH not to prioritize research programs related to [insert
category from Appendix 3, verbatim]. Therefore, no additional funding will be
awarded for this project, and all future years have been removed. [RECIPIENT
NAME] may request funds to support patient safety and orderly closeout of the
project, and remaining funds will be deobligated. 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
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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.

o Check PMS to determine amount of funds remaining, and if funds are available
request a hard funds restriction of all funds except $1 in PMS.

o No cost extension requests: For second and third NCE’s, ICs must determine if the sole
purpose of the grant was to support research activities that are no longer an NIH/HHS
priority/authority and, if so, issue an award to end the grant project (use disapproved
extension term below). If the non-NIH/HHS priority/authority research activities are
ancillary to the project, approve the extension (use approved extension term below).
Reminder — even if a grant project is in an NCE, IC staff must still determine if non-
NIH/HHS priority/authority activities are proposed during the extension period.
Extensions may only be approved for orderly closeout, and funds may not be used to
support any non-NIH/HHS priority/authority research activities.

o ICs may use the following term of award when approving/disapproving NCEs:

= Term of Award (approved extension): The no-cost extension has been
approved for this project to support orderly closeout of the project,
only. NIH grants funds must not be used to support [insert category —
e.g., Diversity, Equity and Inclusion (DEI), gender identity, etc.] research
or research training activities or programs. Any funds used to support
such activities will result in a disallowance of costs, and funds will be
recovered.

= Term of Award (disapproved extension): The no cost extension request
for this project has been denied. Please proceed with orderly closeout of
the project. NIH grant funds must not be used to support [insert
category — e.g., Diversity, Equity and Inclusion (DEI), gender identity,
etc.] research or research training activities or programs.

Category 2: Project partially supports non-NIH/HHS priority/authority activities (i.e., the project
may still be viable if those aims or activities are negotiated out, without significant changes from
the original peer-reviewed scope). This means the non-NIH/HHS priority/authority activities are
ancillary to the purpose of the project, in some cases, not readily visible. This category requires a
scientific assessment and requires the GM to use the Restriction Term of Award in Section IV of
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the Notice of Award. No exceptions will be allowed without a deviation from the Office of Policy
for Extramural Research Administration (OPERA)/Office of Extramural Research (OER).

o Note: Activities required to comply with NIH inclusion policies are not considered DEI
activities.

o Action 1: Funding IC must negotiate with the applicant/recipient to address the activities
that are non-compliant, along with the associated funds that support those activities,
obtain revised aims and budgets, and document the changes in the grant file. The
recipient/awardee cannot rebudget these funds, they must be recovered by the IC.
OPERA is consulting with eRA on options to collect these application updates in a
structured format.

= Sample language for requesting application updates from the AOR: It is the
policy of NIH not to prioritize [select one of the following: diversity, equity and
inclusion (DEI) research programs, gender identity, vaccine hesitancy, climate
change or countries of concern, e.g., China or South Africa.] [Funding IC] has
identified [insert appropriate activity taken from the list above] activities within
section [XXXX] of your application. Please work with the PD/PI to update the
application sections and adjust the budget as appropriate to remove all [insert
appropriate activity] activities and submit these updates to the Program Official
and Grants Management Specialist for review and approval.

o Action 2: Once the IC and the applicant/recipient have reached an agreement, issue the
award and include the following Term and Condition of Award in Section IV of the Notice
of Award. Hard funds restrictions are not required.

Term of Award (Approved 2/28/2025 — Refer to Appendix 4 for the approval
from Dr. Memoli):

NIH and the recipient have renegotiated the scope of this award. Pursuant to
the revised scope, NIH funds may only be used to support activities within the
revised scope of the award. NIH funds may not be used to support activities that
are outside the revised scope of the award, including [select one of the
following: diversity, equity and inclusion (DEI) research programs, gender
identity, vaccine hesitancy, climate change or countries of concern, e.g., China or
South Africa, etc.] research or related research training activities or programs.
Any funds used to support activities outside the scope will result in a
disallowance of costs, and funds will be recovered.

This term is consistent with NIH’s ongoing internal review of NIH’s priorities and
the alignment of awards with those priorities as well as a review of program
integrity of awards. Such review includes, but is not limited to, a review for
fraud, waste and abuse, and a review of the NIH portfolio to determine whether
awards are in the best interests of the government and consistent with policy
priorities. If recipients are unclear on whether a specific activity constitutes
[select one of the following: diversity, equity and inclusion (DEI) research
programs, gender identity, vaccine hesitancy, climate change or countries of

3
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concern, e.g., China or South Africa., etc.] or has questions regarding other
activities that could be considered outside the scope of the award, refrain from
drawing down funds and consult with the funding IC, particularly where the
activity may impact the specific aims, goals, and objectives of the project.

Unable to remove activities that are not an NIH/HHS priority/authority: If the IC and
the applicant/recipient cannot reach an agreement, or the project is no longer viable
without the non-compliant activities, the IC cannot proceed with the award. For ongoing
projects, the IC must work with OPERA to negotiate a bilateral termination of the
project. Where bilateral termination cannot be reached, the IC must unilaterally
terminate the project. Terminated awards (bilaterally or unilaterally) should follow the
process identified in Category 4.

Diversity Supplements: Type 5 Diversity supplements may no longer be awarded. For
ongoing awards, ICs must remove the diversity supplement activities prior to issuing the
next Type 5 for the parent award and include the DEI Term and Condition of Award in
Section IV of the NOA of the parent grant. The IC must revise the Diversity Supplement
award to remove all outyears. If diversity supplement outyears were included in the
previous NOA, the IC must revise the prior year award to remove references to those
outyear commitments.

Conference Grants: If a conference supported by an NIH grant focuses on scientific
topics that are unrelated to DEI, but the conference itself is targeted at a specific
population (e.g., underrepresented groups), the IC must work with the
applicant/recipient to open the conference up to all populations. If a negotiation to
broaden the target audience is not feasible, or the conference is no longer viable, then
the IC must terminate the award following the process in Category 4.

Diversity Reports (e.g., Ts, R25, K12, and any others): NIH is modifying the application
instructions and RPPR instructions to remove requirements for diversity reports (e.g.,
Trainee Diversity Report). If ICs receive these reports in applications or RPPRs, the IC
should not review the report. These reports provide diversity related information, but do
not involve specific DEI activities. ICs must use the following term: “NIH no longer
requires the [name of diversity table/plans]. Therefore, NIH did not review the [name of
diversity table/plans] provided. NIH funding may not be used to support any diversity,
equity or inclusion (DEI) activities”. Note: this section applies to diversity related reports,
only. Other areas that are no longer NIH/HHS priorities/authority must be addressed
under category 2 negotiations.

Administrative Supplement Requests: Administrative supplement applications should
be reviewed for any activities that are no longer NIH/HHS priorities/authority and
modified as needed. ICs do not need to retroactively review the competitive parent
grant application— only the supplement application requires review.
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Category 2B:

Prospective reviews by GM where the DEIl language in certain sections of the application has
to be removed even though the project itself is not focused on DEI but may have language or
have been awarded from a DEI NOFO that is expired/taken down for revision to go back up
once the language is appropriately excised.

Examples below, and in these cases, IC should consider using the Category 2 term of award
but remove the negotiation language from the term:

= Resource Section
= Biosketch
= RPPRs

Category 2C:
Subprojects terminated by HHS.

= OPERA will restrict the funds associated with the project. No action required
from the IC.

Category 3: Project does not support any DEI activities
o Action: IC may proceed with issuing the award.

Category 4/HHS Departmental Authority Terminations:

o OPERA receives a list from the Director, NIH or designee.
o OPERA will issue termination letters on behalf of the IC Chief Grants Management
Officers. The IC CGMO will be copied on the email with the termination letter.
= Supplements — Parent Award Terminated: If a terminated award has active
supplement(s), all supplement awards must be terminated along with the
parent.
=  Supplement Terminated Only: If a termination letter references a supplement
only, and not the parent award, then the supplement alone must be terminated
following the instructions below.
= Linked (or equivalent) Awards: If one linked (or equivalent) award is terminated,
the IC is only required to terminate the specific award noted in the letter. The IC
must conduct a separate review to determine whether terminating that award
will have a structural impact on the scientific design along with associated
outcomes and act, as appropriate, to early terminate or allow the remaining
awards to continue. Feel free to discuss with OPERA, as needed.
o When a termination letter is received, the IC must:

e Issue a revised NOA within 3 business days of the date the termination letter
was issued to the recipient.
= Change the budget and project period end dates to match the date of the
termination letter.
e OPERA will place a hard funds restriction on all PMS subaccounts as
termination letters are issued. OPERAs Federal Financial Report
Center (FFR-C) will deobligate the remaining funds after the Final
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FFRs are submitted. There is no deobligation action required from
the ICs.
Remove all future years from the project, where applicable. If the grant is in
a no cost extension, and HHS requests a termination, the project must be
terminated even in a no cost extension. If the grant is in a no cost extension,
and HHS did not request a termination, follow the NCE guidance above.
Include the following Termination Term in the revised NOA:

It is the policy of NIH not to prioritize [insert termination category language
from Appendix 3, verbatim]. Therefore, this project is terminated.
[RECIPIENT NAME] 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.

Note: Appeals language must be included prior to October 1, 2025. After
October 1, 2025, when HHS will fully adopt 2 CFR 200, per 2 CFR 200.340,
termination actions taken based on agency priorities are not appealable.
This is different from terminations based on noncompliance (administrative
and programmatic).

o eRA provides OPERA with daily reports on NOAs issued, so ICs do not need to report to
OPERA on each action completed.

Category 5: Awards to Entities in certain foreign countries

@]

Additional guidance on awards to foreign entities is forthcoming. At this time, ICs should
hold all awards to entities located in South Africa or countries identified on any of the
following lists.

State Department Countries of Particular Concern

State Sponsors of Terrorism

Final Rule Restricting Transfer of Personal U.S. Data to Countries of Concern

Office of Foreign Assets Control Sanctions List




INTERNAL: NOT FOR DISTRIBUTION OUTSIDE THE GOVERNMENT

Separation of Duties Guidance:

OPERA has issued a Separation of Duties (SOD) waiver for all CGMOs, specific to the HHS Departmental
Authorities termination actions, to allow |IC CGMOs to work up and issue termination actions. Copy
available in Teams.
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Appendix 1
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_/é DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the Secretary

SECRETARIAL DIRECTIVE ON DEI-RELATED FUNDING

February 10, 2025

The Department of Health and Human Services has an obligation to ensure that taxpayer dollars
are used to advance the best interests of the government. This includes avoiding the expenditure
of federal funds on programs, or with contractors or vendors, that 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 another protected characteristic. Contracts and grants
that support DEI and similar discriminatory programs can violate Federal civil rights law and are
inconsistent with the Department’s policy of improving the health and well-being of all
Americans.

These contracts and grants can cause serious programmatic failures and yet it is currently
impossible to access sufficient information from a centralized source within the Department of
Health and Human Services to assess them. Specifically, there is no one method to determine
whether payments the agency is making to contractors, vendors, and grantees for functions related
to DEI and similar programs are contributing to the serious problems and acute harms DEI
initiatives may pose to the Department’s compliance with Federal civil rights law as well as the
Department’s policy of improving the health and well-being of all Americans. It is also currently
impossible to assess whether payments the Department is making are free from fraud, abuse, and
duplication, as well as to assess whether current contractual arrangements, vendor agreements, and
grant awards related to these functions are in the best interests of the United States. See FAR
12.403(b), 49.101; 45 C.F.R. § 75.371-372. Finally, it is also impossible to determine with current
systems whether current contracts and grant awards are tailored to ameliorate these specific
problems and the broader problem of DEI and similar programs rather than exacerbate them. The
Department has an obligation to ensure that no taxpayer dollars are lost to abuse or expended on
anything other than advancing the best interests of the nation.

For these reasons, pursuant to, among other authorities, FAR 12.403(b) and 49.101 and 45 C.F.R.
§ 75.371- 372, the Secretary of Health and Human Services hereby DIRECTS as follows:

Agency personnel shall briefly pause all payments made to contractors, vendors, and
grantees related to DEI and similar programs for internal review for payment
integrity. Such review shall include but not be limited to a review for fraud, waste,
abuse, and a review of the overall contracts and grants to determine whether those
contracts or grants are in the best interest of the government and consistent with
current policy priorities. In addition, if after review the Department has determined
that a contract is inconsistent with Department priorities and no longer in the interest
of the government, such contracts may be terminated pursuant to the Department’s
authority to terminate for convenience contracts that are not “in the best interests of
the Government,” see FAR 49.101(b); 12.403(b). Furthermore, grants may be ,
terminated in accordance with federal law.

Washington, D.C. 20201



This Directive shall be implemented through the Department's contracts and payment
management systems by personnel with responsibility for such systems who shall, in doing so,
comply with all notice and procedural requirements in each affected award, agreement, or other
instrument. Whenever a DEI or similar contract or grant is paused for review, Department
personnel shall immediately send such payment to Scott Rowell, Deputy Chief of Staff for
Operations, for prompt review to determine whether or not the payment is appropriate and should
be made. Payments on paused contracts shall remain paused and already terminated contracts
shall remain terminated pending completion of that review to the maximum extent permitted by

law and all applicable notice and procedural requirements in the affected award, agreement, or
other instrument.

I thank you for your attention to this matter, as well as your efforts to ensure that no taxpayer
dollars are misspent.

owtay Ot

Dorothy A. FigK, M.D., Acting Secretary
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Appendix 2 — Guidance for staff to use on specific programs, awards, supplements.

@]

Supplements — Parent Award Terminated: If a terminated award has active
supplement(s), all supplement awards must be terminated along with the parent.
Supplement Terminated Only: If a termination letter references a supplement only, and
not the parent award, then the supplement alone must be terminated.

Linked (or equivalent) Awards: If one linked award is terminated, the IC is only required
to terminate the specific award noted in the letter. The is should review and determine
whether terminating that ward will have a structural impact on the scientific outcome
originally intended by the IC and act as appropriate on the remaining awards.

Diversity Tables — Ignore and issue the grant using the term provided above.

Diversity Plans — Ignore and issue the award using the term provided above.
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Appendix 3 — Language provided to NIH by HHS providing examples for research activities that NIH no
longer supports. Use this language for HHS terminations only.

China: Bolstering Chinese universities does not enhance the American people’s quality of life or
improve America’s position in the world. On the contrary, funding research in China contravenes
American national-security interests and hinders America’s foreign-policy objectives.

DEI: Research programs based primarily on artificial and non-scientific categories, including
amorphous equity objectives, are antithetical to the scientific inquiry, do nothing to expand our
knowledge of living systems, provide low returns on investment, and ultimately do not enhance
health, lengthen life, or reduce illness. Worse, so-called diversity, equity, and inclusion (“DEI")
studies are often used to support unlawful discrimination since race and other protected
characteristics, which harms the health of Americans. Therefore, it is the policy of NIH not to
prioritize such research programs.

Transgender issues: 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. Itis
the policy of NIH not to prioritize these research programs.

Vaccine Hesitancy: It is the policy of NIH not to prioritize research activities that focuses gaining
scientific knowledge on why individuals are hesitant to be vaccinated and/or explore ways to
improve vaccine interest and commitment. NIH is obligated to carefully steward grant awards to
ensure taxpayer dollars are used in ways that benefit the American people and improve their
quality of life. Your project does not satisfy these criteria.

COVID: 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.

10



Appendix 4 Approved Term — Use for all Category 2 awards, i.e., renegotiated aims and associated budgets.
Approval embedded below.

From: Memoli, Matthew (NIH/OD) [E]

To: Bundesen, Liza (NIH/OD) [E]

Ce: Bulls, Michelle G. (NIH/OD) [E]; ; Butler, Benjamin (NIH/OD) [E]; Jacobs, Anna
(NIH/OD) [E]; Burklow, John (NIH/OD) [E

Subject: Re: Clean Version of DEI Restriction Term - Final

Date: Friday, February 28, 2025 2:54:19 PM

approved

Matt

Get Outlook for i10S

From: Bundesen, Liza (NIH/OD) [E] <lbundese @mail.nih.gov>

Sent: Friday, February 28, 2025 2:53:21 PM

To: Memoli, Matthew (NIH/OD) [E] <matthew.memoli@nih.gov>

Cc: Bulls, Michelle G. (NIH/OD) [E] <michelle.bulls@nih.gov>; Lankford, David (NIH/OD) [E]
<lankford@od31tm1.od.nih.gov>; Butler, Benjamin (NIH/OD) [E] <butlerben@mail.nih.gov>; Jacobs,
Anna (NIH/OD) [E] <anna.jacobs2@nih.gov>; Burklow, John (NIH/OD) [E] <burklowj@od.nih.gov>
Subject: Clean Version of DEI Restriction Term - Final

Hi Matt,

Attached is the term and condition of award for your approval. Please let us know if you approve and
we will implement.

Thank you,
Liza
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Appendix 5 — Notice of Funding Opportunity (NOFO) Guidance

[pending]

12
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Appendix 6 — Frequently Asked Questions

1. When reviewing applications for activities that are no longer an NIH/HHS priority/authority,
should ICs review the content of Other Support submissions?

Other Support is used to disclose the Pls ongoing activities and support and should not be
modified. ICs do not need to review Other Support for alignment with NIH/HHS
priorities/authority.

2. For phased awards where the second phase (i.e., Type 4) will not be awarded due to NIH/HHS
priority/authority, how should the IC notify the recipient that the Type 4 will not be issued?

OPERA is following up on this question, and will provide additional guidance, when available.
3. When revising awards to terminate a project, how should the IC respond to red bars in SEAR?

The IC should not contact recipients to request any additional information to address SEAR flags,
because the project is being terminated. ICs can clear the SEAR flag with a comment that the
project is being terminated.

4. If a project is terminated on an HHS list or a Type 5 is withheld because the project is no longer
an NIH/HHS priority/authority, can the IC issue a subsequent Type 2 award?

No. If a project has been terminated due to agency priorities, it is no longer eligible for a renewal
award.

5. For recipients of K awards that are terminated due to NIH/HHS priority/authority, will
eligibility requirements be modified to allow the individual to apply for another K award?

OER is reviewing this policy and will provide additional guidance, when available.

6. When ICs issue revised NOAs to terminate awards, do they have to use the exact language
provided by HHS in the termination term?

Yes, ICs must use the exact language provided in Appendix 3, with no edits.

13



From: Butrum, Bruce (NIH/FIC) [E]

Sent: Fri, 21 Mar 2025 17:45:28 +0000

To: Raychowdhury, Satabdi (NIH/FIC) [E]

Subject: FW: Award Revision Guidance and List of Terminated Grants via letter on 3/12
Attachments: Termination Categories 3.13.25.docx

Hi,

Here is the overall instructions Please read and make sure you understand them.

Bruce R. Butrum

Chief Grants Management Officer
Office of the Director

Fogarty International Center
National Institutes of Health
Building 31 Room B2C55

31 Center Drive

Bethesda, MD 20892
301-728-4756

From: Bulls, Michelle G. (NIH/OD) [E] <michelle.bulls@nih.gov>

Sent: Thursday, March 13, 2025 4:04 PM

To: Chief GMOs <ChiefGMOs@mail.nih.gov>

Cc: Bulls, Michelle G. (NIH/OD) [E] <michelle.bulls@nih.gov>; Ta, Kristin (NIH/OD) [E]
<kristin.ta@nih.gov>

Subject: Award Revision Guidance and List of Terminated Grants via letter on 3/12

Chiefs,

Attached are two items: 1) updated categories for you to use when issuing NOAs to officially
terminate the awards where letters were issued, and 2) the list of termination letters that were
issued yesterday. Please revise your NOAs related to the attached list by next Wednesday,
March 13, 2025, cob. It is extremely important that issue the revised awards timely. If there are
delays, please let me know and we can try to help somehow/some way. | appreciate you all.

Please save this quidance until we can clear the updated staff guidance, and you will need
this to issue revised awards. Note: If your IC is not listed on the attached spreadsheet — no
action is required, at this time.

Guidance for IC staff to use when terminating awards identified by HHS or the IC due to DEIl or other
agency priorities.
¢ |ssue a revised NOA.
1. Change the budget and project period end dates to match the date of the termination
letter.
2. OPERA will place a hard funds restriction on all documents within the excel spreadsheet.
Do not deobigate any funds when you issue the revised award to terminate the projects.



Thanks,
Michelle

3.

4.

If there are no animals and humans, FFR-C will deobligate the awards after the Final
FFRs are submitted. No deoblgiation actions required from the ICs.
Remove all future years from the project, where applicable. If the grant is in a no cost
extension, and HHS requests a termination, the project must be terminated.
Termination Term to be used DELETE THE OLD TERM RELATED TO DOLLAR AMOUNTS
FOR HARD FUNDS RESTRICTIONS —IT IS NO LONGER APPLICABLE.
Grant Termination
It is the policy of NIH not to prioritize [insert termination category language].
Therefore, this project is terminated. [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.

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.




Termination Categories

China: Bolstering Chinese universities does not enhance the American people’s quality of life or
improve America’s position in the world. On the contrary, funding research in China
contravenes American national-security interests and hinders America’s foreign-policy
objectives.

DEI: Research programs based primarily on artificial and non-scientific categories, including
amorphous equity objectives, are antithetical to the scientific inquiry, do nothing to expand our
knowledge of living systems, provide low returns on investment, and ultimately do not enhance
health, lengthen life, or reduce illness. Worse, so-called diversity, equity, and inclusion (“DEI")
studies are often used to support unlawful discrimination on the basis of race and other
protected characteristics, which harms the health of Americans. Therefore, it is the policy of
NIH not to prioritize such research programs.

Gender: 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. Itis
the policy of NIH not to prioritize these research programs.

Vaccine Hesitancy: It is the policy of NIH not to prioritize research activities that focuses gaining
scientific knowledge on why individuals are hesitant to be vaccinated and/or explore ways to
improve vaccine interest and commitment. NIH is obligated to carefully steward grant awards to
ensure taxpayer dollars are used in ways that benefit the American people and improve their
quality of life. Your project does not satisfy these criteria.



From: Butrum, Bruce (NIH/FIC) [E]

Sent: Thu, 20 Mar 2025 14:39:41 +0000

To: Tran, Vicky (NIH/FIC) [E]; Shea, Mary (NIH/FIC) [E]; Raychowdhury, Satabdi
(NIH/FIC) [E]

Subject: FW: review of guidance...

Attachments: DEI Staff Guidance - DRAFT Updates - 3.18.2025 - review w -IC CGMOs.docx

New guidance | received late yesterday.

Bruce R. Butrum

Chief Grants Management Officer
Office of the Director

Fogarty International Center
National Institutes of Health
Building 31 Room B2C55

31 Center Drive

Bethesda, MD 20892
301-728-4756

From: Bulls, Michelle G. (NIH/OD) [E] <michelle.bulls@nih.gov>

Sent: Wednesday, March 19, 2025 5:28 PM

To: Chief GMOs <ChiefGMOs@mail.nih.gov>

Cc: Smith, Karen (NIH/NEI) [E] <karen.robinson.smith@nei.nih.gov>; Melvin, E C (NIH/NIA/ERP) [E]
<ec.melvin@nih.gov>; Smith, Philip (NIH/NIA/ERP) [E] <philip.smith2@nih.gov>; Militano, Jeni
(NIH/NIA/ERP) [E] <jeni.militano@nih.gov>

Subject: review of guidance...

Chiefs,

I am sending this rough draft of new edits to you all for input. Please make edits and send back

to us by Friday, noon.

I respectfully ask that you not share this outside of this agency, and CGMOs circle until we
are confident in the details. Once we are, | will send to Jon for him to send out to all. Please be

respectful of this humble request.

Best,
Michelle
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NIH Grants Management Staff Guidance — Award Assessments for Alignment with
Agency Priorities - March 2025

Background

This staff guidance rescinds the guidance provided in the February 13, 2025, memo to IC Chief Grants
Management Officers entitled Supplemental Guidance — NIH Review of Agency Priorities Based on the
New Administration’s Goals. In accordance with the Secretarial Directive on DEI Related Funding
(Appendix 1), NIH will no longer prioritize research and research training programs that focus on
Diversity, Equity and Inclusion (DEI). Terminations that result from science that no longer effectuates
NIH’s priorities related to DEI and other scientific areas must follow the appeals guidance below. All
other terminations for noncompliance require, always, appeal language.

Prior to issuing all awards (competing and non-competing) or approving requests for carryover, ICs must
review the specific aims to assess whether the proposed project contains any DEl research activities. To
avoid issuing awards, in error, that support DEI activities ICs must take care to completely excise all DEI
activities using the following categories.

ICs should review the current application/RPPR under consideration, only. ICs should not request
retroactive changes to previous RPPRs and competitive applications to modify language related to
research that has already been conducted. Categories 1-3 are IC determinations not those ordered by
HHS.

Category 1: The sole purpose of the project is DEl related (e.g., diversity supplements, diversity
fellowships, or conference grant where the purpose of the meeting is diversity), and/or the
application was received in response to a NOFO that has been unpublished. This applies to all
projects, including phased awards, etc.

o Action: ICs must not issue the award (competing or non-competing).
o For ongoing projects where NIH will not issue the next Type 5 (IC decision not HHS list),
the IC must:
o Issue a revised award to remove all outyears.
o Add the action to the master spreadsheet located at: [insert share drive
address]
o Include the following term in the revised NOA:

Term of Award:

It is the policy of NIH not to prioritize research programs related to diversity,
equity and inclusion (DEIl). Therefore, no additional funding will be awarded for
this project, and all future years have been removed. Funds may only be used to
support patient safety and orderly closeout of the project and remaining funds
will be deobligated. 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.
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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.

o Check PMS to determine amount of funds remaining, and if funds are available
request a hard funds restriction of all funds except $1 in PMS.

o No cost extension requests: For second and third NCE’s, ICs must determine if the sole
purpose of the grant was to support DEIl research activities, issue an award to end the
grant project (use disapproved extension term below). If the DEI research activities are
ancillary to the project, approve the extension (use approved extension term below).
Reminder — even if a grant project is in an NCE, IC staff must still determine if DEI
activities are proposed during the extension period. Extensions may only be approved
for orderly closeout, and funds may not be used to support any DEI research activities.

o ICs may use the following term of award when approving/disapproving NCEs:

Term of Award (approved extension): The no-cost extension has been
approved for this project to support orderly closeout of the project,
only. NIH grants funds must not be used to support Diversity, Equity and
Inclusion (DEI) research or DEl-related research training activities or
programs. Any funds used to support such activities will result in a
disallowance of costs, and funds will be recovered.

Term of Award (disapproved extension): The no cost extension request
for this project has been denied. Please proceed with orderly closeout
of the project. NIH grant funds must not be used to support Diversity
Equity, and Inclusion research nor DEl-related research training
activities or programs.

Category 2: Project partially supports DEI activities (i.e., the project may still be viable if those
aims or activities are negotiated out, without significant changes from the original peer-
reviewed scope). This means DEI activities are ancillary to the purpose of the project, in some
cases, not readily visible. This category requires a scientific assessment and requires the GM to
use the DEI Restriction Term of Award in Section IV of the Notice of Award. No exceptions will
be allowed without a deviation from the Office of Policy for Extramural Research Administration
(OPERA)/Office of Extramural Research (OER).

o Note: Activities required to comply with NIH inclusion policies are not considered DEI

activities.
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o Action 1: Funding IC must negotiate with the applicant/recipient to address the
activities that are non-compliant, along with the associated funds that support those
activities, obtain revised aims and budgets, and document the changes in the grant file.
OPERA is consulting with eRA on options to collect these updates in a structured format.

= Sample language for requesting application updates from the AOR: It is the
policy of NIH not to prioritize diversity, equity and inclusion (DEI) research
programs. [Funding IC] has identified DEI activities within section XXXX of your
application. Please work with the PD/PI to update the application sections and
adjust the budget as appropriate to remove all DEI activities and submit these
updates to the Program Official and Grants Management Specialist for review
and approval.

o Action 2: Once the IC and the applicant/recipient have reached an agreement, issue the
award and include the following DEI Term and Condition of Award in Section IV of the
Notice of Award. Hard funds restrictions are not required.

Term of Award (Approved 2/28/2025 — Refer to Appendix 4 for the approval
from Dr. Memoli):

NIH and the recipient have renegotiated the scope of this award. Pursuant to
the revised scope, NIH funds may only be used to support activities within the
revised scope of the award. NIH funds may not be used to support activities that
are outside the revised scope of the award, including Diversity Equity and
Inclusion (DEI) research or DEl-related research training activities or programs.
Any funds used to support activities outside the scope will resultin a
disallowance of costs, and funds will be recovered.

This term is consistent with NIH’s ongoing internal review of NIH’s priorities and
the alighment of awards with those priorities as well as a review of program
integrity of awards. Such review includes, but is not limited to, a review for
fraud, waste and abuse, and a review of the NIH portfolio to determine whether
awards are in the best interests of the government and consistent with policy
priorities. If recipients are unclear on whether a specific activity constitutes DEI
or has questions regarding other activities that could be considered outside the
scope of the award, refrain from drawing down funds and consult with the
funding IC, particularly where the activity may impact the specific aims, goals,
and objectives of the project.

Keep but add the other areas if missed here from discussion below. Appendix 2
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Category 2B:

Prospective reviews by GM where the DEI language in certain sections of the application has
language to be removed even though the project is not DEI, but may have language or have
been awarded from a DEI NOFO that is expired/taken down, but may go back up once the
language is appropriately excised.

Examples below, and in these cases, IC should consider using the Category 2 term of award:

=  Resource Section
= Biosketch
=  RPPRs

Category 2C:
Subprojects terminated by HHS.

=  OPERA will restrict the funds associated with the project. No action required
from the IC.

Category 3: Project does not support any DEI activities
o Action: IC may proceed with issuing the award.



INTERNAL: NOT FOR DISTRIBUTION OUTSIDE THE GOVERNMENT

Category 4/HHS Departmental Authority Terminations:

o OPERA receives a list from the Director, NIH or designee.
o OPERA will issue termination letters on behalf of the IC Chief Grants Management Officers. The
IC CGMO will be copied on the email with the termination letter.

o Supplements — Parent Award Terminated: If a terminated award has active
supplement(s), all supplement awards must be terminated along with the parent.

o Supplement Terminated Only: If a termination letter references a supplement only, and
not the parent award, then the supplement alone must be terminated.

o Linked Awards: If one linked award is terminated, the IC is only required to terminate
the specific award noted in the letter. The IC must conduct a separate review to
determine whether terminating that award will have a structural impact on the scientific
design along with associated outcomes and act, as appropriate, to early terminate or
allow the remaining awards to continue. Feel free to discuss with OPERA, as needed.

o When a termination letter is received, the IC must:

o Issue arevised NOA within 3 business days from the date the closeout letter was issued to the
recipient.
=  Change the budget and project period end dates to match the date of the
termination letter.
e OPERA will place a hard funds restriction on all documents as
termination letters are issued. OPERAs Federal Financial Report
Center (FFR-C) will deobligate the remaining funds after the Final
FFRs are submitted. There is no deobligation action required from
the ICs.
=  Remove all future years from the project, where applicable. If the grant is in
a no cost extension, and HHS requests a termination, the project must be
terminated even in a no cost extension. If the grant is in a no cost extension,
and HHS did not request a termination, follow the NCE guidance above.
* |nclude the following Termination Term in the revised NOA:

It is the policy of NIH not to prioritize [insert termination category
language]. Therefore, this project is terminated. [RECIPIENT NAME] 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.
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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.

= Note: Appeals language must be included prior to October 1, 2025. After
October 1, 2025, when HHS will fully adopt 2 CFR 200, per 2 CFR 200.340,
termination actions taken based on agency priorities are not appealable.
This is different from terminations based on noncompliance (administrative
and programmatic).
o eRA will provide OPERA with daily reports on NOAs issued, so ICs do not need to report to
OPERA on each action completed.

Separation of Duties Guidance:

OPERA has issued a Separation of Duties (SOD) waiver for all CGMOs, specific to the HHS Departmental
Authorities termination actions, to allow IC CGMOs to work up and issue termination actions [KT/MGB
insert memo].

Appendix 1 — HHS's Secretarial Directive on DEI-Related Funding — February 10, 2025.

[PDF will be inserted by KT/MGB]
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Appendix 2 — Guidance for staff to use on specific programs, awards, supplements. — note for KT/MGB
see list above to ensure it aligns....

Appendix 3 — Language provided to NIH by HHS providing examples for research activities that NIH no
longer supports. Use this language for HHS terminations only.

China: Bolstering Chinese universities does not enhance the American people’s quality of life or
improve America’s position in the world. On the contrary, funding research in China
contravenes American national-security interests and hinders America’s foreign-policy
objectives.

DEI: Research programs based primarily on artificial and non-scientific categories, including
amorphous equity objectives, are antithetical to the scientific inquiry, do nothing to expand our
knowledge of living systems, provide low returns on investment, and ultimately do not enhance
health, lengthen life, or reduce illness. Worse, so-called diversity, equity, and inclusion (“DEI")
studies are often used to support unlawful discrimination since race and other protected
characteristics, which harms the health of Americans. Therefore, it is the policy of NIH not to
prioritize such research programs.

Transgender issues: 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. Itis
the policy of NIH not to prioritize these research programs.

Vaccine Hesitancy: It is the policy of NIH not to prioritize research activities that focuses gaining
scientific knowledge on why individuals are hesitant to be vaccinated and/or explore ways to
improve vaccine interest and commitment. NIH is obligated to carefully steward grant awards to
ensure taxpayer dollars are used in ways that benefit the American people and improve their
quality of life. Your project does not satisfy these criteria.

Antisemitism: This project has been terminated due to unsafe antisemitic actions that suggest
the institution lacks concern for the safety and wellbeing of Jewish students.

Appendix 4 — Approved Term — Use for all Category 2 awards, i.e., renegotiated aims and associated
budgets. Approval embedded below. ICs should use this term in the IC specific award conditions

Approval email from Dr. Memoli (Acting Director, NIH) on Friday, February 28, 2025.
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[PDF will be inserted by KT/MGB]
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Appendix 6 - Holds

Hold the following -

South Africa — EO-related

China/Hong Kong — on list of countries of concern

Note — NIH does not have a memo from HHS nor the politically appointed Acting Director to
terminate awards in other categories. Those that are terminated by HHS, must be done;
however, those that we identify—cannot be held nor terminated until we have a directive that
allows the agency to do so under the Acting Director’s authority.

3/19/2025 - Questions to be addressed by OPERA:
Status of Director’s statement

Phased awards (T4) should we issue letters advise recipients that we are not paying the phase
due to DEI?

Language for T2s for skips and reaches; Terminated for DEI award terminated for T5 should we
not make the T2?

Status of PECASE awards?
Should we be holding awards in other categories? - OGC
Ask if we provide spreadsheet to highlight awards terminated via letter?

Status of health disparities definition — MGB to share staff guidance once IC CGMOs are
satisfied w/main points.

Side step — GM consolidations



From: Bulls, Michelle G. (NIH/OD) [E]

Sent: Thu, 13 Mar 2025 20:03:41 +0000

To: Chief GMOs

Cc: Bulls, Michelle G. (NIH/OD) [E]; Ta, Kristin (NIH/OD) [E]

Subject: Award Revision Guidance and List of Terminated Grants via letter on 3/12
Attachments: Termination Categories 3.13.25.docx, Terminated Grants 3-12_no

subprojects.xlsx

Chiefs,

Attached are two items: 1) updated categories for you to use when issuing NOAs to officially
terminate the awards where letters were issued, and 2) the list of termination letters that were
issued yesterday. Please revise your NOAs related to the attached list by next Wednesday,
March 13, 2025, cob. It is extremely important that issue the revised awards timely. If there are
delays, please let me know and we can try to help somehow/some way. | appreciate you all.

Please save this guidance until we can clear the updated staff guidance, and you will need
this to issue revised awards. Note: If your IC is not listed on the attached spreadsheet — no
action is required, at this time.

Guidance for IC staff to use when terminating awards identified by HHS or the IC due to DEIl or other
agency priorities.
¢ |ssue a revised NOA.
1. Change the budget and project period end dates to match the date of the termination
letter.
2. OPERA will place a hard funds restriction on all documents within the excel spreadsheet.
Do not deobigate any funds when you issue the revised award to terminate the projects.
If there are no animals and humans, FFR-C will deobligate the awards after the Final
FFRs are submitted. No deoblgiation actions required from the ICs.
3. Remove all future years from the project, where applicable. If the grant is in a no cost
extension, and HHS requests a termination, the project must be terminated.
4. Termination Term to be used DELETE THE OLD TERM RELATED TO DOLLAR AMOUNTS
FOR HARD FUNDS RESTRICTIONS —IT IS NO LONGER APPLICABLE.

It is the policy of NIH not to prioritize [insert termination category language].
Therefore, this project is terminated. [RECIPIENT NAME] 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




Thanks,
Michelle

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.



Termination Categories

China: Bolstering Chinese universities does not enhance the American people’s quality of life or
improve America’s position in the world. On the contrary, funding research in China
contravenes American national-security interests and hinders America’s foreign-policy
objectives.

DEI: Research programs based primarily on artificial and non-scientific categories, including
amorphous equity objectives, are antithetical to the scientific inquiry, do nothing to expand our
knowledge of living systems, provide low returns on investment, and ultimately do not enhance
health, lengthen life, or reduce illness. Worse, so-called diversity, equity, and inclusion (“DEI")
studies are often used to support unlawful discrimination on the basis of race and other
protected characteristics, which harms the health of Americans. Therefore, it is the policy of
NIH not to prioritize such research programs.

Gender: 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. Itis
the policy of NIH not to prioritize these research programs.

Vaccine Hesitancy: It is the policy of NIH not to prioritize research activities that focuses gaining
scientific knowledge on why individuals are hesitant to be vaccinated and/or explore ways to
improve vaccine interest and commitment. NIH is obligated to carefully steward grant awards to
ensure taxpayer dollars are used in ways that benefit the American people and improve their
quality of life. Your project does not satisfy these criteria.
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From: Ingersoll, Deanna (NIH/NHGRI) [E]

Sent: Tue, 11 Mar 2025 21:00:16 +0000
To: Chief GMOs

Subject: FW: Required Terminations - 3/10/25
Hi—

There was a question about a term people are waiting on. This is the one Terri and | got this
morning. | don’t know if this is what y’all needed but sharing. The two words in brackets are my
addition since | think something got erased. | said “This project” myself but then saw a previous
version that said “Your project” so | changed it ...

Regards,
Deanna

Deanna L. Ingersoll

Chief Grants Management Officer

Grants Administration Branch

Extramural Research Program

National Human Genome Research Institute
6700B Rockledge Dr. Suite 3100

Bethesda, MD 20892- 6908

Phone: (301) 435-7858

Fax: (301) 451-0002

Email: Deanna.Ingersoll@nih.gov

For Deliveries Use
Bethesda, MD 20817

The willingness to experiment with change may be the most essential ingredient to success at anything. — Pat
Summitt

Simplified Peer Review coming January 2025. Click here for more information.

SBIR/STTR funding changes for due dates September 5, 2023, and later. Click here for more
information.

NOT-OD-22-195 — Reminder: FORMS-H Grant Application Forms & Instructions Must be
Used for Due Dates on or After January 25, 2023 - New Grant Application Instructions Now
Available

Applicants must use FORMS-H application packages for due dates on or after January 25, 2023.
Instructions and significant changes to form instructions are available for applicant reference.




The information in this e-mail and any of its attachments is confidential and may contain sensitive information. It
should not be used by anyone who is not the original intended recipient. If you have received this e-mail in error
please inform the sender and delete it from your mailbox or any other storage devices. National Human Genome
Research Institute shall not accept liability for any statements made that are sender's own and not expressly made on
behalf of the NHGRI by one of its representatives.
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ﬁ please consider the environment before printing this e-mail.

From: Bulls, Michelle G. (NIH/OD) [E] <michelle.bulls@nih.gov>

Sent: Tuesday, March 11, 2025 12:41 PM

To: Ingersoll, Deanna (NIH/NHGRI) [E] <deanna.ingersoll@nih.gov>; Jarosik, Terri (NIH/NIMH) [E]
<theresa.jarosik@nih.gov>

Cc: Ta, Kristin (NIH/OD) [E] <kristin.ta@nih.gov>

Subject: RE: Required Terminations - 3/10/25

You're welcome. Sorry.

From: Ingersoll, Deanna (NIH/NHGRI) [E] <deanna.ingersoll@nih.gov>

Sent: Tuesday, March 11, 2025 11:29 AM

To: Bulls, Michelle G. (NIH/OD) [E] <michelle.bulls@nih.gov>; Jarosik, Terri (NIH/NIMH) [E]
<theresa.jarosik@nih.gov>

Cc: Ta, Kristin (NIH/OD) [E] <kristin.ta@nih.gov>

Subject: RE: Required Terminations - 3/10/25

Thanks, Michelle.

Regards,
Deanna

Deanna L. Ingersoll

Chief Grants Management Officer

Grants Administration Branch

Extramural Research Program

National Human Genome Research Institute
6700B Rockledge Dr. Suite 3100

Bethesda, MD 20892- 6908

Phone: (301) 435-7858

Fax: (301) 451-0002

Email: Deanna.Ingersoll@nih.gov

For Deliveries Use
Bethesda, MD 20817

The willingness to experiment with change may be the most essential ingredient to success at anything. — Pat
Summitt



Simplified Peer Review coming January 2025. Click here for more information.

SBIR/STTR funding changes for due dates September 5, 2023, and later. Click here for more
information.

NOT-OD-22-195 — Reminder: FORMS-H Grant Application Forms & Instructions Must be
Used for Due Dates on or After January 25, 2023 - New Grant Application Instructions Now
Available

Applicants must use FORMS-H application packages for due dates on or after January 25, 2023.
Instructions and significant changes to form instructions are available for applicant reference.

The information in this e-mail and any of its attachments is confidential and may contain sensitive information. It
should not be used by anyone who is not the original intended recipient. If you have received this e-mail in error
please inform the sender and delete it from your mailbox or any other storage devices. National Human Genome
Research Institute shall not accept liability for any statements made that are sender's own and not expressly made on
behalf of the NHGRI by one of its representatives.
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ﬁ please consider the environment before printing this e-mail.

From: Bulls, Michelle G. (NIH/OD) [E] <michelle.bulls@nih.gov>

Sent: Tuesday, March 11, 2025 11:06 AM

To: Ingersoll, Deanna (NIH/NHGRI) [E] <deanna.ingersoll@nih.gov>; Jarosik, Terri (NIH/NIMH) [E]
<theresa.jarosik@nih.gov>

Cc: Ta, Kristin (NIH/OD) [E] <kristin.ta@nih.gov>; Bulls, Michelle G. (NIH/OD) [E]
<michelle.bulls@nih.gov>

Subject: FW: Required Terminations - 3/10/25

Terri and Deanna,
Sorry, lost my focus. Please see below for term to be used on the awards:

Termination Term of Award:

It is the policy of NIH not to prioritize research activities that focuses gaining scientific
knowledge on why individuals are hesitant to be vaccinated and/or explore ways to improve
vaccine interest and commitment. [Your program ]no longer effectuates agency priorities.
Therefore, this project is terminated. [RECIPIENT NAME] 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.

Please let me know if you have any questions.

From: Bulls, Michelle G. (NIH/OD) [E] <michelle.bulls@nih.gov>

Sent: Monday, March 10, 2025 12:41 PM

To: Smith, Karen (NIH/NEI) [E] <karen.robinson.smith@nei.nih.gov>; Ingersoll, Deanna
(NIH/NHGRI) [E] <deanna.ingersoll@nih.gov>; Young, Margaret (NIH/NICHD) [E]
<margaret.young@nih.gov>; Hidalgo, Gabriel (NIH/NIDCR) [E] <gabriel.hidalgo@nih.gov>;
Doherty, Dee (NIH/NIDDK) [E] <dohertyd@niddk.nih.gov>; Olascoaga, Grace (NIH/NIGMS) [E]
<olascoag@nigms.nih.gov>; Jarosik, Terri (NIH/NIMH) [E] <theresa.jarosik@nih.gov>; Linde,
Emily (NIH/NIAID) [E] <lindee@mail.nih.gov>; Albertini, Brian (NIH/NINR) [E]
<albertib@mail.nih.gov>

Cc: Anderson, Kathleen (NIH/NEI) [E] <kanders1 @mail.nih.gov>; Troyer, Jennifer (NIH/NHGRI)
[E] <jennifer.troyer@nih.gov>; Rasooly, Rebekah (NIH/NICHD) [E] <rebekah.rasooly@nih.gov>;
McGuirl, Michele (NIH/NIDCR) [E] <michele.mcguirl@nih.gov>; Malik, Karl (NIH/NIDDK) [E]
<malikk@niddk.nih.gov>; Brown, Erica (NIH/NIGMS) [E] <erica.brown@nih.gov>; Waldeck, Tracy
(NIH/NIMH) [E] <tracy.waldeck@nih.gov>; Poe, Kelly (NIH/NIAID) [E] <kelly.poe@nih.gov>;
Tarlov, Elizabeth (NIH/NINR) [E] <elizabeth.tarlov@nih.gov>; Bulls, Michelle G. (NIH/OD) [E]
<michelle.bulls@nih.gov>; Ta, Kristin (NIH/OD) [E] <kristin.ta@nih.gov>; Lorsch, Jon
(NIH/NIGMS) [E] <jon.lorsch@nih.gov>

Subject: Required Terminations - 3/10/25

Chiefs,

This morning, we received a new list (Attachment 1) of awards that need to be terminated,
today. It has been determined that they do not align with NIH funding priorities related to
vaccine hesitancy and/or uptake. Below, is the guidance that details the required actions. Please
ensure that all termination letters are issued today 3/10 by cob, with award actions completed
in the system as soon as possible. Once the actions are taken, please send a note to me copying
Kristin.

Please note that for projects that list specific subprojects or cores—please do not issue
termination letters nor termination language within your terms and conditions. OPERA has
requested that PMS place a hard funds restriction these documents. When you issue the award
for these—note use the language within the term (see below under the second sub-bullet for
the correct language to incorporate into Section IV of the NOA. This detail is noted on the
spreadsheet, where applicable. In such cases, the IC must complete the following actions:

e If the award remains viable, issue a revised NOA with the following term and

condition of award:

o Itisthe policy of NIH not to prioritize research activities that focuses gaining
scientific knowledge on why individuals are hesitant to be vaccinated and/or
explore ways to improve vaccine interest and commitment. Your project
does not satisfy these criteria. Therefore, no additional funds may be used
to support the activities under the [insert subproject or core title], and all
activities must cease, effective with the date of this revision. Funds used to
support these activities will be disallowed and recovered.



For all other awards use the termination guidance below.

Guidance for staff to use when terminating awards identified by HHS or the IC due to DEI or

other agency priorities.

e Issue the termination letter to the AOR for the award, using the attached template.
Note, the rationale is outlined in the attached Termination Letter (Attachment 2).
e Issue arevised NOA.

1.

2.

4.

5.

6.

Change the budget and project period end dates to match the date of the
termination letter.

OPERA will place a hard funds restriction on all documents within the excel
spreadsheet. Do not deobigate any funds when you issue the revised award to
terminate the projects. If there are no animals and humans, FFR-C will
deobligate the awards after the Final FFRs are submitted. No deoblgiation
actions required from the ICs.

Remove all future years from the project, where applicable. If the grantisin a
no cost extension, and HHS requests a termination, the project must be
terminated.

Termination Terms

= |t is the policy of NIH not to prioritize research activities that focuses

gaining scientific knowledge on why individuals are hesitant to be
vaccinated and/or explore ways to improve vaccine interest and
commitment. no longer effectuates agency priorities. Therefore, the
award is terminated effective [Insert termination rationale noted
above]. 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.

Insert restriction language must be included in the term that allows for the
recipients to use a portion of funds to support the health and safety of patients
and/or animal welfare to provide for an orderly closeout of the project.

= Sample language for use: “Funds in the amount of Sxxxxxxx [insert $

amount total cost] may be used to support patient safety and orderly
closeout of the project. Funds used to support any other research
activities will be disallowed and recovered.”

Appeals language must be included in terms:
= 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.




NOTE:

There are two OD RADx supplements, which were made to NIEHS awards listed, however, those
supplements have ended; therefore, the termination action is not required as these are not in
NCEs.

Please let me know if you have any questions.

Best,
Michelle



From: Sina, Barbara (NIH/FIC) [E]

Sent: Thu, 6 Mar 2025 16:15:37 +0000

To: Officer, Jackie (NIH/FIC) [E]

Cc: Sizemore, Christine (NIH/FIC) [E]

Subject: RE: WF 420173- Vaccine hesitancy research data call

Nothing to report

From: Officer, Jackie (NIH/FIC) [E] <jackie.officer@nih.gov>

Sent: Thursday, March 6, 2025 10:15 AM

To: Sina, Barbara (NIH/FIC) [E] <sinab@mail.nih.gov>

Cc: Sizemore, Christine (NIH/FIC) [E] <christine.sizemore@nih.gov>
Subject: WF 420173- Vaccine hesitancy research data call

Good morning, Barbara,

This data call to provide any information related to NIH's investment in vaccine hesitancy
research was assigned to FIC for input if applicable. Please complete the attached spreadsheet or
respond nothing to report by 1 pm, Friday, March 7

This was assigned to all ICs, DPCPSI, and OSP.

Thanks,

Jackie Officer



From: Officer, Jackie (NIH/FIC) [E]

Sent: Thu, 6 Mar 2025 15:14:53 +0000

To: Sina, Barbara (NIH/FIC) [E]

Cc: Sizemore, Christine (NIH/FIC) [E]

Subject: WF 420173- Vaccine hesitancy research data call
Attachments: [Incoming] 01_Vaccine Hesitancy Research Data Call.xlsx

Good morning, Barbara,

This data call to provide any information related to NIH's investment in vaccine hesitancy
research was assigned to FIC for input if applicable. Please complete the attached spreadsheet or
respond nothing to report by 1 pm, Friday, March 7

This was assigned to all ICs, DPCPSI, and OSP.

Thanks,

Jackie Officer
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From: Sina, Barbara (NIH/FIC) [E]

Sent: Thu, 6 Mar 2025 13:03:48 +0000

To: Hayes, Unla (NIH/FIC) [E]; Levintova, Marya (NIH/FIC) [E]; Newsome, Brad
(NIH/FIC) [E]; Povlich, Laura (NIH/FIC) [E]; Jessup, Christine (NIH/FIC) [E]; Bansal, Geetha (NIH/FIC) [E]
Subject: FW: NIH Director Confirmation Hearing Summary

Attachments: 3.5.25 NIH Director HELP Confirmation Hearing Summary.docx

In case you're interested

From: Anand, Nalini (NIH/FIC) [E] <anandn@mail.nih.gov>

Sent: Wednesday, March 5, 2025 11:36 PM

To: FIC Division and Office Directors <FICDivisionOfficeDirectors@mail.nih.gov>
Subject: NIH Director Confirmation Hearing Summary

Hi All, here is a summary of Jay Battacharya’s confirmation hearing that OLPA put together. | will cover
some highlights in senior staff tomorrow.

Nalini



Dr. Bhattacharya Confirmation Hearing
Senate HELP Committee
March 5, 2025

Member Attendance:

Majority: Minority:

Sen. Bill Cassidy (R-LA) Sen. Bernie Sanders (I-VT)

Sen. Rand Paul (R-KY) Sen. Patty Murray (D-WA)

Sen. Susan Collins (R-ME) Sen. Tammy Baldwin (D-WI)
Sen. Roger Marshall (R-KS) Sen. Maggie Hassan (D-NH)
Sen. Josh Hawley (R-MO) Sen. John Hickenlooper (D-CO)
Sen. Tommy Tubberville (R-AL) Sen. Ed Markey (D-MA)

Sen. Jim Banks (R-IN) Sen. Andy Kim (D-NJ)

Sen. Jon Husted (R-OH) Sen. Lisa Blunt Rochester (D-DE)
Sen. Ashley Moody (R-FL) Sen. Angela Alsobrooks (D-MD)

Sen. Cassidy’s Opening and Closing Statement:
e Highlighted the crucial role of NIH, including many of NIH’s scientific accomplishments
and increased IDeA funding to Louisiana.
e Indicated NIH may need to focus less on incremental science and more on
groundbreaking research.
e Suggests NIH needs to restore trust following COVID.

Sen. Sanders’s Opening Statement:
e Highlighted that while we should be proud of NIH’s accomplishments, we should not
lose sight of the fact that the healthcare system in our country is broken and failing.
e Focused on the high prices for prescription drugs and the lack of government regulation
on prescription drug prices.
e Displayed concern that the DOGE has moved to terminate some 1,200 employees from
NIH and criticized the role DOGE played in freezing all grant money at NIH.

Sen. Rickett’s Introduction Statement:
e Highlighted that during the COVID Pandemic, when Senator Rickett was Governor of
Nebraska, Dr. Bhattacharya provided alternative perspectives and suggestions for how to
approach the pandemic, including how to get kids back into school.

Dr. Bhattacharya’s Opening statement:
e Highlighted extensive experience working with NIH through various grants he has been
awarded and the various grant committees he has served on.

e Explained that he has five concrete goals for NIH if confirmed:
o NIH should focus on research that solves the chronic disease crisis.
o NIH supported science should be replicable, reproducible, and generalizable.
o Establish a culture of respect for free speech in science and scientific dissent at

NIH.

o NIH must recommit to its mission to fund the most innovative research possible.




o NIH must regulate risky research that has the possibility to create a pandemic and
embrace transparency.

Major Topics from the Majority:
e Trust in Science
Waste and Frivolous Studies
Chronic Disease Crises
Indirect Costs Rates
Pandemic Response Including Lockdowns

Major Topics from the Minority:
e Various actions taken by the administration have put NIH research at risk, including:
o Firing of NIH employees
o Freezing of grants
o Pausing of review studies
e Indirect Costs Rates
e Vaccine Hesitancy

Questions:
Sen. Cassidy (R-LA)

e Vaccines and Autism — Asked Dr. Bhattacharya about the measles outbreak and whether
he thinks there needs to be research on a link between the MMR vaccine and autism. The
Senator also pushed Dr. Bhattacharya on the point that there are limited resources for
research so relitigating issues like the link between MMR and autism is not an efficient
use of resources. Dr. Bhattacharya said he generally doesn’t think there’s a link on
autism, but he supports additional research since the cause of autism is unknown. He also
said while there are limited resources, the issue of not vaccinating children continues.
Also said that we should focus on childhood chronic disease research generally.

e Validation Research — Asked Dr. Bhattacharya how NIH would fund validation research
given the limited funds available. Dr. Bhattacharya explained that good science needs to
replicable and needs to use different approaches. He also stated that early career
researchers and researchers with non-traditional hypotheses need to be supported, and
validation and replication studies are not currently supported.

Sen. Sanders (I-VT)

e Drug Pricing — Asked Dr. Bhattacharya why we pay the highest prices in the world and
whether we should have a reasonable pricing clause. Dr. Bhattacharya agreed with his
concerns and doesn’t have a full answer but suggested that we should fund research on
off-patent drugs.

e Life Expectancy — Asked Dr. Bhattacharya why working class people live shorter lives
than the rich. Dr. Bhattacharya believes that this is a result of the chronic disease crisis.
He explained that it is a tragedy that there is such a dispersion of life expectancy based on
income and that we need to address the health problems that lead to that outcome.



Sen. Rand Paul (R-KY)

Vaccines and Autism — Said that there is a significant amount of vaccine hesitancy and
so more research is needed.

Frivolous Studies — Said that NIH needs to change the ways grants and peer review
happen and asked if Dr. Bhattacharya agrees, highlighting studies related to making
people happy, giving fish alcohol, among others. Dr. Bhattacharya committed to
changing grant committee makeup to ensure reviewers are focused on the correct things
and that funded research should really be focused on making America healthy.

COVID using High Dose Steroids — Asked Dr. Bhattacharya about the bias that
prevented the study of using high-dose steroids to treat COVID. Dr. Bhattacharya said
the study was done in the UK and should have been supported by NIH. This shows
something that’s changeable in the research ecosystem and we should look for those
opportunities.

Sen. Patty Murray (D-WA)

Research at Risk — Asked Dr. Bhattacharya whether he supports the recent firings and
grant freezes at NIH. Dr. Bhattacharya said that he was not involved in those decisions,
but he is fully committed to making sure that all scientists at the NIH and the scientists
supported by the NIH have the resources that they need to meet the NIH’s mission. He
further explained that he does not have any intention of cutting anyone from the NIH.
Pauses on Grants — Asked Dr. Bhattacharya whether he knows about the grant freezes
and the pauses on all advisory committees. Dr. Bhattacharya said that he is going to
assess this issue day one and make sure that the scientists at the NIH and the scientists
supported by NIH have access to the resources that they need. Additionally, he said that
he will be looking very closely at any personnel decisions and wants the NIH to be
staffed appropriately to be able to meet the mission of the NIH.

Indirect Costs — Believes that this cap would be devastating to research. Asked Dr.
Bhattacharya his thoughts on the cap. Dr. Bhattacharya said that as a researcher he didn’t
know where the indirect cost money went and that led to a lot of distrust about this
money and where it goes. He explained that transparency around indirect costs is
important so that people know where this money is going and that he wants to make sure
the money goes directly to research.

Advisory Councils — Asked Dr. Bhattacharya whether he will get research advisory
councils started again on day one if confirmed. Dr. Bhattacharya said that yes, this is
important issue and needs to be done day one.

Sen. Susan Collins (R-ME)

Indirect Costs — Said that she’s opposed to the 15% cap, which is arbitrary and against
the law and asked if confirmed, if Dr. Bhattacharya will work on reversing the policy. Dr.
Bhattacharya said he will work with the Senator and commits to following the law but
wants to address mistrust.

Alzheimer’s — Asked Dr. Bhattacharya about chronic disease, including highlighting the
cost burden and the National Plan targeting Alzheimer’s and whether Dr. Bhattacharya
would continue to support it. Dr. Bhattacharya said he would and wants to expand
hypotheses for Alzheimer’s research and stated that we should have had more advances
given the level of investment.



Sen. Tammy Baldwin (D-WI)

Pauses on Grants — Cancelled study sections and advisory council meetings mean that
NIH cannot award grants. Asked Dr. Bhattacharya whether he agrees that NIH should
stop funding research on cancer and Alzheimer’s disease. Dr. Bhattacharya said that if he
1s confirmed, he will follow the laws on indirect costs and will ensure that every single
researcher at NIH and those supported by NIH have the resources they need.

Early Career Researchers — Early-stage researchers have been hit the hardest from the
funding freezes and reductions in force. These actions threaten an entire generation of
biomedical research and our future. Dr. Bhattacharya said that he is very committed to
helping early career researchers as much as he can.

Sen. Roger Marshall (R-KS)

Waste in Alzheimer’s — Asked Dr. Bhattacharya about the amyloid hypothesis and the
waste generated by pursuing research on one hypothesis. Dr. Bhattacharya agreed and
said the NIH hasn’t supported a sufficiently high number of hypotheses for Alzheimer’s.
Chronic Disease— Asked Dr. Bhattacharya about the vision for research on chronic
disease and Food is Medicine and whether he’s committed to understanding the causes of
chronic diseases. Dr. Bhattacharya says that NIH needs to do a better job on chronic
disease and Food is Medicine research. And that NIH needs to support scientists who
have different ideas and hypotheses.

Indirect Costs — Said that the indirect costs are grift.

Funding Scientists in IDeA States — Asked Dr. Bhattacharya for NIH to fund more
science in ‘flyover’ states. Dr. Bhattacharya agreed and committed to supporting the
IDeA program.

Sen. Maggie Hassan (D-NH)

Following the Law — Asked Dr. Bhattacharya whether he would ever break the law if
asked by the President. Dr. Bhattacharya said that, while he doesn’t believe the President
would ever ask him to do this, he would always follow the law.

Pauses on Grants — Asked Dr. Bhattacharya if he would commit to ending the across-
the-board funding freezes at NIH if he is confirmed. Dr. Bhattacharya said that he wants
to ensure that every study that is advancing our knowledge about health goes forward.
Pauses on Review Studies — Asked Dr. Bhattacharya whether he will restart all NTH
academic review committees if confirmed and get all appropriated money out the door.
Dr. Bhattacharya said that yes, if confirmed he will absolutely do that. His job is to make
sure that those fundamental scientific meetings and activities happen.

Vaccines and Autism — We see more cases of autism in this country for many reasons,
including the fact that we’re better at diagnosing it. The idea that vaccines could cause
autism has been refuted and there is no scientific evidence to show this. It is extremely
disappointing that Dr. Bhattacharya and the HHS Secretary are hesitant to say that.

Sen. Tommy Tubberville (R-AL)

Waste — Asked how Dr. Bhattacharya will put his team together to reduce waste. Dr.
Bhattacharya said because he’s an economist the team he will create will know the value
of research opportunity costs. The team will put together a portfolio of grants devoted to
chronic disease and research that makes big advances instead of small incremental



progress. He also emphasized that NIH has many talented scientists already and he will
seek their input.

Trust in Science — Asked Dr. Bhattacharya about the reliability of science and the
biolabs getting trust back and said that we need to be telling the truth. Dr. Bhattacharya
said that we should regulate or ban all risky research and wants to ban all risky research.
He wants to be fully transparent and not redact FOIA requests.

Gender Affirming Care Study — Asked Dr. Bhattacharya about a study that wasn’t
published about gender transition that received news coverage. Dr. Bhattacharya said he
wants to make sure that researchers are required to report negative results. Additionally,
he wants to make sure that research is focused on the needs of American taxpayers.

Sen. John Hickenlooper (D-CO)

Indirect Costs — Said that clearly the solution is a more transparent system that puts all
institutions on an even playing field. Asked Dr. Bhattacharya how long he thinks
something like that would take. Dr. Bhattacharya answered that he doesn’t think we need
a new system but instead just need to raise the transparency of the current system. He
further mentioned incorporating audits of how universities spend indirect costs could be
helpful in achieving this. The broader problem is that we have a deep distrust of
universities and the scientific establishment due to the pandemic, and transparency will
go a long way to solving this.

INCLUDE Act — Asked Dr. Bhattacharya whether he would be willing to work with
Congress on this bill. Dr. Bhattacharya said that he would.

Cross-Institute Work — Asked Dr. Bhattacharya whether he is committed to cross-
institute work at the NIH to help make new discoveries. Dr. Bhattacharya said that there
are tremendous opportunities for cross-institute work at the NIH so that researchers don’t
stay siloed at their institute.

Vaccine Hesitancy — Asked Dr. Bhattacharya whether the rise in vaccine hesitancy
makes vaccine related research any less of a priority. Dr. Bhattacharya said that this
hesitancy makes it more important to do vaccine research to persuade people.

Sen. Ashley Moody (R-FL)

COVID Pandemic Response and Censorship — Said that Florida was taking a very
scientific approach to the COVID response and said that there were misrepresentations
and asked Dr. Bhattacharya on his thoughts and how that will impact his role as NIH
Director. Dr. Bhattacharya said he thought Florida was a success story. There was
suppression and censorship by the Biden Administration, and science needs free speech.
Replication — Asked Dr. Bhattacharya to talk about the crisis of replicability. Dr.
Bhattacharya said that replication is the heart and soul of truth in science.

Sen. Andy Kim (D-NJ)

Decentralization of NIH — Mentioned that Dr. Bhattacharya has said in the past that he
1s in favor of restructuring the NIH to make it more decentralized. When asked whether
he still stands by this, Dr. Bhattacharya confirmed that he does and further mentioned that
a key thing for him is that there is a diversity of ideas to address uncertainties.
Furthermore, he wants to make sure that NIH processes allow for additional support for
early career investigators, scientists from nontraditional universities, and scientists with



differing views. When asked whether he would be opposed to the HHS Secretary or the
President telling him what kind of research NIH should fund, Dr. Bhattacharya said that
he would follow the grant process that is currently set up.

Chronic Diseases — Asked Dr. Bhattacharya whether he thinks that our work on chronic
diseases needs to come at the expense of infectious diseases. Dr. Bhattacharya said that
allocation of funds to the different disease areas is in control of Congress, but we should
be able to do both.

Vaccine Hesitancy — Asked Dr. Bhattacharya whether there were any vaccines that he is
currently hesitant about. Dr. Bhattacharya said that he was concerned about the COVID
vaccines for young men.

Long COVID — Asked Dr. Bhattacharya whether he has a view on long COVID and
whether it was something worth funding. Dr. Bhattacharya said that it’s a problem that
affects millions of Americans and that NIH should continue to fund research on this.
However, he mentioned that the funds that have been spent so far on long COVID have
not been able to provide adequate answers and we need to reevaluate how we spend those
funds.

Sen. Jim Banks (R-IN)

Lockdowns and Pandemic — Asked Dr. Bhattacharya what is NIH’s proper role in a
pandemic and how Dr. Collins overstepped that role. Dr. Bhattacharya said that NIH’s
role is to answer questions for policymakers and allow the policymakers to determine
what to do. The NIH acting as policymakers and pushing mandates is problematic and
created distrust.

Great Barrington Declaration — Asked Dr. Bhattacharya about the Great Barrington
Declaration and said Dr. Bhattacharya was correct and asked about the public health data
and what it shows. Dr. Bhattacharya says there is data on children’s loss of learning and
suicidality, trillions of dollars spent causing inflation, and the lack of screening. The
policies were devastating and didn’t save lives.

Pandemic Response — Asked what Dr. Bhattacharya would have done differently. Dr.
Bhattacharya said he would have allowed for scientific dissent.

Sen. Lisa Blunt Rochester (D-DE)

Research at Risk — Concerned about the reported 1,200 individuals fired at NIH, the
blanket cap of indirect costs, and the funding and communication freezes. Asked Dr.
Bhattacharya whether he thinks the administration’s executive orders are helpful or
harmful for our understanding of Alzheimer’s. Dr. Bhattacharya said that he is fully
committed to making sure that every American’s health concerns are addressed.

Sen. Josh Hawley (R-MO)

Human Fetal Tissue — Asked if Dr. Bhattacharya will prohibit the use of aborted fetal
tissue. Dr. Bhattacharya said he would follow the lead of Secretary Kennedy and
President Trump. He highlighted that we need to have products that people are willing to
take for public health reasons.

Conflicts of Interest — Asked if Dr. Bhattacharya agrees with Secretary Kennedy’s
position on conflicts of interests. Dr. Bhattacharya said he is committed to support trust in



science and that addressing conflicts of interest is crucial for this. Also highlighted that
NIH should do research in support of the public good, including on off-label patents.
Origins of COVID — Asked Dr. Bhattacharya about a paper on the origins of COVID
and argued that it resulted in propaganda that undermines trust in science. Dr.
Bhattacharya said this was a low point in science and top scientists at NIH abused their
position to suppress science. He committed to be transparent in the future.

Sen. Angela Alsobrooks (D-MD)

Retaliation Against Researchers — Asked whether Dr. Bhattacharya believes that it is
appropriate under any circumstances to retaliate against scientists based on the research
that they’ve done. Dr. Bhattacharya said that it’s not and that he knows how it feels as
he’s been subject to this by NIH himself and will make sure that he never does this. He 1s
committed to making sure that NIH allows a culture of dissent and respectful
conversation.

Race and Gender — Dr. Bhattacharya said that the health needs of minority populations
in this country are a vital priority for him.

Sen. Jon Husted (R-OH)

Health Care Inflation — Asked how Dr. Bhattacharya’s role at NIH could address
healthcare inflation. Dr. Bhattacharya highlighted the chronic disease epidemic, like
obesity, is an indictment of NIH because problems continue to get worse, so we need a
broader set of individuals bringing ideas and get support.

Indirect Costs — Highlighted that many institutions are willing to work with NIH to
control costs and asked Dr. Bhattacharya for his thoughts on how we can advance
conversations. Dr. Bhattacharya said universities are partners of NIH and that distrust
exists, and transparency is needed to restore trust.

Sen. Ed Markey (D-MA)

Research at Risk — We’re facing an enormous brain drain due to the recent cuts to NIH
employees and grant funding. The administration’s actions have disrupted important and
lifesaving research. Asked whether Dr. Bhattacharya would commit to objecting to any
decision made by the administration that would slow or stop lifesaving research. Dr.
Bhattacharya said that if he is confirmed he would be committed to ensuring that NITH
scientists will continue to have access to all the research they need and that he doesn’t
believe ideology determines whether someone gets research funding or not.



From: Anand, Nalini (NIH/FIC) [E]

Sent: Thu, 6 Mar 2025 05:20:55 +0000

To: FIC DISPPE

Subject: FW: NIH Director Confirmation Hearing Summary
Attachments: 3.5.25 NIH Director HELP Confirmation Hearing Summary.docx
Hi All,

For those of you who missed the NIH Director confirmation hearing yesterday morning, here is a good
summary from OLPA.

Nalini

From: Everett, Chris (NIH/OD) [E] <chris.everett@nih.gov>

Sent: Wednesday, March 5, 2025 3:06 PM

To: OD-OLPA-Leg Contacts <OD-OLPA-LegContacts@OD.NIH.GOV>
Subject: NIH Director Confirmation Hearing Summary

Hi all,

Please see the attached summary of Dr. Bhattacharya’'s hearing from earlier today that OLPA
put together. Feel free to reach out to me or your OLPA analyst if you have any questions about
this summary or the hearing.

Thanks!

Best,
Chris

Christopher Everett, J.D.

Office of Legislative Policy & Analysis
National Institutes of Health

P: (301) 443-2202

C: (301) 742-9373

From: Everett, Chris (NIH/OD) [E]

Sent: Wednesday, March 5, 2025 8:23 AM

To: OD-OLPA-Leg Contacts <OD-OLPA-LegContacts@OD.NIH.GOV>
Subject: 10 AM TODAY: NIH Director Confirmation Hearing

Hi all,

| hope everyone is doing well! As a reminder, Dr. Jay Bhattacharya will be testifying in front of
the HELP Committee today at 10 AM for his confirmation hearing as the next NIH Director. You
can watch the hearing live here.

Please let me know if you have any questions. Thanks!



Best,
Chris

Christopher Everett, J.D.

Office of Legislative Policy & Analysis
National Institutes of Health

P: (301) 443-2202

C: (301) 742-9373



Dr. Bhattacharya Confirmation Hearing
Senate HELP Committee
March 5, 2025

Member Attendance:

Majority: Minority:

Sen. Bill Cassidy (R-LA) Sen. Bernie Sanders (I-VT)

Sen. Rand Paul (R-KY) Sen. Patty Murray (D-WA)

Sen. Susan Collins (R-ME) Sen. Tammy Baldwin (D-WI)
Sen. Roger Marshall (R-KS) Sen. Maggie Hassan (D-NH)
Sen. Josh Hawley (R-MO) Sen. John Hickenlooper (D-CO)
Sen. Tommy Tubberville (R-AL) Sen. Ed Markey (D-MA)

Sen. Jim Banks (R-IN) Sen. Andy Kim (D-NJ)

Sen. Jon Husted (R-OH) Sen. Lisa Blunt Rochester (D-DE)
Sen. Ashley Moody (R-FL) Sen. Angela Alsobrooks (D-MD)

Sen. Cassidy’s Opening and Closing Statement:
e Highlighted the crucial role of NIH, including many of NIH’s scientific accomplishments
and increased IDeA funding to Louisiana.
e Indicated NIH may need to focus less on incremental science and more on
groundbreaking research.
e Suggests NIH needs to restore trust following COVID.

Sen. Sanders’s Opening Statement:
e Highlighted that while we should be proud of NIH’s accomplishments, we should not
lose sight of the fact that the healthcare system in our country is broken and failing.
e Focused on the high prices for prescription drugs and the lack of government regulation
on prescription drug prices.
e Displayed concern that the DOGE has moved to terminate some 1,200 employees from
NIH and criticized the role DOGE played in freezing all grant money at NIH.

Sen. Rickett’s Introduction Statement:
e Highlighted that during the COVID Pandemic, when Senator Rickett was Governor of
Nebraska, Dr. Bhattacharya provided alternative perspectives and suggestions for how to
approach the pandemic, including how to get kids back into school.

Dr. Bhattacharya’s Opening statement:
e Highlighted extensive experience working with NIH through various grants he has been
awarded and the various grant committees he has served on.

e Explained that he has five concrete goals for NIH if confirmed:
o NIH should focus on research that solves the chronic disease crisis.
o NIH supported science should be replicable, reproducible, and generalizable.
o Establish a culture of respect for free speech in science and scientific dissent at

NIH.

o NIH must recommit to its mission to fund the most innovative research possible.




o NIH must regulate risky research that has the possibility to create a pandemic and
embrace transparency.

Major Topics from the Majority:
e Trust in Science
Waste and Frivolous Studies
Chronic Disease Crises
Indirect Costs Rates
Pandemic Response Including Lockdowns

Major Topics from the Minority:
e Various actions taken by the administration have put NIH research at risk, including:
o Firing of NIH employees
o Freezing of grants
o Pausing of review studies
e Indirect Costs Rates
e Vaccine Hesitancy

Questions:
Sen. Cassidy (R-LA)

e Vaccines and Autism — Asked Dr. Bhattacharya about the measles outbreak and whether
he thinks there needs to be research on a link between the MMR vaccine and autism. The
Senator also pushed Dr. Bhattacharya on the point that there are limited resources for
research so relitigating issues like the link between MMR and autism is not an efficient
use of resources. Dr. Bhattacharya said he generally doesn’t think there’s a link on
autism, but he supports additional research since the cause of autism is unknown. He also
said while there are limited resources, the issue of not vaccinating children continues.
Also said that we should focus on childhood chronic disease research generally.

e Validation Research — Asked Dr. Bhattacharya how NIH would fund validation research
given the limited funds available. Dr. Bhattacharya explained that good science needs to
replicable and needs to use different approaches. He also stated that early career
researchers and researchers with non-traditional hypotheses need to be supported, and
validation and replication studies are not currently supported.

Sen. Sanders (I-VT)

e Drug Pricing — Asked Dr. Bhattacharya why we pay the highest prices in the world and
whether we should have a reasonable pricing clause. Dr. Bhattacharya agreed with his
concerns and doesn’t have a full answer but suggested that we should fund research on
off-patent drugs.

e Life Expectancy — Asked Dr. Bhattacharya why working class people live shorter lives
than the rich. Dr. Bhattacharya believes that this is a result of the chronic disease crisis.
He explained that it is a tragedy that there is such a dispersion of life expectancy based on
income and that we need to address the health problems that lead to that outcome.



Sen. Rand Paul (R-KY)

Vaccines and Autism — Said that there is a significant amount of vaccine hesitancy and
so more research is needed.

Frivolous Studies — Said that NIH needs to change the ways grants and peer review
happen and asked if Dr. Bhattacharya agrees, highlighting studies related to making
people happy, giving fish alcohol, among others. Dr. Bhattacharya committed to
changing grant committee makeup to ensure reviewers are focused on the correct things
and that funded research should really be focused on making America healthy.

COVID using High Dose Steroids — Asked Dr. Bhattacharya about the bias that
prevented the study of using high-dose steroids to treat COVID. Dr. Bhattacharya said
the study was done in the UK and should have been supported by NIH. This shows
something that’s changeable in the research ecosystem and we should look for those
opportunities.

Sen. Patty Murray (D-WA)

Research at Risk — Asked Dr. Bhattacharya whether he supports the recent firings and
grant freezes at NIH. Dr. Bhattacharya said that he was not involved in those decisions,
but he is fully committed to making sure that all scientists at the NIH and the scientists
supported by the NIH have the resources that they need to meet the NIH’s mission. He
further explained that he does not have any intention of cutting anyone from the NIH.
Pauses on Grants — Asked Dr. Bhattacharya whether he knows about the grant freezes
and the pauses on all advisory committees. Dr. Bhattacharya said that he is going to
assess this issue day one and make sure that the scientists at the NIH and the scientists
supported by NIH have access to the resources that they need. Additionally, he said that
he will be looking very closely at any personnel decisions and wants the NIH to be
staffed appropriately to be able to meet the mission of the NIH.

Indirect Costs — Believes that this cap would be devastating to research. Asked Dr.
Bhattacharya his thoughts on the cap. Dr. Bhattacharya said that as a researcher he didn’t
know where the indirect cost money went and that led to a lot of distrust about this
money and where it goes. He explained that transparency around indirect costs is
important so that people know where this money is going and that he wants to make sure
the money goes directly to research.

Advisory Councils — Asked Dr. Bhattacharya whether he will get research advisory
councils started again on day one if confirmed. Dr. Bhattacharya said that yes, this is
important issue and needs to be done day one.

Sen. Susan Collins (R-ME)

Indirect Costs — Said that she’s opposed to the 15% cap, which is arbitrary and against
the law and asked if confirmed, if Dr. Bhattacharya will work on reversing the policy. Dr.
Bhattacharya said he will work with the Senator and commits to following the law but
wants to address mistrust.

Alzheimer’s — Asked Dr. Bhattacharya about chronic disease, including highlighting the
cost burden and the National Plan targeting Alzheimer’s and whether Dr. Bhattacharya
would continue to support it. Dr. Bhattacharya said he would and wants to expand
hypotheses for Alzheimer’s research and stated that we should have had more advances
given the level of investment.



Sen. Tammy Baldwin (D-WI)

Pauses on Grants — Cancelled study sections and advisory council meetings mean that
NIH cannot award grants. Asked Dr. Bhattacharya whether he agrees that NIH should
stop funding research on cancer and Alzheimer’s disease. Dr. Bhattacharya said that if he
1s confirmed, he will follow the laws on indirect costs and will ensure that every single
researcher at NIH and those supported by NIH have the resources they need.

Early Career Researchers — Early-stage researchers have been hit the hardest from the
funding freezes and reductions in force. These actions threaten an entire generation of
biomedical research and our future. Dr. Bhattacharya said that he is very committed to
helping early career researchers as much as he can.

Sen. Roger Marshall (R-KS)

Waste in Alzheimer’s — Asked Dr. Bhattacharya about the amyloid hypothesis and the
waste generated by pursuing research on one hypothesis. Dr. Bhattacharya agreed and
said the NIH hasn’t supported a sufficiently high number of hypotheses for Alzheimer’s.
Chronic Disease— Asked Dr. Bhattacharya about the vision for research on chronic
disease and Food is Medicine and whether he’s committed to understanding the causes of
chronic diseases. Dr. Bhattacharya says that NIH needs to do a better job on chronic
disease and Food is Medicine research. And that NIH needs to support scientists who
have different ideas and hypotheses.

Indirect Costs — Said that the indirect costs are grift.

Funding Scientists in IDeA States — Asked Dr. Bhattacharya for NIH to fund more
science in ‘flyover’ states. Dr. Bhattacharya agreed and committed to supporting the
IDeA program.

Sen. Maggie Hassan (D-NH)

Following the Law — Asked Dr. Bhattacharya whether he would ever break the law if
asked by the President. Dr. Bhattacharya said that, while he doesn’t believe the President
would ever ask him to do this, he would always follow the law.

Pauses on Grants — Asked Dr. Bhattacharya if he would commit to ending the across-
the-board funding freezes at NIH if he is confirmed. Dr. Bhattacharya said that he wants
to ensure that every study that is advancing our knowledge about health goes forward.
Pauses on Review Studies — Asked Dr. Bhattacharya whether he will restart all NTH
academic review committees if confirmed and get all appropriated money out the door.
Dr. Bhattacharya said that yes, if confirmed he will absolutely do that. His job is to make
sure that those fundamental scientific meetings and activities happen.

Vaccines and Autism — We see more cases of autism in this country for many reasons,
including the fact that we’re better at diagnosing it. The idea that vaccines could cause
autism has been refuted and there is no scientific evidence to show this. It is extremely
disappointing that Dr. Bhattacharya and the HHS Secretary are hesitant to say that.

Sen. Tommy Tubberville (R-AL)

Waste — Asked how Dr. Bhattacharya will put his team together to reduce waste. Dr.
Bhattacharya said because he’s an economist the team he will create will know the value
of research opportunity costs. The team will put together a portfolio of grants devoted to
chronic disease and research that makes big advances instead of small incremental



progress. He also emphasized that NIH has many talented scientists already and he will
seek their input.

Trust in Science — Asked Dr. Bhattacharya about the reliability of science and the
biolabs getting trust back and said that we need to be telling the truth. Dr. Bhattacharya
said that we should regulate or ban all risky research and wants to ban all risky research.
He wants to be fully transparent and not redact FOIA requests.

Gender Affirming Care Study — Asked Dr. Bhattacharya about a study that wasn’t
published about gender transition that received news coverage. Dr. Bhattacharya said he
wants to make sure that researchers are required to report negative results. Additionally,
he wants to make sure that research is focused on the needs of American taxpayers.

Sen. John Hickenlooper (D-CO)

Indirect Costs — Said that clearly the solution is a more transparent system that puts all
institutions on an even playing field. Asked Dr. Bhattacharya how long he thinks
something like that would take. Dr. Bhattacharya answered that he doesn’t think we need
a new system but instead just need to raise the transparency of the current system. He
further mentioned incorporating audits of how universities spend indirect costs could be
helpful in achieving this. The broader problem is that we have a deep distrust of
universities and the scientific establishment due to the pandemic, and transparency will
go a long way to solving this.

INCLUDE Act — Asked Dr. Bhattacharya whether he would be willing to work with
Congress on this bill. Dr. Bhattacharya said that he would.

Cross-Institute Work — Asked Dr. Bhattacharya whether he is committed to cross-
institute work at the NIH to help make new discoveries. Dr. Bhattacharya said that there
are tremendous opportunities for cross-institute work at the NIH so that researchers don’t
stay siloed at their institute.

Vaccine Hesitancy — Asked Dr. Bhattacharya whether the rise in vaccine hesitancy
makes vaccine related research any less of a priority. Dr. Bhattacharya said that this
hesitancy makes it more important to do vaccine research to persuade people.

Sen. Ashley Moody (R-FL)

COVID Pandemic Response and Censorship — Said that Florida was taking a very
scientific approach to the COVID response and said that there were misrepresentations
and asked Dr. Bhattacharya on his thoughts and how that will impact his role as NIH
Director. Dr. Bhattacharya said he thought Florida was a success story. There was
suppression and censorship by the Biden Administration, and science needs free speech.
Replication — Asked Dr. Bhattacharya to talk about the crisis of replicability. Dr.
Bhattacharya said that replication is the heart and soul of truth in science.

Sen. Andy Kim (D-NJ)

Decentralization of NIH — Mentioned that Dr. Bhattacharya has said in the past that he
1s in favor of restructuring the NIH to make it more decentralized. When asked whether
he still stands by this, Dr. Bhattacharya confirmed that he does and further mentioned that
a key thing for him is that there is a diversity of ideas to address uncertainties.
Furthermore, he wants to make sure that NIH processes allow for additional support for
early career investigators, scientists from nontraditional universities, and scientists with



differing views. When asked whether he would be opposed to the HHS Secretary or the
President telling him what kind of research NIH should fund, Dr. Bhattacharya said that
he would follow the grant process that is currently set up.

Chronic Diseases — Asked Dr. Bhattacharya whether he thinks that our work on chronic
diseases needs to come at the expense of infectious diseases. Dr. Bhattacharya said that
allocation of funds to the different disease areas is in control of Congress, but we should
be able to do both.

Vaccine Hesitancy — Asked Dr. Bhattacharya whether there were any vaccines that he is
currently hesitant about. Dr. Bhattacharya said that he was concerned about the COVID
vaccines for young men.

Long COVID — Asked Dr. Bhattacharya whether he has a view on long COVID and
whether it was something worth funding. Dr. Bhattacharya said that it’s a problem that
affects millions of Americans and that NIH should continue to fund research on this.
However, he mentioned that the funds that have been spent so far on long COVID have
not been able to provide adequate answers and we need to reevaluate how we spend those
funds.

Sen. Jim Banks (R-IN)

Lockdowns and Pandemic — Asked Dr. Bhattacharya what is NIH’s proper role in a
pandemic and how Dr. Collins overstepped that role. Dr. Bhattacharya said that NIH’s
role is to answer questions for policymakers and allow the policymakers to determine
what to do. The NIH acting as policymakers and pushing mandates is problematic and
created distrust.

Great Barrington Declaration — Asked Dr. Bhattacharya about the Great Barrington
Declaration and said Dr. Bhattacharya was correct and asked about the public health data
and what it shows. Dr. Bhattacharya says there is data on children’s loss of learning and
suicidality, trillions of dollars spent causing inflation, and the lack of screening. The
policies were devastating and didn’t save lives.

Pandemic Response — Asked what Dr. Bhattacharya would have done differently. Dr.
Bhattacharya said he would have allowed for scientific dissent.

Sen. Lisa Blunt Rochester (D-DE)

Research at Risk — Concerned about the reported 1,200 individuals fired at NIH, the
blanket cap of indirect costs, and the funding and communication freezes. Asked Dr.
Bhattacharya whether he thinks the administration’s executive orders are helpful or
harmful for our understanding of Alzheimer’s. Dr. Bhattacharya said that he is fully
committed to making sure that every American’s health concerns are addressed.

Sen. Josh Hawley (R-MO)

Human Fetal Tissue — Asked if Dr. Bhattacharya will prohibit the use of aborted fetal
tissue. Dr. Bhattacharya said he would follow the lead of Secretary Kennedy and
President Trump. He highlighted that we need to have products that people are willing to
take for public health reasons.

Conflicts of Interest — Asked if Dr. Bhattacharya agrees with Secretary Kennedy’s
position on conflicts of interests. Dr. Bhattacharya said he is committed to support trust in



science and that addressing conflicts of interest is crucial for this. Also highlighted that
NIH should do research in support of the public good, including on off-label patents.
Origins of COVID — Asked Dr. Bhattacharya about a paper on the origins of COVID
and argued that it resulted in propaganda that undermines trust in science. Dr.
Bhattacharya said this was a low point in science and top scientists at NIH abused their
position to suppress science. He committed to be transparent in the future.

Sen. Angela Alsobrooks (D-MD)

Retaliation Against Researchers — Asked whether Dr. Bhattacharya believes that it is
appropriate under any circumstances to retaliate against scientists based on the research
that they’ve done. Dr. Bhattacharya said that it’s not and that he knows how it feels as
he’s been subject to this by NIH himself and will make sure that he never does this. He 1s
committed to making sure that NIH allows a culture of dissent and respectful
conversation.

Race and Gender — Dr. Bhattacharya said that the health needs of minority populations
in this country are a vital priority for him.

Sen. Jon Husted (R-OH)

Health Care Inflation — Asked how Dr. Bhattacharya’s role at NIH could address
healthcare inflation. Dr. Bhattacharya highlighted the chronic disease epidemic, like
obesity, is an indictment of NIH because problems continue to get worse, so we need a
broader set of individuals bringing ideas and get support.

Indirect Costs — Highlighted that many institutions are willing to work with NIH to
control costs and asked Dr. Bhattacharya for his thoughts on how we can advance
conversations. Dr. Bhattacharya said universities are partners of NIH and that distrust
exists, and transparency is needed to restore trust.

Sen. Ed Markey (D-MA)

Research at Risk — We’re facing an enormous brain drain due to the recent cuts to NIH
employees and grant funding. The administration’s actions have disrupted important and
lifesaving research. Asked whether Dr. Bhattacharya would commit to objecting to any
decision made by the administration that would slow or stop lifesaving research. Dr.
Bhattacharya said that if he is confirmed he would be committed to ensuring that NITH
scientists will continue to have access to all the research they need and that he doesn’t
believe ideology determines whether someone gets research funding or not.



From: Roe, Joana (NIH/NIAID) [E]

Sent: Fri, 21 Feb 2025 19:46:31 +0000
To: Sina, Barbara (NIH/FIC) [E]; Roe, Joana (NIH/NIAID) [E]
Subject: Re: FIC Bioethics Training Applications- more information

Thanks, Barb. | am so sorry to hear this.

Joana

Disclaimer:

The information in this e-mail and any of its attachments is confidential and may contain
sensitive information. It should not be used by anyone who is not the original intended
recipient.

If you have received this e-mail in error, please inform the sender and delete it from
your mailbox or any other storage devices.

National Institute of Allergy and Infectious Diseases (NIAID) shall not accept liability for
any statements made that are sender’s own and not expressly made on behalf of the
NIAID by one of its representatives.

My font is large to prioritize accessibility. Sans serif fonts at 12pt or larger are
recommended as the most legible.

From: Sina, Barbara (NIH/FIC) [E] <sinab@mail.nih.gov>

Date: Friday, February 21, 2025 at 2:31 PM

To: Roe, Joana (NIH/NIAID) [E] <jroe@niaid.nih.gov>

Subject: RE: FIC Bioethics Training Applications- more information

FY| The FIC Advisory Board on February 10-11 was cancelled & it is unclear when it will be
rescheduled.....

From: Sina, Barbara (NIH/FIC) [E]

Sent: Tuesday, December 17, 2024 12:04 PM

To: Roe, Joana (NIH/NIAID) [E] <JRoe@niaid.nih.gov>

Subject: FIC Bioethics Training Applications- more information

Thanks again for your continuing support for the FIC bioethics training program. I'm sending
this analysis a bit early this year to give you extra time for consideration of co-funding because
of the uncertainties expected around funding decisions. Just a reminder that both of the R25
masters programs are intended to provide foundational bioethics training across the spectrum of
global health bioethics topics. However, below are the results of a search of the top scoring



bioethics training applications for terms (HIV, AIDS) that give you a better idea of the relevance
of some of their proposed training related to NIAID priorities. The scores for the recent
applications are attached and summary statements are available. The results of the review will
be presented to the FIC Advisory Board meeting February 10-11, 2025 (let me know if you
would like to attend) and final funding decisions will be made by the FIC Director within a few
weeks afterward. If needed, links to the R25 program announcements and list of the currently
funded awards can be found on the program

webpage https://www.fic.nih.gov/Programs/Pages/bioethics.aspx .

Special Request: There are two R25 applications with scores of 24 and 26 and four
applications with the same score of 30. It is unclear whether all six applications can be funded
in addition to the D43 application that scored 38. | would very much like your advice on how
these applications should be prioritized for funding in case we do not receive sufficient funds to
support all of them. Happy to discuss your thoughts on this.

2R25TW001604-23 Addissie

P38 Addissie Biosketch...... My earlier research was in the area of HIV/AIDS where | examined
epidemiological evidence of association between HIV infection and Malaria.

P112 Andrea Ruff, MD (Co-Investigator)..... She is Associate Professor of International Health
and recent Director of the Global Disease Epidemiology & Control program,

JHU Bloomberg School of Public Health. She directed the NIH-Fogarty funded Optimizing HIV
Prevention in Ethiopia through Implementation Science program; was PI/Co-PI of the NIH-
Fogarty AITRP program until 2014; and has worked in Ethiopia since 2000 on HIV-AIDS
research and training.

P124 3. Environment and Collaboration...... Beyond our bioethics initiatives, other collaborative
efforts between JHU and AAU have had focus on: 1) developing HIV/AIDS prevention and
treatment strategies;

P152 Rationale..... This has included a study examining the ethical challenges of implementing
perinatal cervical cancer screening for HIV positive women in Ethiopia, evaluations of the
capacity and needs of the AAU College of Health Sciences IRB (AAU-CHS-IRB), and a study on
the ethical dimensions of vaccine hesitancy among healthcare workers in Ethiopia. In addition
to collaborating from 2019-2024 on the Fogarty JHU-AAU Research Ethics Training Program
(RETP), the three also together led an NIH G11 grant to strengthen the quality and
administrative efficiency of the AAU-CHS-IRB in order to support

HIV/AIDS research in Ethiopia.

R25 TW012997-01 Silverman

P83 Communicable Diseases in Morocco- HIV/AIDS:

Health Challenge Risk Factors: Unprotected sex, Multiple sexual partners, Lack awareness
Control Measures: Promote safe sex practices, increase awareness, Improve healthcare
access

P83 Below are some of the prominent research efforts currently underway in Morocco:
¢ Infectious Disease Research: Morocco contributes to global and regional efforts to
control infectious diseases, including HIV/AIDS, tuberculosis, and COVID-19



R25TW012712-01A1 Moseley

P13 UNC Project and Related Facilities

UNC has been conducting HIV/STD research in Malawi since 1990; the program, called UNC
Project, has grown into a partnership with the Ministry of Health (MOH) and Kamuzu Central
Hospital (KCH) that provides HIV and STD clinical care, training, and research opportunities.....
The facilities at UNC Project support NIH sponsored research including the following networks:
ACTG, HPTN, IMPAACT, MTN, and CHAVI. Additionally, UNC Project hosts two NIH R01
projects and participates in the International Partnership of Microbicides Network and the
Malaria Vaccine Initiative.

P14 Kamuzu Central Hospital Sexually Transmitted Infections Clinic

...... We recently completed a trial evaluating the addition of acyclovir to the empirical
management of genital ulcers. The clinic was actively involved in enrolling participants for the
NIH Center for HIV/AIDS Vaccine Immunology and currently is a site for the UNC MP3 study,
including an ongoing protocol to diagnose acute HIV infection using RNA pooling.

P14 HIV/AIDS Laboratory Capacity Consortium (LCC)

...... The overall goal is to empower and support the MOH in its efforts to implement a
comprehensive plan to strengthen t