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I, Jade Pagkas-Bather, declare:

I. I have personal knowledge of the facts set forth in this declaration, and if called to testify
as a witness thereto, could do so competently under oath.

2. My name is Jade Pagkas-Bather. I am an Assistant Professor in the Infectious Disease
and Global Health section of the Department of Medicine at the University of Chicago. I also serve as

the Director of the Mother and Child Alliance at the University of Chicago.

3. I am offering this declaration in my individual capacity and not on behalf of my
employer.
4. I am an infectious disease specialist and HIV preventionist. Specifically, my work

examines novel HIV prevention methods among sexual and gender minorities, people who are low
income, as well as structural interventions for HIV treatment and prevention.

5. I earned my B.A. from Yale University in Anthropology and M.D. from the University of]
Ilinois College of Medicine. Additionally, I completed my residency in internal medicine at MacNeal
Hospital and a fellowship in infectious disease at the University of Washington and earned my M.P.H.
in epidemiology from the University of Washington School of Public Health.

6. I have published widely in my field, including in: Lancet HIV, Nature Mental Health,
Journal of Acquired Immune Deficiency Syndromes, International Journal of STD & AIDS, and Current
HIV/AIDS Reports.

7. Throughout my career I have earned multiple awards including: a Third Coast Center for
AIDS Research (TC-CFAR) pilot award, a Bucksbaum pilot award, and a Gilead HIV Research
Scholars award. I have also been inaugurated as the first recipient of the EmpowerMED award at The
University of Chicago, and been a faculty fellow at the Neubauer Collegium for Culture & Society.

8. My institutions have received multiple NIH grants for which I am the principal or
multiple principal investigator including:

e Basic Income Guarantee Chicago: A Trial of Basic Income Guarantee for Young
People Living with HIV (ROIMH140688).

e Chicago One Step PrEP: Examining the Acceptability, Feasibility, and
Appropriateness of Pharmacy-led PrEP (P30AI117943).
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e Examining the association between sleep quality and PrEP adherence among Black
MSM (1L60MDO015518-01).

e Determine acceptability of Black and Latinx MSM towards a PrEP peer navigator in
western Washington (5T32A1007044-42).

9. I work at the nexus of social and structural determinants of health for people with HIV or
those vulnerable to HIV who have been multiply marginalized (racially, sexually, socially). My clinical
work and research indicate that people who are racially/and or sexually minoritized are more vulnerable
to infectious diseases such as HIV and other STIs, as well as poor overall health, given their poor social
determinants of health. People who are multiply minoritized are more likely to experience poverty and
have less access to healthy food, transportation, a safe built environment, and other health-promoting
resources.

10.  NIH grant applications are incredibly demanding. Preparing one can take months or even
years. Proposals are lengthy and must make a compelling case that the health issue being studied is
urgent and scientifically significant. Applicants must prove that their proposed methods are the best
possible approach to solve the problem. They must also demonstrate that their team is uniquely
qualified. Every application undergoes rigorous peer review by experts, and funding rates are low—
especially for RO1 grants, where many researchers apply multiple times before ever being funded.
Securing a grant is not just about money—it indicates a project’s scientific importance, methodological
rigor, and real-world potential to improve public health.

11.  In 2024, I submitted a NIH grant application to the National Institute of Mental Health as
a multiple principal investigator for an RO1 grant seeking to examine the impact of basic income
guarantee (BIG) on young people with HIV. The hypothesis was that by providing a basic income, we
could potentially improve people with HIV’s social determinants of health. Young people with HIV
experience many social determinants of health such as poverty, racism, and homophobia, that may be
obstacles to clinical care engagement and viral suppression. Concomitantly, I spearheaded a pilot
program doing this type of work on a smaller scale. We submitted our proposal in September 2024 and

scored at the 15th percentile, which was near the cutoff for funding.
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12.  In the summer of 2025, at the instruction of my NIH program officer, I removed
terminology relating to race and gender from the specific aims page, narrative, abstract, and approach
section of the grant. This language included a clause about how Black and Latinx people with HIV
experience higher rates of poverty. Also, at the instruction of my program officer, I removed language
from the Approach section of the grant focusing on sexual and gender minorities, noting that individuals
of all gender identities would be included in the study. And throughout the grant, I removed references
to the project as a dignity-affirming intervention.

13. On August 6, 2025, we secured the grant, ROIMH 140688, which has a project term of
August 6, 2025 through May 31, 2030.

14.  Attached hereto as Exhibit 1 is a true and correct copy of this RO1 grant’s Notice of
Award (i.e., NOA).

15.  InJune 2026, my program officer reached out to me again with additional concerns about
the language used in the grant documents. Specifically, my program officer informed me that the public-
facing language about my grant should not contain references to basic income guarantee. Apart from
that, [ was instructed to remove all mentions of policy or suggestions that the research could have any
impact on policy decisions in the future.

16. Despite NIH officials’ newly raised objections to research grants influencing policy,
many RO1s that the agency still funds do, indeed, impact policies at all levels of governance, from
hospital policies to national and international guidelines. Given that NIH still funds research grants that
could have an impact on future policy decisions, I understood the objection to my research having a
potential policy impact as an objection to the viewpoint expressed in my work—that participants in my
research grant—low income people with HIV—might experience health benefits from basic income
guarantee, or that such an intervention is worthwhile for this population.

17.  In August, my program officer met with me again and informed me that I would need to
find alternative funding for the basic income portion of my grant. I proposed retooling the aims to
support participants’ food or transportation or otherwise rebudgeting such that my institution would
cover the cost of the basic income portion. The program officer took this suggestion back to her

superior, who eventually allowed me to submit revisions to the grant.
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18. On September 2, 2026, I submitted a revised version of the Specific Aims, Narrative,
Abstract, Budget, and Budget Justification to align with the new intervention supporting food and
transportation support instead of basic income guarantee. On September 17, 2026, NIH issued a Notice
of Award for the revised grant.

19.  Because of all the back-and-forth with NIH about the nature of the grant, I am fearful the
grant may still be terminated for perceived misalignment with agency priorities. Because NIH required
us to make these changes to the language of the grant, I am concerned NIH may decide to terminate this
grant if I speak or write about my work or present my findings in ways that differ from the language
NIH required us to adopt.

20.  If this grant is terminated, that would be devastating. First and foremost, this will harm
participants and violate their trust in the research team. There are research participants who will not
receive the funds they were told they would receive during the period they expected to receive them.
Participants in my pilot used their basic income guarantee to support basic needs as well as members of
their families and social networks. These basic needs will go unmet. It will also mean my team, which
consists of a co-PI, research coordinator, research assistants, data analysts, and a medical student, will
not be paid. Additionally, any information generated from the trial will be lost given that we will not be
able to carry out the aims of the project as written, and will not have robust data on the impact of basic
income on the care engagement and viral load of low income people with HIV. Lastly, an RO1 is a
career-defining award that allows for the generation of a clear path for research that builds on itself.
Research generated from an RO1 often leads to manuscripts, abstracts, and promotions, in addition to
more RO1s and other types of grants. This RO1 covers 22.5% of my full-time equivalent. A termination
will be a setback for my career and my finances.

21.  Irecently applied for a RO1 NIH grant focused on HPV prevention that seeks to educate
people on how to self-screen for anal cancer and other HPV prevention methodologies through use of a
warmline or hotline that links participants to resources and care. This submission scored at the 12"
percentile, close to the payline, and was ultimately not funded. Our NIH program officer later instructed
us to change the language of our resubmission application to remove references to sexual and gender

minorities (even though prior reviewers wanted us to focus on transgender women, and the federally
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approved HPV screening guidelines reference transgender women, who have an elevated incidence of
HPV). My MPI and I decided also to remove the word “vaccine” because we knew that this word was
on a list of banned words at the NIH, even though HPV is best prevented through vaccination. This was
remarked upon by a reviewer in one of the rounds of peer review organized by NIH—the reviewer
clearly did not know that “vaccine” was on the banned words list, despite public reporting and
circulation of the list. The resubmission remains pending.

22.  If NIH were no longer screening grants for priorities alignment, I would continue my
work on the basic income guarantee grant as originally submitted when it was awarded, without the
revisions I proposed in response to objections from NIH. Likewise, I would resubmit my grant
application on HPV screening and keep in references to vaccines and sexual and gender minorities.

23. I understand that, as a class representative, I represent the interests of everyone in the
class, and not just myself. I am prepared to stay informed about what is happening with my case and
stay in touch with my attorneys to give them information they need. I am committed to being a class
representative because I do not want other researchers to be subjected to the same unlawful policies and
actions that [ have experienced. I have never served as a class representative in any prior action.

I declare under penalty of perjury that the foregoing is true and correct, and that this declaration

was executed at Chicago, Illinois this 18" day of September 2026.

-

Jade Pagkas-Bather
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g National Institutes of Health FAIN# ROTMH140688
§ NATIONAL INSTITUTE OF MENTAL HEALTH Federal Award Date
% 08/06/2025
g
[}
Recipient Information Federal Award Information
1. Recipient Name
UNIVERSITY OF CHICAGO
5801 S ELLIS AVE 11. Award Number
CHICAGO, IL 60637 1RO1MH140688-01
2. Congressional District of Recipient 12. Unique Federal Award Identification Number (FAIN)
01 ROTMH140688
3. Payment System Identifier (ID) 13. Statutory Authority
1362177139A1 42 USC 241 42 CFR 52
4. Employer Identification Number (EIN) 14. Federal Award Project Title
362177139 Basic Income Guarantee Chicago: A Trial of Basic Income
5. Data Universal Numbering System (DUNS) 15. Assistance Listing Number
005421136 93.242
6. Recipient’s Unique Entity Identifier 16. Assistance Listing Program Title
ZUE9HKT2CLC9 Mental Health Research Grants
7. Project Director or Principal Investigator 17. Award Action Type
Jade Pagkas-Bather, MD (Contact) New Competing
jpagkasbather@bsd.uchicago.edu 18. Is the Award R&D?
773-834-3207 Yes
8. Authorized Official Summary Federal Award Financial Information
Ryan O'Connell 19. Budget Period Start Date 08/06/2025 — End Date 05/31/2026
oconnellr@uchicago.edu 20. Total Amount of Federal Funds Obligated by this Action $819,998
20 a. Direct Cost Amount $499,999
20 b. Indirect Cost Amount $319,999
21. Authorized Carryover
Federal Agency Information 22. Offset
9. Awarding Agency Contact Information 23. Total Amount of Federal Funds Obligated this budget period $819,998
Maggie Campbell Paolini 24. Total Approved Cost Sharing or Matching, where applicable $0
Grants Management Specialist 25. Total Federal and Non-Federal Approved this Budget Period $819,998
NATIONAL INSTITUTE OF MENTAL
HEALTH 26. Project Period Start Date 08/06/2025 - End Date 05/31/2030
maggie.paolini@nih.gov 27. Total Amount of the Federal Award including Approved Cost $819,998
301-443-2746 Sharing or Matching this Project Period

10. Program Official Contact Information
Anais Fern Stenson

NATIONAL INSTITUTE OF MENTAL
HEALTH

anais.stenson@nih.gov

(240) 926-7572

28. Authorized Treatment of Program Income
Additional Costs

29. Grants Management Officer - Signature
Maggie Campbell Paolini

30. Remarks

Acceptance of this award, including the "Terms and Conditions," is acknowledged by the recipient when funds are drawn down or
otherwise requested from the grant payment system.
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WEAL
ALy,

Notice of Award
RESEARCH
Department of Health and Human Services
National Institutes of Health

NATIONAL INSTITUTE OF MENTAL HEALTH

SECTION | - AWARD DATA - TROTMH140688-01

Principal Investigator(s):
Darnell N Motley, PHD
Jade Pagkas-Bather (contact), MD

Award e-mailed to: io-ura@uchicago.edu
Dear Authorized Official:

The National Institutes of Health hereby awards a grant in the amount of $819,998 (see “Award Calculation”
in Section | and "Terms and Conditions” in Section lll) to UNIVERSITY OF CHICAGO in support of the above
referenced project. This award is pursuant to the authority of 42 USC 241 42 CFR 52 and is subject to the
requirements of this statute and regulation and of other referenced, incorporated or attached terms and
conditions.

Acceptance of this award, including the "Terms and Conditions," is acknowledged by the recipient when
funds are drawn down or otherwise requested from the grant payment system.

Each publication, press release, or other document about research supported by an NIH award must include
an acknowledgment of NIH award support and a disclaimer such as "Research reported in this publication
was supported by the National Institute Of Mental Health of the National Institutes of Health under Award
Number ROTMH140688. The content is solely the responsibility of the authors and does not necessarily
represent the official views of the National Institutes of Health."” Prior to issuing a press release concerning
the outcome of this research, please notify the NIH awarding IC in advance to allow for coordination.

Award recipients must promote objectivity in research by establishing standards that provide a reasonable
expectation that the design, conduct and reporting of research funded under NIH awards will be free from
bias resulting from an Investigator's Financial Conflict of Interest (FCOI), in accordance with the 2011
revised regulation at 42 CFR Part 50 Subpart F. The Institution shall submit all FCOI reports to the NIH
through the eRA Commons FCOI Module. The regulation does not apply to Phase | Small Business
Innovative Research (SBIR) and Small Business Technology Transfer (STTR) awards. Consult the NIH

website http://grants.nih.gov/grants/policy/coi/ for a link to the regulation and additional important

information.
If you have any questions about this award, please direct questions to the Federal Agency contacts.

Sincerely yours,

Maggie Campbell Paolini
Grants Management Officer
NATIONAL INSTITUTE OF MENTAL HEALTH

Additional information follows

Cumulative Award Calculations for this Budget Period (U.S. Dollars)

Page 2 of 8
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Salaries and Wages $161,445
Fringe Benefits $33,743
Personnel Costs (Subtotal) $195,188
Other $304,811
Federal Direct Costs $499,999
Federal FRA Costs $319,999
Approved Budget $819,998
Total Amount of Federal Funds Authorized (Federal Share) $819,998
TOTAL FEDERAL AWARD AMOUNT $819,998
AMOUNT OF THIS ACTION (FEDERAL SHARE) $819,998

SUMMARY TOTALS FOR ALL YEARS (for this Document Number)
YR THIS AWARD CUMULATIVE TOTALS
1 $819,998 $819,998
2 $738,000 $738,000
3 $778,998 $778,998
4 $819,998 $819,998
5 $819,998 $819,998

Recommended future year total cost support, subject to the availability of funds and satisfactory progress

of the project

Eiscal Information:

Payment System Identifier: 1362177139A1

Document Number: RMH140688A

PMS Account Type: P (Subaccount)

Fiscal Year: 2025

IC CAN 2025 2026 2027 2028 2029

MH 8472592 $819,998 $738,000 $778,998 $819,998 $819,998

Recommended future year total cost support, subject to the availability of funds and satisfactory progress

of the project

NIH Administrative Data:
PCC: 9A-ASPC / OC: 41021 / Released: 08/05/2025
Award Processed: 08/06/2025 12:53:04 PM

SECTION Il - PAYMENT/HOTLINE INFORMATION - 1RO0TMH140688-01

For payment and HHS Office of Inspector General Hotline information, see the NIH Home Page at

http://grants.nih.gov/grants/policy/awardconditions.htm

SECTION Ill - STANDARD TERMS AND CONDITIONS - TROTMH140688-01

This award is based on the application submitted to, and as approved by, NIH on the above-titled project and
is subject to the terms and conditions incorporated either directly or by reference in the following:

a. The grant program legislation and program regulation cited in this Notice of Award.
b. Conditions on activities and expenditure of funds in other statutory requirements, such as

those included in appropriations acts.
c. 45CFR Part75.

d. National Policy Requirements and all other requirements described in the NIH Grants Policy
Statement, including addenda in effect as of the beginning date of the budget period.
e. Federal Award Performance Goals: As required by the periodic report in the RPPR or in the final

progress report when applicable.

f.  This award notice, INCLUDING THE TERMS AND CONDITIONS CITED BELOW.

(See NIH Home Page at http://grants.nih.gov/grants/policy/awardconditions.htm for certain

references cited above.)

Research and Development (R&D): All awards issued by the National Institutes of Health (NIH) meet the

Page 30f 8




Case 3:26-cv-10510-SK  Document 40-1  Filed 09/24/26 Page 5 of 9

definition of “Research and Development” at 45 CFR Part§ 75.2. As such, auditees should identify NIH
awards as part of the R&D cluster on the Schedule of Expenditures of Federal Awards (SEFA). The auditor
should test NIH awards for compliance as instructed in Part V, Clusters of Programs. NIH recognizes that
some awards may have another classification for purposes of indirect costs. The auditor is not required to
report the disconnect (i.e,, the award is classified as R&D for Federal Audit Requirement purposes but non-
research for indirect cost rate purposes), unless the auditee is charging indirect costs at a rate other than
the rate(s) specified in the award document(s).

This institution is a signatory to the Federal Demonstration Partnership (FDP) Phase VIl Agreement which
requires active institutional participation in new or ongoing FDP demonstrations and pilots.

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

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

This award is subject to the requirements of 2 CFR Part 25 for institutions to obtain a unique entity identifier
(UEI) and maintain an active registration in the System for Award Management (SAM). Should a
consortium/subaward be issued under this award, a UEI requirement must be included. See
http://grants.nih.gov/grants/policy/awardconditions.htm for the full NIH award term implementing this
requirement and other additional information.

This award has been assigned the Federal Award Identification Number (FAIN) ROTMH140688. Recipients
must document the assigned FAIN on each consortium/subaward issued under this award.

Based on the project period start date of this project, this award is likely subject to the Transparency Act
subaward and executive compensation reporting requirement of 2 CFR Part 170. There are conditions that
may exclude this award; see http://grants.nih.gov/grants/policy/awardconditions.htm for additional award
applicability information.

In accordance with P.L. 110-161, compliance with the NIH Public Access Policy is now mandatoery. For more
information, see NOT-OD-08-033 and the Public Access website: http://publicaccess.nih.gov/.

This award provides support for one or more clinical trials. By law (Title VI, Section 801 of Public Law 110-
85), the "responsible party” must register "applicable clinical trials” on the ClinicalTrials.gov Protocol
Registration System Information Website. NIH encourages reglstra1lon of all trials whether required under
the law or not. For more information, see

This award provides support for one or more NIH defined Phase Ill Clinical Trials. The NIH Policy for
research supported as an NIH Phase llI Clinical Trial has been amended in Section II.B. of the NIH Guidelines
on the Inclusion of Women and Minorities as Subjects in Clinical Research — Amended October 2001 (see
http://grants.nih.gov/grants/funding/women_min/guidelines_amended_10_2001.htm).

A description of plans to conduct analyses, as appropriate, by sex/gender and racial/ethnic groups must be
included in clinical trial protocols. Cumulative subject accrual and progress in conducting subset analyses
must be reported to NIH in the annual Progress Reports. Final analyses of sex/gender and racial/ethnic
differences must be reported in the required Final Progress Report or Competitive Renewal Applications (or
Contract Renewals/Extensions) as stated in Section II.B. of the Guidelines.

Recipients must administer the project in compliance with federal civil rights laws that prohibit
discrimination on the basis of race, color, national origin, disability, age, and comply with applicable
conscience protections. The recipient will comply with applicable laws that prohibit discrimination on the
basis of sex, which includes discrimination on the basis of gender identity, sexual orientation, and
pregnancy. Compliance with these laws requires taking reasonable steps to provide meaningful access to
persons with limited English proficiency and providing programs that are accessible to and usable by
persons with disabilities. The HHS Office for Civil Rights provides guidance on complying with civil rights
laws enforced by HHS. See https://www.hhs.gov/civil-rights/for-providers/provider-obligations/index.html

and https://www.hhs.gov/.

Recipients of FFA must ensure that their programs are accessible to persons with limited English
proficiency. For guidance on meeting the legal obligation to take reasonable steps to ensure
meaningful access to programs or activities by limited English proficient individuals,

see https://www.hhs.gov/civil-rights/for-individuals/special-topics/limited-english-proficiency/fact-

sheet-guidance/index.html and https://www.lep.gov.

For information on an institution's specific legal obligations for serving qualified individuals with
Page 4 of 8
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disabilities, including providing program access, reasonable modifications, and to provide effective
communication, see http://www.hhs.gov/ocr/civilrights/understanding/disability/index.html.

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

For guidance on administering programs in compliance with applicable federal religious
nondiscrimination laws and applicable federal conscience protection and associated anti-

discrimination laws, see https://www.hhs.gov/conscience/conscience-protections/index.html and

https://www.hhs.gov/conscience/religious-freedom/index.html.

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

Treatment of Program Income:
Additional Costs

SECTION IV - MH SPECIFIC AWARD CONDITIONS - TRO0TMH140688-01

Clinical Trial Indicator: Yes
This award supports one or more NIH-defined Clinical Trials. See the NIH Grants Policy Statement Section 1.2
for NIH definition of Clinical Trial.

AWARD NOTICE:

This award has been made in response to the application submitted under the Notice of
Funding Opportunity Announcement PA-20-183 which can be referenced

at: https://grants.nih.gov/grants/guide/pa-files/PA-20-183.htm|

ADMINISTRATIVE REDUCTION:

In order to meet Institute program objectives within Fiscal Year 2025 budget constraints,
years 2 and 3 have been reduced by 10% and 5%,

respectively. https://www.nimh.nih.gov/funding/funding-strategy-for-research-grants.

NOTICE:

NIH funds may not be used to support activities that are outside the approved scope of
the award, including Diversity, Equity and Inclusion (DEI) research or related research
training activities or programs. Any funds used to support activities outside the
approved scope of award 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 Diversity, Equity and Inclusion (DEI), or has

questions regarding other activities that could be considered outside the approved
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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.

BUDGET/PROJECT PERIOD ADJUSTMENT:

This grant has been selected under the NIMH plan to redistribute grant workloads more
evenly throughout the year. Consequently, the initial budget period reflects a 5/31/2025
end date. Subsequent budget periods will begin on June 1 and will be for a 12-month
duration. Although this grant will have a slightly shorter budget period this year, it is
awarded the full 12-month level of funds for the budget period. If needed, additional time
may be requested at the end of the project period for a first no-cost extension through
eRA Commons.

DATA SHARING PLAN:

This award is subject to the data sharing guidance outlined in NOT-MH-23-100 and can
be found at: https://grants.nih.gov/grants/guide/notice-files/NOT-MH-23-100.html. The
recipient will adhere to the resource and data sharing plan submitted by eJIT in eRA on
6/04/2025. Dissemination of study data will be in accordance with the accepted data
sharing plan. Please note that a statement of progress on the Sharing Plan must be
included in the Research Performance Progress Report (RPPR) under section C.5
a€ceOther Products and Resource Sharing.a€l Failure to adhere to the sharing plan as
mutually agreed upon by the Recipient and the NIH/IC may result in Enforcement
Actions as described in the NIH Grants Policy Statement.

Complete NIMH data sharing terms and conditions can be found

at https://nda.nih.gov/nda/sharing-regimen. Instructions are available

at http://grants.nih.gov/grants/rppr/index.htm. Complete guidelines on data sharing are
available at https://sharing.nih.gov/data-management-and-sharing-policy/about-data-
management-and-sharing-policies/research-covered-under-the-data-management-
sharing-policy#after.

HUMAN SUBJECTS RESEARCH:

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

PARTICIPANT RECRUITMENT - MILESTONES:

Future NIMH support for this study is contingent upon adequate participant recruitment
based on projected milestones as approved in the Recruitment Milestone Reporting
system (RMR) on 7/22/2025. It is expected that 61 of the 304 total projected
participants will be recruited by 4/01/2026. This tri-yearly recruitment report should be
submitted electronically to NIMH after each milestone period of April 1, August 1 and
December 1 at: http://wwwapps.nimh.nih.gov/rmr/displayHome.action. In the event that
actual recruitment falls significantly below projected milestones, NIMH may consider
withholding future support and/or negotiating an orderly phase-out of this study.
Information regarding the NIMH Policy for the Recruitment of Participants in Clinical
Research is available at: https://grants.nih.gov/grants/guide/notice-files/NOT-MH-19-
027.html.

GCP TRAINING:
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NIH expects that all NIH-funded investigators and staff who are involved in the conduct,
oversight, or management of clinical trials should be trained in Good Clinical Practice
(GCP), consistent with principles of the International Conference on Harmonization (ICH)
as stated in NOT-OD-16-148.

CLINICAL TRIAL DISSEMINATION PLAN:

The clinical trial(s) supported by this award is subject to the plan within the competing
application dated 9/06/2024 submitted to NIH and the NIH policy on Dissemination of
NIH-Funded Clinical Trial Information. I1ta€™s required that the clinical trial(s) funded by
this award will be registered in ClinicalTrials.gov not later than 21 calendar days after
enrollment of the first participant and primary summary results reported in
ClinicalTrials.gov, not later than one year after the completion date. The reporting of
summary results is required by this term of award even if the primary completion date
occurs after the period of performance.

CLINICAL TRIAL REQUIREMENTS:

This award is subject to additional certification requirements with each submission of
the Annual, Interim, and Final Research Performance Progress Report (RPPR). The
recipient must agree to the following annual certification when submitting each RPPR.
By submitting the RPPR, the AOR signifies compliance, as follows:

In submitting this RPPR, the SO (or PD/PI with delegated authority), certifies to the best
of his/her knowledge that, for all clinical trials funded under this NIH award, the recipient
and all investigators conducting NIH-funded clinical trials are in compliance with the
recipienta€™s plan addressing compliance with the NIH Policy on Dissemination of NIH-
Funded Clinical Trial Information. Any clinical trial funded in whole or in part under this
award has been registered in ClinicalTrials.gov or will be registered not later than 21
calendar days after enroliment of the first participant. Summary results have been
submitted to ClinicalTrials.gov or will be submitted not later than one year after the
completion date, even if the completion date occurs after the period of performance.

DATA AND SAFETY MONITORING:

This grant is subject to the clinical research policies outlined in NOT-MH-19-027. The
recipient will adhere to the NIH (NIH GPS 4.1.15) and NIMH policies (NOT-MH-19-027)
including appropriately providing adequate data and safety monitoring and timely
reporting of key events as defined in the NIMH Reportable Events Policy. The level and
frequency of human subject data and safety monitoring should always be
commensurate with the risk and nature of the research.

This grant requires a Data and Safety Monitoring Board (DSMB). The recipient and
Principal Investigator(s) should review the NIMH Policy Governing Independent Safety
Monitors and Independent Data and Safety Monitoring Boards (cited in NOT-MH-19-027)
for details regarding roles, independence, responsibilities, and review reports. Each
RPPR submitted must include, in Section G.1 SPECIAL NOTICE OF AWARD TERMS AND
FUNDING OPPORTUNITIES ANNOUNCEMENT REPORTING REQUIREMENTS, copies of
all DSMB review determinations for all meetings/reviews conducted during the reporting
period since the last annual award. The RPPR is expected to also include the following
information: (1) the dates that the DSMB convened and name(s) of the DSMB members;
(2) a summary of key safety indices (e.g., cumulative rates of AEs/SAEs) during the
reporting period and cumulatively over the course of the project; and (3) a summary of
any recommendations from the DSMB and any actions taken based on the
recommendations.

OTHER SUPPORT TIME COMMITMENT:
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Commitment overlap is not permitted and occurs when an individuala€™s time
commitment exceeds 100 percent (l.e., 12 person months), whether or not salary is
requested. Therefore, no individuala€™s time commitment may exceed 100 percent.
Reductions in NIH support due to commitment overlap must be made in accordance
with NIH policy as outlined in the NIH Grants Policy Statement.

Data Management and Sharing Palicy: Applicable

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

Budget Year 1 Year 2 Year 3 Year 4 Year 5
DMS Costs $6,000 $5,400 $5,700 $6,000 $6,000
SPREADSHEET SUMMARY

AWARD NUMBER: 1R01MH140688-01

INSTITUTION: UNIVERSITY OF CHICAGO

Budget Year 1 Year 2 Year 3 Year 4 Year 5
Salaries and Wages $161,445 $145,301 $153,373 $161,445 $161,445
Fringe Benefits $33,743 $30,369 $32,056 $33,743 $33,743
Personnel Costs (Subtotal) $195,188 $175,670 $185,429 $195,188 $195,188
Other $304,811 $274,330 $289,570 $304,811 $304,811
TOTAL FEDERAL DC $499,999 $450,000 $474,999 $499,999 $499,999
TOTAL FEDERAL F&A $319,999 $288,000 $303,999 $319,999 $319,999
TOTAL COST $819,998 $738,000 $778,998 $819,998 $819,998
Facilities and Administrative | Year 1 Year 2 Year 3 Year 4 Year 5
Costs

F&A Cost Rate 1 64% 64% 64% 64% 64%

F&A Cost Base 1 $499,999 $450,000 $474,999 $499,999 $499,999
F&A Costs 1 $319,999 $288,000 $303,999 $319,999 $319,999
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