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8/4/22, 11:39 AM PA-20-183: Research Project Grant (Parent R01 Clinical Trial Required)

Department of Health and Human Services =

Part 1. Overview Information

‘Parﬂi:ipillng b}g‘ahlnlllon(s)r
National Institutes of Health (NIH (hip:/Zvwvew nih.gov))

é&mponentn of Finrtlclpatlng Organizations

NATIONAL INSTITUTES OF HEALTH (NIH ()
National Eye Institute (NE! (https:/Awww nei nih govi))

National Heart, Lung, and Blood Institute (NHLBI (nttos /www naibi.nin.gov/))

National Human Genome R h Institute (NHGRI (https:/www.genome gov/))

National Institute on Aging (NIA {hiips: “www nia nih.gov/))
National Institute on Alcohol Abuse and Alcoholism (NIAAA (nitps /www. niaaanin.gov'))
National Institute of Allergy and Infectious Diseases (NIAID (nttps:/fwww niaid nin.govs))

Eunice Kennedy Shriver National Institute of Child Health and Human Development (NICHD
(hitps www. nichd.nib. gov:))

National Institute of Arthritis and Musculoskeletal and Skin Diseases (NIAMS (httos //www niams nin gov 1)

National institute of Biomedical Imaging and Bioengineering (NIBIB (http //www . nibib.rih.gov/))

National institute of Diabetes and Digestive and Kidney Diseases (N!DDK (hiinps /iwww. nidd« nib.gov/))

National institute on Drug Abuse (NIDA (hiips /www druganuse.govi))

National Institute of Environmental Health Sciences (NIEHS (hitps:/werw.niehs nin.gov/)

National Institute of General Medical Sciences (NIGMS (htins:/wwiw.nigims.nin.gov/))

National Institute of Mental Health (NIMH (hittos:/awvaw numh.nib, govindex shimb)

National Institute of Neurological Disorders and Stroke (NINDS (hitos: /wvwyy.pinds nih gov/))
National Institute of Nursing Research (NINR (hitps:/www ninr.nih.gov/})

National Institute on Minority Health and Health Disparities (NIMHD (hitps/ waww.nimhd.nih.gov.})
National Center for Complementary and Integrative Heaith (NCCIH (hittps /ncch.nih.gov/)

The Iollowing Institutes/Centers only accept m,eg'jamsttg studies
/i 1siglossaty him#hie:
iglogsary. htm#Chni cn!Tng ). See Related Notices section bolow

February 04, 2022 - Notice of NIAMS' Participation in NOT-MD-22-006. See Notice NOT-AR-22-017
{hitos //grants nin.gov/grants/quide/notice-files NOT-AR-22 .numiy.

National Heart, Lung, and Blood Institute (NHLBI (http voww nhibi.nih gov/y)

Nationa! Institute of Arthritis and Musculoskeletal and Skin Diseases (NIAMS (hito fwwy risms nih.gov/))
National institute of Neurological Disorders and Stroke (NINDS (nitp:/wrvw ninds.nih.gov. )

National Center for Complementary and Integrative Health (NCCIH (¥ s .necam.nih.gov’))
National institute of Mental Health (NIMH (Alip /weww nimh ih govi)

Note: Not ali NIH Institutes and Centers (ICs) participate in Parent Anr Applicants should fully note
which ICs participate in this announcement and view their respective areas of research interest at the 201 Chn ical Tri
Requirad IC-Specific Scientific Interests and Contact website (ttps:grants.nih.govigranis/guide’contacls parent.| PQ1-
CT-Requred nimi). Applicants should also carefulfy note which ICs accept only mechanistic trials. ICs that do not
participate in this announcement will not consider applications for funding.

Funding Opportunity Title
Research Project Grant (Parent R01 Clinical Trial Required)

Activity Code
RO1 {#orants.nib.gov/grants/funding/ac searcn rasuits him?
sext_curr=101&Search x-0&Search.y=08Search Type=Activily) Research Project Grant

Announcement Type
Rei of PA-19-055 (htips:Zgrants.nih.gov/grants'guide/pa-tilesina-19-055 himl)

Related Notices
See Notices of Special Interest (https:#/grants nih.gov/grans’guide/NOSIs targelinglist.efm?GuideDoclD=33275) 5
associated with this funding opportunity

February 16, 2022 - Notice of NIDA Participation in NOT-MH-21-105, "Notice of Special Interest: Advancing Health
Communication Research on HIV Prevention, Treatment and Cure”. See Notice NO1-DA-21-079
{grants nih govigranis/quide/notice-tiles -21-079 himi)

. Febe 4, 2022 - NIGMS Limitations on Clinical Trial Applications Submitted to the NIH Research Project Grant -
(Parent RO1 Clinical Trial Required). See Notice NOT-GM-22-027 (https /granis.oih.gov/granis/gul de/notice-filas/NQT-

G- 22_2211‘!’7“) .

December 28, 2021 - Notice of Special Interest (NOSI): Advancing Innovative Non-mvascve Physiologic Monitoring To
Improve Fetal Assessment. See Notice NOT-HD-21-053 (/grants.nih.gov/grants/guide/notice-fila, /NOT-HD-21-

052 himiy

https://grants.nih.gov/grants/guide/pa-files/pa-20-183.html 1713



8/4/22, 11:39 AM PA-20-183: Research Project Grant (Parent R01 Clinical Trial Required)

N October 28, 2021 - Reminder: FORMS-G Grant Application Forms & Instructions Must be Used for Due Dates On or
After January 25, 2022 - New Grant Application Instructions Now Available. See Notice NOT-OD 22-018
(htps:/fgrants nih.gov/grants/quide/notice-fites’NOT-0OD-22-018.htmi).

September 13, 2021 - Updates to the Non-Discrimination Legal Requirements for NiH Recipients. See Notice NOT-
0D-21-181 (hitps /grants.nih.gov/grants/guide/notice-files/NOT-0D-21-181 himl}.

August 5, 2021 - New NIH "FORMS-G* Grant Application Forms and Instructions Coming for Due Dates on or after
January 25, 2022. See Notice NOT-0D-21-169 (htips.//grants.nih.gov/grants/yuide/notice-files/NOT-OD-21-169.himi).

August 5, 2021 - Update: Notification of Upcoming Change in Federal-wide Unique Entity Identifier Requirements.
See Notice NOT-0OD-21-170 (httgs://qranis nih.gov/grants ‘guide/notice-files/NOT-OD-21-170.hitmi)

April 20, 2021 - Expanding Requirement for eRA Commons IDs to All Senior/Key Personnel. See Notice NOT-OD 21
108 (httpssfgrants.nih gov/grants/guide/ngtice tiesNOT-0D-21-108.htmh

ice Hile/NOT-HL-23-002 himl) associated with this

See Notices of Special Interest (//grants.nit.gov/grants/gul
funding opportunity.

« October 26, 2021 - Notice of Special interest (NOSI): IDEA2Health: innovative Data Evaluation and Analysis to
Heaith. See Notice NOT-HL-22-001 (/grants.nih.gov/grants/iguide/notice-tles:NOT-HL-22-001.ntmi)

. Octobor 26, 2021 - Notice of NHLBI Participation in NOT-AT-21-002 "Notice of Special Interest (NOSH):

P: R hon Ir ption and Its Imp onHaanhanleseasa (RO1). See Notice NOT-HL-21-037

(fgrants. nm‘ggx[g_;\_mﬂg notice-liles/NOT-|

July 19, 2021 - Notice of Clarification of NIAMS' Clinical Trial Guidance on Notice of Special Interest (NOSI)

NOT-MD-21-008; Research to Address Vaccine Hesitancy, Uptake, and Implementation among Populations

that Experience Health Disparities . See Notice NOT-AR-21-023 (hiipa:/yrants nih gov/grants/guidn/natice.

files/NOT-AR-21-023.himl).

March 16, 2021 - Notice of NICHD Participation in PA-20-183. See Notice NOT-HD-21-019

(/grants/quide/notice-files/NOT-HD-21-018.htmi).

February 25, 2021 - Notice of Information: Submission of NIAID Investigator- Initiated Clinical Trials to

Appropriate FOAs. See Notice NOT-AI-21-037 (/yrants/guide/nctice-files/NOT-AI-21-037 bimi).

February 18, 2021 - NIBIB Guidance for Support of Clinical Trial Applications. See Notice NOT-EE-21-005

{‘grants/quide/notice-liles/NOT-EB-21-005 himl}.

February 18, 2021 - Notice of NIBIB Participation in PA-20-183. See Notice NOT-EB-21-003

(‘grams;guide/notice:-files/NOT-EB-21:003 htmi).

December 23, 2020 - Notice of NIDDK Participation in PA-20-183, Research Project Grant (Parent R01 Clinical

Trial Required). See Notice NOT-DK-21.004 (/grants/guide/notice-filos/NOT-DK-21-004 himl).

August 26, 2020 - Notice of Correction to Eligibility in NIH Funding Opportunity Announcements. See Notice

NOT-CD-20-171_(/grants/guide/notice-files/NOT-0D-20-171. htmi).

October 6, 2020 - NIAMS Policy for Acceptance of Clinical Trial Applications and Participation in Parent RO1

and R21(Clinical Trial Required) Announcements. See Notice NOT-AR-21-002 (/grants/gu.de/natice-Tigs/NOT-

AR-21-009 himl).

= October 5, 2020 Consolidated Notice on NIMH Clinical Trials Policies. See Notice NOT-1t-20-105
{#/granis nih.gov/grants’guide nolice-liles NOT-MH-20-105 htmi).

« September 24, 2020 - Notice of Change to NIEHS target FOAs for NOT-HL-20-788. See Notice NOT-HL-20-
015 {/grants‘guide/notice-files/NOT-HL -20-015 himl).

« August 26, 2020 - Notice of NIGMS Participation in NOT-ES-20-018. See Notice NOT-G-20-046
(/grants’guide/nolice-files/NOT-GM-20-046 him).

« May 18, 2020 - Notice of NIDCD's Withdrawal from Participation in PA-20-183. See Notice NOT-DC-20-009
(#grants.nih.gov/grants/guide/netice filesNOT-DC-20-009.htmi).

» October 8, 2019 - Consolidated Noﬂce on NCCIH Clinical Trials Policies. See Notice NOT-AT-20-001
{htips://grants.nih. gov/grants/guide:

« July 25, 2019 - Consolidated Notice on NIMH Clinlcal Trials Policies. See Notice NOT-MH-19-031
{htpse/grants.nib.gev/grants/guide:not _html),

April 16, 2019 - NHLBI Limitations on CIlnlcal Trial Appllcations Submitted to the NIH Parent (RO1 Clinical Trial

Requlred) Funding Opportunity Announcement (FOA) NOT-HL-19-890 (i/grants.nih.gov granis/guige/nolice-

filps/NOT-HL-19-690 himl)

+ December 21, 2018 - NIMH Acceptance of Clinical Trial Applications under the Parent ROl and R21 Clinical

Trial Required, or Basic Experimental Studies Involving Humans (BESH) Announcements is Limited to

Mechanistic Clinical Trials. See Notice NOT-MH-19-008 (hiips:/grants.nin.gov/grants/guida/notice-filas NOT -
MH-19-006.ntmi).

« December 18, 2017 - Notice of NINDS Policy for Submission of Applications and Participation in PA-18-345.
See Notice NOT-NS-18-011 (/giants.nitn.gov/grants’guide/notice-f les/NOT-NS-18-011.himl).

Funding Opbéﬂunlty A_nném;aoﬂrﬁcm'(FdAﬁ) Number

PA-20-183

‘Companion Fundlnﬁaaportunhy 5 e o
PA-20-185 (htips:/ grants nib govigrantsiguide/pa-fites/pa- 20-185.himi) NIH Research Project Grant (Parent RO1 Clinical
Trial Not Allowed)

PA-20-1R4 {#/grants nin govigrants/guide/na-ties/pa-20-184 himi)Research Project Grant (Parent RO1 Basic
Experimental Studies with Humans Required)

" Number of Applications
See Section i, 3. Additional Information on Fligibility.

Catalog of Federal Domestic Assistance (CFDA) Number(s)

93.213, 93.867, 93.172, 93.233, 93.286, 93.840, 93.837, 93.838, 93.839, 93.866, 93.273, 93.855, 93.846, 93.279,
93.113, 93.859, 93.307, 93.853, 93.361, 93.242, 93.847, 93.865

Funding Opportunity Purpose

The NiH Research Project Grant supports a discrete, specified, circumscribed project in areas representing the specific
interests and competencies of the investigator(s). This Parent Funding Opportunity Announcement requires that at least

https://arants.nih.qov/arants/quide/pa-files/pa-20-183.html 2/13
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PA-20-183: Research Project Grant (Parent R01 Clinical Trial Required)

1 clinical trial be proposed. The proposed project must be related to the programmatic interests of one or more of the

participating NIH Institutes and Centers (ICs) based on their scientific missions. "
Applicants should note that some ICs Related Notices) only accept applications proposing mechanistic studies that meet 3 ’
NIH's definition of a clinical trial through this funding opportunity announcement. ;

Key Dates

Posted Date
May 05, 2020

Open Date (Earliest Submission Date)
May 05, 2020

Letter of Intent DmAm;i7 ]
Not Applicable

Application Due Date(s)
Standard dates {//grants.nih.gov/orants/guide/url redirecthtm?id=11111) apply.
The first standard due date for this FOA is June 5, 2020
All applications are due by 5:00 PM local time of applicant organization. Al tyjes of non-AIDS agplcztions allowed for
this funding opportunity announcement are due on the listed date(s).
Applicants are encouraged to apply early to allow adequate time to make any corrections to errors found in the
application during the submission process by the due date.

AIDS Application Due Date(s) }

Standarg AIDS dates (#grants.nih govigrants/guideiyr] redirect ntm?id=11112) apply. The first AIDS application due date
for this FOA is September 7, 2020,

Al applications are due by 5:00 PM local time of applicant organization. Al tynes s of AIDS and AlDS-related apelications
allowed for this funding opportunity announcement are due on the listed date(s).

Applicants are encouraged to apply early to atiow adequate time to make any corrections 1o errors found in the
application during the submission process by the due date.

Scientific Merit Review

Standarc dales (/grants nih.govigrants ‘guide/uri_redirect. im?ig=11113) apply

Advisory Council Review
Standard dates (fgrants nih.gov/grants/guide/ur 'n':duecl him?igd=11113) apply

Earliest Start Date
Standard dales {/igrants nih. gov/grants‘guidejurl redirect Mm7?id=11113} apply

Expiration Date
May 08, 2023

Due Dates for E.O. 12372
Not Applicable

Required Application Instructions

It is critical that applicants follow the instructions in the Research (R) Instructions in the SF424 (R&R) Application Guide
(“grants.nib.gov/grants/guide/url_redirect.htm?id=12000),except where instructed to do otherwise (in this FOA orina
Notice from NIH Guide lor Grants and Contracts (/grants nih.gov/grants/guide).

Conformance to all requirements (both in the Application Guide and the FOA) is required and strictly enforced.
Applicants must read and follow all application instructions in the Application Guide as well as any program-specific
instructions noted in Scction 1V. When the program-specific instructions deviate from those in the Application Guide,
follow the program-specific instructions.

Applications that do not comply with these instructions may be delayed or not accepted for review.

There are several options available to submit your application through Grants.gov to NiH and Department of Health and
Human Services partners. You must use one of these submission opti to the application forms for this
opportunity.

1. Use the NIH ASSIST system to prepare, submit and track your application online.

2.Use an inslituﬁonal ystem-to-sy (S2S) soiution 1o prepare and submit your application to Grants.gov and
eBA Commons (hiip://public.era.nh.covicommons/) 1o track your application. Check with your institutional
officials regarding availability.

3. Use Grants gov (hitps:/ weny qranis.goviweb/grants/applicants/downioad-apolication:
package.nimit search=trua&oppilum=pa-20-183) Workspace to prepare and submit your application and £BA
Commons (htin:/public.era.nih gov/commons/} to track your application.

Table of Contents

Pag 1. Qverview Intormation
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B

‘ Pai ince 1l
; Section | Funding Oppo
» Section [l, Award nlgrrg,gdor

Section lll, Eligibility Information
Section IV. Application and Submission Information
Section V. Application Review Information
Section VI. Award Admiristralion Infermation
Section VII. Agency Contacls
Section Vill. Other Information

Part 2. Full Text of Announcement

Section |. Funding Opportunity Description

The NiH Research Project Grant supports a discrete, specified, circumscribed project in scientific areas that represent the
ir ig ' specific | and competencies and that fall within the mission of the participating NIH Institutes and

Centers (ICs). The RO1 |s the original, and historically the oldest, grant mechanism used by the NIH to support health-
lated h and pment.

All applications submitted to this Parent Funding Opportunity Announcement must propose clinica' lrial{s)
(ntips:zgrants.nih gav/grants/guide/urt rediract.him?ig-82370).

Research grant applications are assigned to participating ICs based on rece-pl and referral guidelines and many
applications are assigned to muitiple participating ICs with related h Applicants are encouraged to
identify a participating IC that supports their area of research via the R01 Clinical Trial Required 1G-Speciiic Sciontific
Interests ard Contact websile (htips//grants.nih.gov/grants/guide/contagts/parent-R01-CT-Required.him!) and contact
Scientific/Ri h staff from rel t ICs to inquire about their interest in supporting the proposed research project.

For specific information about the mission of each NiH IC, visit the List of NiH Institutes. Centers, and Offices
{hitp:Avrenw.nih. gov/instiules-nibdist-nih-institutes-centers-oificas) websile.

NiH defi a clinical trial as "A h study in which one or more human subjects are prospectively assigned to one or
more interventions (which may include placebo or other control) to evaluate the effects of those nnlervennons on health-
lated bi dical or behavioral out * (NOT-0D-15-015 (https.//grants.nib.ggv/grants/guide/noti x

NIH not only supports trials of safety and efficacy, it also supports mechanistic exploratory studies that meet the definition
of a clinical trial and are designed to explore or ur d a biological or behavioral process, the pathophysiology of a
disease, or the mechanism of action of an intervention. These studies may focus on basic and/or translational discovery
research in healthy human subjects and in human subjects who are affected by the pathophysiology of diseases and
disorders. By addressing basic questions and conceplts in biology, behavior, and pathophysiology, these studies may
provide insight into undersmnding human diseases and disorders along with potential WS or p tiy g
NIH aiso st ns bi dies that meet the definition of a clinical trial and that may provide information about

ysnologlcal 1unclion. target engagement of novel therapeutics, and/or the impact of therapeutics on treatment response.
NIH thus supports studies that meet the definition of clinical trials (as noted above) but do not seek to establish safety,
clinical efficacy, effectiveness, clinical management, and/or implementation of preventive, therapeutic, and services
interventions.

Applicants should note that some ICs (see the Related Notices { bove) only accept applications proposing
mechanistic studies that meet NIH's definition of a clinical trial through this funding opportunity announcement. A
mechanistic study is designed to understand a biologica! or behavioral process, the pathophysiology of a disease, or the
mechanism of action of an intervention. If the proposed research project includes clinical trial other than a mechanistic
study that would be assigned to one of these ICs. applicants are advised to contact relevant Sciantific/Research ¢ staff
(hitpsiigranis.nin gov/grantsiauide/c ! 1) to discuss alternative mechanisms of support
of these studies,

See Scction Vil Othgr information for award authorities and regulations.

Section 1l. Award Information

Funding instrument
Grant: A support mechanism providing money, property, or both to an eligible entity to carry out an approved projecl or
activity.

Application Types Allowed
Revision
New
Renewal
Resubmission
The QER Glossary (/orants.aih.gov/grantsiguide/ur)_redirecthin?id=11116) and the SF424 (R&R) Application Guide
provide details on these application types. Only those application types listed here are allowed for this FOA.

Clinical Trial?
Required: Only accepting applications that propose clinical trial(s)
Need heip determining whether you are deing a clinical thal? (hitps:/grants.nih.gov/grantsiguide/
id=82370)

~Funds Available and Anticipated Number of Awards
The number of awards is contingent upon NIH appropriations and the submission of a sufficient number of meritorious
applications.

Award Budget
Application budgets are not limited but need to reflect the actual needs of the proposed project.

4/13
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PA-20-183: Research Project Grant (Parent R01 Clinical Trial Required)

Award Project Period
The scope of the proposed project should determine the project period. The maximum project period is 5 years.

NIH grants policies as described in the NIH Grants Policy Statement (hitps:/igrants nih gov/grants/guide/url redirecthtm?
id=11120) will apply to the applications submitted and awards made from this FOA.

NIH grants policies as described in the NIH Grants Policy Statement {/grants.nih.gov/grants/guide/ur!_redirect.him?
id=11120} will apply to the applications submitted and awards made from this FOA.

Section lll. Eligibility Information
1. Eligible Applicants

Eligible Organizations
Higher Education Institutions

« Public/State Controlled Institutions of Higher Education
« Private Institutions of Higher Education

The following types of Higher Education Institutions are aiways encouraged to apply for NIH support as Public or
Private Institutions of Higher Education:

« Hispanic-serving Institutions

» Historically Black Colleges and Universities (HBCUs)

« Tribally Controlled Colleges and Universities (TCCUs)

« Alaska Native and Native Hawaiian Serving Institutions

« Asian American Native American Pacific Islander Serving Institutions (AANAPISIs) .

Nonprofits Other Than Institutions of Higher Education

« Nonprofits with 501(c)(3) IRS Status (Other than Institutions of Higher Education)
« Nonprofits without 501(c)(3) IRS Status (Other than Institutions of Higher Education)

For-Profit Organizations

« Small Businesses
« For-Profit Organizations (Other than Small Businesses)

Local Governments

« State Govenments

« County Governments

« City or Township Governments

Special District Governments

Indian/Native American Tribal Governments (Federaily Recognized)
Indian/Native American Tribal Governments (Other than Federally Recognized)

Federal Governments

« Eligible Agencies of the Federal Government
« U.S. Territory or Possession

Other

» Independent School Districts
« Public Housing Authorities/Indian Housing Authorities

« Native American Tribal Organizations (other than Federally recognized tribal govemmenw)‘
« Faith-based or C ity-based Organizations
« Regional Organizations

= Non-domestic (non-U.S.) Entities (Foreign Institutions)

Foreign Institutions
Non-domestic {(non-U.S.) Entities (Foreign Institutions) are eligible to apply.

Non-domestic (non-U.S.) components of U.S. Organizations are eligible to apply.

Foreign components, as defined in the NiH Grants Policy Starement (//grants.nih.qov’granis/q ide/ur! _redirect.htm?
i4=11118}, are allowed.

Required Registrations

Applicant organizations
Applicant organizations must plete and maintain the following registrations as described in the SF 424 (R&R)
Application Guide to be eligible to apply for or receive an award. All regi ions must be P prior to the

application being submitted. Registration can take 6 weeks or more, so applicants should begin the registration process
as soon as possible. The NiH Paiicy on Late Submission of Grant Applications (4grants.nih.gov/grants/quide/notice-

files NOT-0OD-15-039.him) states that failure to complete registrations in advance of a due date is not a valid reason for a
late submission.

+ Dun and Bradstreet Universal Numbering System (DUNS) (httnu/fedgov.dnb.com/webform) - All registrations
require that applicants be issued a DUNS number. After obtaining a DUNS number, applicants can begin both
SAM and eRA Commons registrations. The same DUNS number must be used for all registrations, as wel as on
the grant application.

System for Award Management (SAM) ibttps:/fwww sam gov/nontalQublic/SAMY) - Appﬁcams must complete

and maintain an active registration, which requires renewal at least annually. The | p may requi
as much time as the initial regi: ion. SAM reg ion includes the ig 1t of a Comr ial and
Government Entity (CAGE) Code for domestic organizations which have not aiready been assigned a CAGE
Code.

o NATO Commercial and Covernment Entity INCAGE) Code
{Harants a'h gevigranis'gude/urd redirect 1'm?ig=11176) — Foreign organizations must obtain an NCAGE
code (in lieu of a CAGE code) in order to register in SAM.

« eRA Commons (fgrants.nih.govi/grants/quids/ur_redirect Mm?id=11123) - Applicants must have an active
DUNS number to register in eRA Commons.Organizations can register with the eRA Commons as they are
working through their SAM or Grants gov registration, but all registrations must be in place by time of
submission. eRA C organizations to identify at least one Signing Official (SO) and at least one
Program Director/Principal Inveshgator (PD/P1) account in order to submit an application.

https://grants.nih.gov/grants/guide/pa-files/pa-20-183.html
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«+ Grants.gov - Applicants must have an active DUNS number and SAM registration in order to complete the
Granls.gov registration.

Program Directors/Principal Investigators (PD(s)/Pi(s))

All PD(s)/Pi(s) must have an eRA Commons account. PD(s)/Pl(s) should work with their organizational officials 1o either
create a new account or to affiliate their existing account with the applicant organization in eRA Commons. If the PD/Pl is
also the organizational Signing Official, they must have two distinct eRA Commons accounts, one for each role. Oblaining
an eRA Commons account can take up to 2 weeks.

Eligible Individuals (Program Director/Principal Investigator)

Any individual(s) with the skills, knowledge, and resources necessary to carry out the proposed research as the
Program Director(s)/Principal Investigator(s) (PD(s)/Pi(s)) is invited to work with his/her organization to develop an
application for support. Individuals from underrepresented racial and ethnic groups as well as individuals with
disabilities are always encouraged to apply for NiH support.

For insﬁtutions/organlzéﬁons proposing multiple PDs/Pls, visit the Multiple Program Director/Principal Investigator
Policy and submission details in the Senlor/Key Person Profile (Expanded) Component of the SF424 (R&R) Application
Guide.

2. Cost Sharing

This FOA does not require cost sharing as defined in the NiHi Grants Policy Statement.
(//grants.nih.gov/grants/guide/ur! redirecthtm?id=11126)

3. Additional Information on Eligibility

Number of Applications
Applicant organizations may submit more than ane application, provided that each application is scientifically distinct.

The NIH will not accept duplicate or highly overlapping applications under review at the same time. This means that the
NIH will not accept:

« Anew (A0) application that is submilted before issuance of the summary statement from the review of an
overlapping new (A0) or resubmission (A1) application.

« A resubmission (A1) application that is submitted before issuance of the summary statement from the review of the
previous new (AQ) application.
« An application that has substantial overiap with anolher application pending appeal of initial peer review (see NOT-

0D-1:-101 (/grants.nih.gov/arantsiagide/notice-filesNOT-OD-11-101.himl)

Section IV. Application and Submission Information
1. Requesting an Application Package

The application forms package specific to this opportunity must be accessed through ASSIST, Grants.gov Workspace
or an institutional system-to-system solution, Links to apply using ASSIST or Grants.gov Workspace are avaitable in
Par 1 of this FOA. See your administrative office for instructions if you plan to use an institutional system-to-system
solution.

2. Content and Form of Application Submission

Itis critical that applicants follow the instructions in the Research (R) Instructions in the SF424 (B&R)_Application Guide
(itgrants.nih.gov/grantsiguide/url._redireet htm?id=12000)except where instructed in this funding opportunity
announcement to do otherwise. Conformance to the requirements in the Application Guide is required and strictly
enforced. Applications that are out of compliance with these instructions may be delayed or not accepted for review.
Page Limitations

All page limitations descibed in the SF424 Application Guide and the Tabie of Page Limils

(/igrants rih. govgrants/guide/urd radirect.nlm?is=11133) must be followed.

Instructions for Application Submission
The following section supplements the instructions found in the SF424 (R&R) Application Guide and should be used for
preparing an application to this FOA.

SF424(R&R) Cover
Al instructions in the SF424 (R&R) Application Guide must be followed.

SF424(R&R) Project/Performance Site Locations
All instructions in the SF424 (R&R) Application Guide must be followed.

SF424(R&R) Other.Project Information
Al insiructions in the SF424 (R&R) Application Guide must be followed.

SF424(R&R) Senior/Key Person Profile
All instructions in the SF424 (R&R) Application Guide must be followed.

R&R or Modular Budget
Al instructions in the SF424 (R&R) Application Guide must be followed.

R&R Subaward Budget
All instructions in the SF424 (R&R) Application Guide must be followed.

PHS 398 Cover Page Supplement
Al instructions in the SF424 (R&R) Application Guide must be followed.

PHS 398 Research Plan

All instructions in the SF424 (R&R) Application Guide must be followed, with the following additional instructions:
Resource Sharing Plan: Individuals are required to comply with the instructions for the Resource Sharing Plans as
provided in the SF424 (R&R) Application Guide.

The following modifications also apply:

Appendix:
Only limited Appendix materials are aliowed. Foliow all instructions for the Appendix as described in the SF424 (R&R)

Application Guide.
PHS Human Subjects and Clinical Trials Information

Ltbmmc lmemmbn mik aavlarantelanidalna_filae/na.20-182 himl
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When involving human subjects research, clinical research, and/or NIH-definedclinical trials (and when applicable, clinical
trials research experience) follow all instructions for the PHS Human Subjects and Clinical Trials Information form in the ,
SF424 (R&R) Application Guide, with the following additional instructions:

If you answered “Yes" to the question “Are Human Subjects Involved?” on the R&R Other Project Information form, you i

must include at least one human subjects study record using the Study Record: PHS Human Subjects and Clinical
Trials Information form or Delayed Onset Study record.

Study Record: PHS Human Subjects and Clinical Trials Information
All instructions in the SF424 (R&R) Application Guide must be followed.

Delayed Onset Study
Note: Delayed onset does NOT apply to a study that can be described but will not start immediately (i.e., delayed
start).All instructions in the SF424 (R&R) Application Guide must be followed.

PHS Assignment Request Form
All instructions in the SF424 (R&R) Application Guide must be followed.

Foreign Institutions

Foreign (non-U.S.) institutions must follow policies described in the NiH Grants Policy Statermen:
(Zarants.nih.gov/grants/ouide/url_redirect.htim?id=11137), and procedures for foreign institutions described throughout
the SF424 (R&R) Application Guide.

3. Unique Entity Identifier and System for Award Management (SAM)

See Part 1. Section 1.1 for information regarding the requirement for obtaining a unique enlity identifier and for
completing and maintaining active registrations in System for Award Manag (SAM), NATO Commercial and

b

Government Entity (NCAGE) Code (if appli ), eRA C and Grants.gov

4. Submission Dates and Times

Parl I, Qverview Information contains information about Key Dates and times. Applicants are encouraged to submit
applications before the due date to ensure they have time to make any application corrections that might be necessary for

ful submission. When a submission date falis on a weekend or Federal holiday
(bttps://grants.nih.cov/grants/guide/ur! redirect,htmi?id=82360), the application deadline is automatically
extended to the next business day.

Organizations must submit applications to Grants.gov_({/grants.nih.gov/g: al‘ls,gydn url_redirect Hmd_l 128‘ (the
online portal to find and apply for grants across all Federal agencies). App ts must then plete the )
process by tracking the status of the application in the ¢RA Cg_mrqns.-‘/g ants.nih.gov/grants/guideiurl redirect. htm?
11-11123), NIH's electronic system for grants administration. NIH and Grants.gov systems check the application against
many of the application instructions upon submission. Errors must be corrected and a changed/corrected application
must be submitted to Grants.gov on or before the application due date and time. if a Changed/Corrected application is
submitted after the deadline, the application will be considered late. Applications that miss the due date and time are
subjected to the NIH Policy on Late Application Submission.

Applicants are responsible for viewing their application before the due date in the eRA Commons to ensure accurate
and successful submission.

Information on the submission process and a definition of on-fime submission are provided in the SF424 (R&R)
Application Guide.

5. Intergovernmental Review (E.O. 12372)

sdrect.him7id=11142)

This initiative is not subject to intergovernmenial review, (Zarants. nih govigra
6. Funding Restrictions

All NIH awards are subject to the terms and conditions, cost principles, and other considerations described in the NIH
Grants Policy Statement (//grents.nib.gov/grants/guide/url redirect htm?id=11120).

Pre-award costs are allowable only as described in the NIH Grants Policy Statement
(grants.nih.gov/grants/guide/ur]_redirect htm?id=11143).

7. Other Submission Requirements and Information

Applications must be submitted electronically following the instructions described in the SF424 (R&R) Application
Guide. Paper applications will not be accepted.

Applicants must complete all required registrations before the application due date. Section ill. Eligibility In‘ormator
contains information about registration.

For assistance with your electronic application or for more information on the elecironic submission process, visit How
1o Apply — Application Guide (https:/grants.nih.gov/grants/how-to-apply-application-guide.html). If you encounter a
system issue beyond your control that threatens your ability 1o complete the submission p on-time, you must
follow the Dealing with System Issues (https:/grants.nih.gov/grants/how-to-apply-application-guide/due-dates-and-
submission-policies/dealing-with-system-issues htm) guidance. For assistance with application submission, contact the

Application Submission Contacts in Section Vil.

important reminders:

All PD(s)/Pl(s) must include their eRA Commons ID in the Credential field of the Senior/Key Person Profile
Component of the SF424(R&R) Application Package. Failure to register in the Commons and to include a valid
PD/PI Commons ID in the credential field will p the st ful submission of an ic application lo
NIH. See Section i of this FOA for information on registration requirements.

The applicant organization must ensure that the DUNS number it provides on the application is the same number
used in the organization’s profile in the eRA Commons and for the System for Award Management. Additional
information may be found in the SF424 (R&R) Application Guide.

See more tins {/grants.nib. gov/grants/guiderur] -edirecLhtm?id=11146) for avoiding common errors.

Upon receipt, applications will be evaluated for completeness and compliance with application instructions by the Center
for Scientific Review, NIH. Applications that are ir plete or non-compliant will not be reviewed.’

Requests of $500,000 or more for direct costs in any year

Applicants requesting $500,000 or more in direct costs in any year (excluding consortium F&A) must contact a Scientific/
Research Contact at least 6 weeks before submitting the application and follow the Policy on the Acceptance for Review

https://grants.nih.gov/grants/guide/pa-files/pa-20-183.html 7/13
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of Unsolicited Applications that Request $500,000 or More in Direct Costs as described in the SF424 (R&R) Application
Guide.

Post Submission Materials

Applicants are required to follow the instructions for posl-submission materials, as described in ihe policy

{{/grants nih.gov/grants/guide/ud _redirect. htm?id=82263). Any instructions provided here are in addition to the instructions
in the policy.

Section V. Application Review Information
1. Criteria

Only the review criteria described below will be considered in the review process. Applications submitted to the NiH in
support of the NIH mussion (/grants.nil.goy/grants/guide’urt redirecthtm?id=11149) are evaluated for scientific and
technical merit through the NiH peer review system.

Overall Impact
Reviewers will provide an overall impact score to reflect their assessment of the likelihood for the project to exert a

sustained, powerful infiuence on the h field(s) involved, in consideration of the fi ing review criteria and
additional review criteria (as applicable for the project proposed). :
Scored Review Criteria

Reviewers will consider each of the review criteria below in the determination of scientific merit, and give a separate score
for each. An application does not need 1o be strong in all categories to be judged likely to have major scientific impact. For
example, a project that by its nature Is not innovative may be essential to advance a field.

Significance

Does the project address an important problem or a critical barrier to progress in the field? Is the prior research that
serves as the key support for the proposed project rigorous? If the aims of the project are achieved, how will

sclentific knowledge, technical capability, and/or clinical practice be imp d? How will successful compietion of
the aims change the concepts, methods, technologies, treatments, services, o preventative interventions that drive
this field?

Are the scientific rationaie and need for a clinical trial to test the proposed hypothesis or intervention well supported by
preliminary data, clinical and/or preclinical studies, or information in the literature or knowledge of biological mechanisms?
For trials focusing on clinical or public heaith endpoints, is this clinical trial necessary for testing the safety, efficacy or
effectiveness of an intervention that could lead to a change in clinical practice, community behaviors or health care policy?
For trials f ing on mechanistic, behavioral, physiological, biochemical, or other bic dical endpoints, is this trial
needed to advance scientific understanding?

Investigator(s)

Are the PD(s)/P\(s), collaborators, and other researchers well suited to the project? If Early Stage Investigators or
those in the early stages of independent careers, do they have appropriate experience and training? If established,
have they demonstrated an ongoing record of accomplishments that have advanced their field(s)? If the project is
coliaborative or multi-PD/PI, do the investigators have complementary and integrated expertise; are their

I hip approach, go and organizational structure appropriate for the project?

With regard to the proposed leadership for the project, do the PD/PI(s) and key personnel have the expertise, experience,
and ability to organize, manage and implement the proposed clinical trial and meet milestones and timelines? Do they
have appropriate expertise In study coordination, dala management and statistics? For a multicenter trial, is the
organizational structure appropriate and does the application identify a core of potential center investigators and staffing
for a coordinating center?

innovation

Does the application challenge and seek to shift current h or clinical practice paradigms by utilizing novel
theoretical concepts, approaches or methodologies, instrumentation, or interventions? Are the concepts,
approaches or methodologies, instrumentation, or interventions novel to one field of research or novel in a broad
sense? Is a refinement, improvement, or new application of theoretical concepts, approaches or methodologies,
instrumentation, or interventions proposed?

Does the design/research plan include innovative eiements, as appropriate, that enhance its sensitivity, potential for
inf tion or potential to ad: scientific knowledge or clinical practice?

Approach

Are the overall strategy, methodology, and analyses well-reasoned and appropriate to accomplish the specific
aims of the project? Have the investigators inciuded plans to address weaknesses in the rigor of prior research
that serves as the key support for the proposed project? Have the ir igators presented gies to ensure a
robust and unbiased approach, as appropriate for the work proposed? Are potential problems, alternative
strategies, and benchmarks for success presented? If the project is in the early stages of development, will the
strategy establish feasibility and will particularly risky aspects be managed? Have the investigators presented
adequate plans to address rel 1t biological variables, such as sex, for studies in vertebrate animals or human
subjects?

Does the application adequately address the following, if applicable?
Study Design

Is the study design justified and appropriate to address primary and secondary outcome variable(s)/endpoints that will be
clear, inf live and relevant to the hyp is being tested? Is the scientific rationale/premise of the study based on
previously well-designed preclinical and/or clinical research? Given the methods used to assign panticipants and deliver
interventions, is the study design adequately po dto the h question(s), test the proposed
hypothesis/hypotheses, and provide interpretable results? Is the trial appropriately designed to conduct the research
efficiently? Are the study populations (size, gender, age, demographic group), proposed Iintervention arms/dose, and
duration of the trial, appropriate and well justified?

Are potential elhical issues adequately addressed? Is the process for obtaining informed consent or assent appropriate?
Is the eligible population available? Are the plans for recruitment outreach, enroliment, retention, handling dropouts,
missed visits, and losses to follow-up appropriate to ensure robust data collecti ? Are the pi d itment timelines
feasible and is the plan to monitor accrual adequate? Has the need for randomization (or not), masking (if appropriate),
controls, and inclusion/exclusion criteria been add d? Are differences addressed, if applicable, in the intervention
effect due to sex/gender and icity?

hitne-linrante nih anviarante/anide/na-files/na-20-183.html
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Are the plans to standardize, assure quality of, and monitor adherence to, the trial protocol and data collection or
distribution guidelines appropriate? Is there a pian to obtain required study agent(s)? Does the application propose to use
existing avallable resources, as applicable?

Data Management and Statistical Analysis

Are planned analyses and statistical approach appropriate for the proposed study design and methods used to assign
participants and deliver interventions? Are the procedures for data management and quality control of data adequate at
clinical site(s) or at center laboratories, as applicable? Have the methods for standardization of procedures for data
management to assess the effect of the intervention and quality control been addressed? Is there a plan to complete data
analysis within the proposed period of the award?

If the project involves human subjects and/or NIH-defined clinical research, are the plans lo address 1) the
protection of human subjects from research risks, and 2) inclusion (or exclusion) of individuals on the basis of
sex/gender, race, and ethnicity, as well as the inclusion or exclusion of individuals of all ages (including children
and older adults), justified in terms of the scientific goals and research strategy proposed?

Environment

Will the scientific environment in which the work will be done contribute to the probability of success? Are the
institutional support, equipment and other physical resources available to the investigators adequate for the
project proposed? Will the project benefit from unique features of the scientific environment, subject populations,
or collaborative arrangements?

If proposed, are the administrative, data coordinating, enrol t and lab: y/testing centers, appropriate for the trial
proposed?

Does the application adequately address the capability and ability to conduct the triai at the proposed site(s) or centers?
Are the plans to add or drop enrollment centers, as needed, appropriate?

If international site(s) is/are proposed, does the app adequately address the complexity of executing the clinical
trial?
If multi-sites/ , is there evid: of the ability of the individual site or center to: (1) enroll the proposed numbers; (2)

adhere to the protocol; (3) collect and transmit data in an accurate and timely fashion; and, (4) operate within the
proposed organizational structure?

Additional Review Criteria
As licable for the project proposed, revi will evaluate the following additional items while determining scientific

PP

and technical merit, and in providing an overall impact score, but will not give separate scores for these items.

Study Timeline

Is the study timeline described in detail, taking into account start-up activities, the anticipated rate of enroll . and
planned follow-up t? Is the projected timeline feasible and well justified? Does the project incorporate
efficiencies and utilize existing resources (e.g., CTSAs, practice-based research networks, electronic medical records,
admini datab or patient registries) to increase the efficiency of participant enroliment and data coliection, as
appropriate?

Are potential challenges and corresponding solutions discussed (e.g., strategies that can be implemented in the event of
enroliment shortfalis)?

Protections for Human Subjects

For research that involves human subjects but does not involve one of th gories of h that are p
under 45 CFR Part 46, the committee will evaluate the justification for involvement of human subjects and the
proposed protections from research risk refating to their participation according to the following five review criteria:
1) risk to subjects, 2) adequacy of protection against risks, 3) potential benefits to the subjects and others, 4)
importance of the knowledge to be gained, and 5) data and safety monitoring for clinical trials.

For research that involves human subjects and meets the criteria for one or more of the categories of research that
are exempt under 45 CFR Part 46, the committee will evaluate: 1) the justification for the exemption, 2) human
subjects involvement and characteristics, and 3) sources of materials. For additional information on review of the
Human Subjects section, please refer 10 the Guidelines for the Review of Huran Subjects

{/rgrants nih govicrants/guide/url_redirect hm?ig=11178),

Inclusion of Women, Minorities, and Individuals Across the Lifespan

When the proposed project involves human subjects and/or NIH-defined clinical research, the committee will
evaluate the proposed plans for the inclusion (or exclusion) of individuals on the basis of sex/gender, race, and
ethnicity, as well as the inclusion (or exclusion) of individuals of all ages (inciuding children and older adults) to
determine if it is justified in terms of the scientific goals and research strategy proposed. For additional
information on review of the Inclusion section, please refer to the Guidalines for the Revioy Inclusion ic

Vertebrate Animals

The committee will evaluate the involvement of live vertebrate animals as part of the scientific assessment
according to the following criteria: (1) description of proposed procedures involving Is, including species,
strains, ages, sex, and total number to be used; (2) justifications for the use of animals versus alternative models
and for the appropriateness of the species proposed; (3) interventions to minimize discomfort, distress, pain and
injury; and (4) justification for euthanasia method if NOT consistent with the AVMA Guidelines for the Euthanasia
of Animals. Reviewers will assess the use of chimpanzees as they would any other application proposing the use
of vertebrate animals. For additional information on review of the Vertebrate Animals section, please refer to the
Worksheet for Review of the Vertebrate Animal Seclion (//grants.nih.gov/grants/guide/ur!” redirect.ntm?
id=11180).

Biohazards

Revi will heth orp dures proposed are potentially hazardous to research
personnel and/or the environment, and if needed, determine whether adequate protection is proposed.

Resubmissions

For Resubmissions, the committee will evaluate the application as now presented, taking into consideration the
responses to comments from the previous scientific review group and changes made to the project.

https://grants.nih.gov/grants/guide/pa-files/pa-20-183.html
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y Renewals

For Renewals, the committee will consider the progress made in the last funding period;

Revisions

For Revisions, the committee will consider the appropriateness of the proposed expansion of the scope of the
project. If the Revision application relates to a specific line of investigation presented in the original application

that was not ded for app | by the committee, then the committee will consider whether the
responses to comments from the previous scientific review group are adequate and whether substantial changes
are clearty evident.

Additional Review Considerations
As applicable for the project proposed, reviewers will consider each of the foliowing items, but will not give scores for
these items, and should not consider them in providing an overall impact score.

Applications from Foreign Organizations

Reviewers will assess whether the project presents special opportunities for fu ing h prog through
the use of unusual talent, resources, populations, or environmental conditions that exist in other countries and
either are not readily available in the United States or augment existing U.S. resources.

Select Agent Research

Revi will the inf ion provided in this section of the applicalion, including 1) the Select Agent(s} to
be used in the proposed research, 2) the registration status of all entities where Select Ageni(s) will be used, 3) the
procedures that will be used to monitor p ion use and fer of Select Agent(s), and 4) plans for
appropriate biosafety, biocontainment, and security of the Select Agen(s).

Resource Sharing Plans

Reviewers will comment on whether the following Resource Sharing Plans, or the rationale for not sharing the

following types of resources, are reasonable: (1) Data Sharing Plan (Zgrants.nin.gov/grants/guide/url_redirac) htm?
id=11151); (2) Sharing Mode! Organisms (/grants.nin.gov/orants/quide/ur!_redirect.btm?io
Genomic Data Sharing Plan (GDS) (/granis.nin.gov.grants/guide/url redirecthim?id=11153).

Authentication of Key Biological and/or Chemical Resources:

For projects involving key biological and/or chemical r i will comment on the brief pians
proposed for identifying and ensuring the validity of those resources.

Budget and Period of Support

Reviewers will consider whether the budget and the requested period of support are fully justified and reasonable
in relation to the proposed research.

2. Review and Selection Process

Applications will be evaluated for scientific and technical merit by (an) appropriate Scientific Review Group(s), in

accordance with NIH peer review policy and procedures (~grants nih.gov/grants/guide/ur! redirect him?id=11134), using

the stated review criteria
(MC‘;!Usmfe‘r_nckeﬂzjﬁagz‘Aun%laﬂm&\kcmsnﬁ.ﬁﬂmﬁmﬂﬂﬁ&a;m&cme,zLQusLQQ‘s{JQViQEZ.BLRﬁsaaMOIc'="_docw, 1. Criterial.
Assignment to a Scientific Review Group will be shown in the eRA Commons.

As part of the scientific peer review, all applications will receive a written critique.

Applications may undergo a selection p in which only those applications deemed to have the highesl scientific and
technical merit (generally the top half of applications under review) will be discussed and assigned an overall impact
score.

Applications will be assigned on the basis of established PHS referral guidelines to the appropriate NIH Institute or
Center. Applications will compete for available funds with all other recommended applications. Following initial peer
review, recommended applications will receive a second level of review by the appropriate national Advisory Council or
Board. The following will be considered in making funding decisions:

+ Scientific and technical merit of the proposed project as determined by scientilic peer review.

« Availability of funds.

+ Rel of the proposed project to program priorities.
3. Anticipated Announcement and Award Dates
After the peer review of the application is completed, the PD/P| will be able to access his or her Summary Statement
(written critique) via the eRA Commons (//grants.nih.govigrantsiguide/ur! radirect.htm?id=11123).Refer to Part 1 for
dates for peer review, advisory council review, and earliest start date.
Information regarding the disposition of applications is available in the NIH Grants Polcy Stalement
(Zgrants.nih.gov/grants/guide/yri rediroct.him?:d=11156).

Section VI. Award Administration Information

1. Award Notices
If the lication is under i ion for funding, NiH will request "just-in-time"® information from the applicant as

PP

described in the NIH Grants Policy Statement {//grants.nih.gov/grapts/gui cirg i .
A formal notification in the form of a Notice of Award (NoA) will be provided to the applicant organization for successful
applications. The NoA signed by the grants management officer Is the authorizing document and will be sent via email
to the grantee's business official.

Awardees must comply with any funding ions ibed in Section IV.5. Funding Restrictions. Selection of an
application for award is not an authorization to begin performance. Any costs incurred before receipt of the NoA are at
the recipient's risk. These costs may be reimbursed only to the extent considered aliowable pre-award costs.

Any application awarded in response to this FOA will be subject 1o terms and conditions found on the Award Conditicr's
and Information for NIH Grants (#grants nib.gov/grants/guide/url_regirect hm?id=11158) website. This includes any
recent legisiation and policy app le to ds that is highlighted on this website.

ClinicalTrials.gov: If an award provides for one or more clinical trials, By law (Title VIII, Section 801 of Public Law 110-85),
the *responsible party* must register and submit results information for certain “applicable clinical trials” on the
ClinicalTrials.gov Protocol Registration and Resuits System Ir f ion Website (https:/register.clinicaltrials.gov). NIH
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expects registration and results reporting of all trials whether required under the law or not. For more information, see

gl nih.gov/policy/clinical-trials/reporting/index.htm.

lnsﬂlunona! Review Board or Independent Ethics Committee Approval: Grantee institutions must ensure that protocols are
reviewed by their IRB or IEC. To help ensure the safety of participants enrolled in NIH-funded studies, the awardee must
provide NIH copies of documents related to all major changes in the status of ongoing protocols. Data and Safety
Monitoring Requirements: The NIH policy for data and safety monitoring requires oversight and monitoring of all NIH-
conducted or -supported human biomedical and behavioral intervention studies (clinical trials) to ensure the safety of
participants and the validity and integrity of the data. Further information concerning these requirements is found at
htip://grants.nih.gov/grants/policy/ns/data_safety.htm and in the application instructions (SF424 (R&R) and PHS 398).
Investigational New Drug or Investigational Device Exemption Roqulremems Consistent with federal regulations, clinical
research projects involving the use of ir igational therap ines, or other medical interventions (including
licensed products and devices for a purpose other than that for which they were licensed) in humans under a research
protocol must be performed under a Food and Drug Administration (FDA) investigational new drug (IND) or investigational
device exemption (IDE).

2. Administrative and National Policy Requirements

All NIH grant and cooperati ds include the NiH Grants Pelicy Statement
(/fgrams nih govigraris guioe u-! redwect im7id=11120) as part of the NoA. For these terms of award, see the Vit
- Part Il Terns andg Conditions of NIH Grant A, et A Generd

et him?id=11157) and Part 11 Tenns ang fitens of NIH Grant Awards, Sabput

rads. Suby

Granis Poiicy Sigtame

.oy, govigrants’cudenl

g
K Tenms and Congitons tor Specit'c Typas of Grants, Grantees, ang Activities
{
it

rgramis.nih gov/erants/gurded redirest hitm2id=11159). More information is provided at Award Cordiions amd
grmation for NiH Grants (Zgrants.nin gov/grants/guide’urt_redirect him?is=11158).

Recipients of federal financial assistance (FFA) from HHS must administer their progi in pliance with federal civil
rights laws that prohibit discrimination on the basis of race, color, national origin, disability, age and, in some

circ 1 religion, consci , and sex. This includes ensuring programs are accessible to persons with limited
English proficiency. The HHS Office for Civil Rights provides guidance on complying with civil rights laws enforced by
HHS. Please see hitps:/www.hns.govicivi-righis for-providers/provider-obligationsindex.htm! (nitps:iwwiv hhs gov/icivil-
nahisor-providersiprovider-obligatonsindex himi) and

hup Mywen hns goviocr/eivilrights/understanding/section 1557/index nuni

eivirightsiundarstanding/section 1557/index. hitmi).

(hup: fvperse. nhs. gov/

HHS recognizes that research projects are often limited in scope for many reasons that are nondiscriminatory, such as the
principal investigator's scientific interest, funding limitations, recruitment requirements, and other considerations. Thus,
criteria in research protocols that target or exclude certain populations are warranted where nondiscriminatory
justifications establish that such criteria are appropriate with respect to the health or safety of the subjects, the scientific
study design, or the purpose of the research. For additional guid garding how the provisions apply to NiH grant
programs, please contact the Scientific/Research Contact that is identified in Section VIl under Agency Contacts of this
FOA.

+ Recipients of FFA must ensure that their programs are accessible to persons with limited English proficiency. HHS
provides guidance to recipients of FFA on meeting their legal obligation to take reasonabie steps to provide
meaningful access 1o their programs by persons with limited English proficiency. Please see
hitps://wwwwe hhs gavicivil-nghts for-mdividuals‘special-lopicsunited-english-proficiengy/fact-sheet-

px hirnt {(Ritns/Awvw hihs Gov/ nghtsrior-mdividuals/special-tepics/imited-engbsh-proficiency/fact-

snect-guidanceidndex himi) and Liips: fww lep gov (hins: weav lep.gov). For lurther guidance on providing

culturally and linguistically appropriate services, recipients should review the National Standards for Culturally and

Linguistically Appropriate Services in Health and Health Care at hitps //minwilyhealih bhs gov/emn/iionse aspx”

i=28!1vd=53 (htps: /minorityhealit: hhs goviemh browse asnx?! &iviid-53).

« Recipients of FFA also have specific legal obligations for serving qualitied individuals with disabilities. Please see
hns goviocr/cirighls arsi@andng/disabilityandex hitrn!
rangino/disability/index by,

« HHS funded health and education programs must be administered in an environment free of sexual harassment.
Please see hiips://www his gov/civil-nghts/or-individuals/sex-discriminationindex himi (https #/www bhs gov/civil-
rghis/for-ingrviduals sex-discrimination/index htny); hitps://www2.ed.gov/about/officesfist/ocr/docs/shguide.html;
and bitns / www eeoc.govieecc publications/uploadfs-sex. pdt (Wps//vwww cecc govieeoc publications’unload:s
szx paf). For information about NIH's commitment to supporting a safe and respectful work environment, who to
contact with questions or concemns, and what NIH's expectations are for institutions and the individuals supported
on NIH-funded awards, please see h!ips://

{tat ‘grants. nih govigrants/poticy/harassment htmj,

s nih.govigranis policy narassment hirm

« Recipients of FFA must also administer their programs in compliance with applicable federal religious
nondiscrimination laws and applicable federal conscience protection and iated anti-discrimination laws.
Collectively, these laws prohibit exclusion, adverse treatment, coercion, or other discrimination against persons or
enlities on the basis of their consciences, religious beliefs, or moral convictions. Please see
hitgs: “wwwe nhs goviconscience/conscieace-proteclions/index bl (MIpsHwww hns. gov/conscianceCONsciance
protections’index hiteni) and hitps://waw. hs uov.gonsc e.mr_«;hqu» s-frecdomiindex him:

{nps: ity
Please contact the HHS Office for Civil Rights for more information about obligations and prohibitions under federal civil

rights laws at hiins Zwww bhs gov/ocrabeut-usicontact-us/mgex html (hitps //www hhs govioer/about-us/contact-
vsindex hum!) or call 1-800-368-1019 or TDD 1-800-537-7697.

In accordance with the statutory provisions contained in Section 872 of the Duncan Hunter National Defense Authorization
Act of Fiscal Year 2009 (Public Law 110-417), NIH awards will be subject to the Federal Awardee Performance and
Integrity Information System (FAPIIS) requirements. FAPIIS requires Federal award making officials to review and
consider inf tion about an applicant in the designated integrity and performance system (currently FAPIIS) prior to
making an award. An applicant, at its option, may review information in the designated integrity and performance systems
accessible through FAPIIS and 1t on any inf tion about itself that a Federal agency previously entered and is
currently in FAPIIS. The Federal awarding agency will consider any by the applicant, in addition to other
information in FAPIIS, in making a judg 1t about the applicant’s integrity, business ethics, and record of performance
under Federal awards when completing the review of risk posed by applicants as described in 45 CFR Part 75.205
“Federal awarding agency review of risk posed by applicants.” This provision will apply 10 all NIH grants and cocperalive
agreements except feliowships.

Cooperative Agreement Terms and Conditions of Award
Not Applicable

3. Reporting

https://grants.nih.gov/grants/guide/pa-files/pa-20-183.himl
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When multiple years are involved, awardees will be required to submit the Rosaarch Parfannance Progress Repord
(RPPR)_(//grants.nin.gov/grants/iper/index.him) annually and financial statements as required in the Nitd Granis Palicy,
Statement, (fgrants.nih.govigrants/ouideiurl_redirect. htm?id=11151)

A final RPPR, invention statement, and the expenditure data portion of the Federal Financial Report are required for
closeout of an award, as described in the NIH Grants Policy Statement {/igrants nin govigrants/guide/ur]_redirect.bim?
id=11181). :

The Federal Funding Accountability and Transparency Act of 2006 (Transp y Act), includes a requirement for
awardees of Federal grants to report information about first-tier sub: ds and i p ion under Federal
assistance awards issued in FY2011 or later. All awardees of applicable NIH grants and cooperative agr: tsare
required to report to the Federal Subaward Reporting System (FSRS) available at vruvw fsrs ooy
{#grants.nih.gov/grants/guide/urt redirectitm?id=11170) on all subawards over $25,000. See the NiH Gran's Policy.
Statement (//grants nih gov/grants/guideiuri_redirect htm?id=11171) for additional information on this reporting
requirement.

In accordance with the regulatory requirements provided at 45 CFR 75.113 and Appendix X! to 45 CFR Pant 75,
recipients that have currently active Federal grants, cooperative agreements, and procurement contracts from all
Federal awarding agencles with a cumulative total value greater than $10,000,000 for any period of time during the
period of performance of a Federal award, must repon and maintain the currency of information reported 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 FAPIIS). This is a statutory requirement under
saction 872 of Public Law 110-417, as amended (41 U.S.C. 2313). As required by section 3010 of Public Law 111-212,
all information posted in the designated integrity and performance system on or after April 15, 2011, except past
performance reviews required for Federal procurement contracts, will be publicly available. Full reporting requirements
and procedures are found in Appendix XIi to 45 CFR Part 75 — Award Term and Conditions for Recipient Integrity and
Performance Matters.

Section VII. Agency Contacts

We encourage inquiries concemning this funding opportunity and weicome the opportunity to answer questions from
potential applicants.

Application Submission Contacts

eRA Service Desk (Questions regarding ASSIST, eRA Commons, application errors and warnings, documenting
system problems that threatensubmission by the due date, and post-submission issues)

Finding Help Online:hitp:/grants.nih.gov/suppory (Hgrants.nir.gov/support/)(preferred method of contact)
Telephone: 301-402-7469 or 866-504-9552 (Toll Free)

General Grants Information (Questions regarding application instructions, application processes, and NIH grant

resources)
Email:Grantsinfo@ nih.gov (maillo:Grantsinfo & nih.gov)(preferred method of contact)
Telephone: 301-945-7573

Grants.gov Ct Suppon(Questi garding Grants.gov registration and Worksp
Contact Center Telephone: 800-518-4726
Email:suppod @ grants,gov (mailto:support @ grants.goy)

Scientific/Research Contact(s)
Participating NiH Institutes and Centers are listed in *Comp \ts of Participating Organizations” in Par: 1. Overview

(https://grants.nih.govigrants/guide’na-files/PA-18-345 him!# ( Components_of Particinating). Scientific/Research Contact
information is listed on BQ1 Clinical Trial Required IC-Specific Scientific Interests and Contact websile

(htips-//grants.nih gov/grants/guide/contacts/parent-RO1-CT-Required.himi)

Peer Review Contact(s)

Examine your eRA Commons account for review assignment and contact information (information appears two weeks
after the submission due date).

Financial/Grants Management Contact(s)

Participating NIH Institutes and Centers are listed in "Components of Participating Organizations” in Part 1. Overview
(hitps:/grants.nih.govigrants/quida/pa-files/PA-18-345 himis _Components of Paricipating). Financial/Grants

Manag Contact inft ion is listed on the R0 Cincal Trial Required IC-Specitic Scientific Interests and Contact
wehsite (hiips:/grants.nih,gov/grants/guide/contacts/parent-R01-CT-Regquired.htmi)

Section VIII. Other Information

Recently issued trans-NiH policy notices (Jorants nih.govigrants/quideurl_redirect. ntm?id=11163) may alfect your
application submission. A full fist of policy notices published by NIH is provided in the NIH Guide for Gran‘s and Contracts
(i/grants nih govigrants/auidefurl_redirec! tm?id=11164). All awards are subject to the terms and conditions, cost
principles, and other considerations described in the N!H Grants Policy Statement

(¢/grants nih.gov/grants/guide/ud redirect.nim?id=11120).

Authority and Regulations
Awards are made under the authorization of Sections 301 and 405 of the Public Health Service Act as amended (42 USC
241 and 284) and under Federal Regulations 42 CFR Part 52 and 45 CFR Part 75.

Weekly TOC for this Announcement (/grants/quide/Weeklyindex.cim?035-08-2C)

NiH Funding Opportunities and Notices (7granis g ide/in oim')
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Note: For help accessing PDF, RTF, MS Word, Excel, PowerPoint, Audio or Video files, see Hely Downicading Files {/grats:edocs htin).
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