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8/4/22, 11:40 AM PA-20-184: Research Project Grant (Parent R01 Basic Experimental Studies with Humans Required)

Department of Health and Human Services ;

Part 1. Overview Information

Participating Organization(s)
National Institutes of Health (NIH (htip:/wvew.nib.gov})

Components of Participating Organizations

NATIONAL INSTITUTES OF HEALTH (NIH ()
National Eye Institute (NE! (htips/Avew nei nih gov/))

National Institute on Aging (INIA (hitpsiiwww Mz nh.govs))
National Institute on Alcohol Abuse and Alcoholism (NIAAA (nips “wwye.niaaa imn,gov))

Eumce Kermedy Shriver National Institute of Child Health and Human Development { NICHD
’ 1.govd})

National Institute of Dental and Craniofacial Research (NIDCR (htips /www nider.nih.gov/)

National Institute of Diabetes and Digestive and Kidney Diseases (NIDDK (hitps /Avwiw niddk ivh gov/))

National Institute on Drug Abuse (NIDA (hitps Awway drugaiuse.gov)))

Nationa! Institute of Environmental Health Sciences (NIEHS (https- /www nichs nih aov/))
National Institute of Mental Health (NIMH (littus:/www mmih, nib.govindex shimi))

National Institute of Neurological Disorders and Stroke (NINDS (htos: /www ninds nin.gov/s)

National Institute of Nursing Research (MINB (hips: /www ninr.nih gov/))

National institute on Minority Health and Health Disparities (NINHD (h_!_:ps»:.v pve. imh.nh.gov!))
National Library of Medicine (NL (it

National Center for Complementary and Integrative Health (NCCIH (hitps:-/incch.nth.gov))

sfwwew nim it gov/))

Note: Not all NiH Institutes and Centers (ICs) participate in Parent A nts. Appli should carelfully note
which ICs participate in this announcement and view their respective areas of research interest at the R01 IC-Specific
Scientific Interests and Contact website. ICs that do not participate in this annot 1t will not consider applications for
funding.

Funding Opportunity Title
Research Project Grant (Parent RO1 Basic Experimental Studies with Humans
Required)

Activity Code ’ [ ol

Announcement Type

Rei of PA-19-091 (https Yarants nih, gov/grants‘guige/pa-files/PA-19-091 hunl)

Related Notices

See Nutices of Special interast (Wtps-/granis min govigrants/quige/NOSIs 'J_u:’ inglist.elim?GuideNociD=33279)
associated with this funding opportunity

See Notices of Special interest (#grants nih gov’grants/ouide/notice-files'NQT-QD-22-023 html) related to this Funding
Opportunity

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 22018
{htipe//grants. nih.gav/grantsiguide/notice-files/NOT-0D-22-018 hmi).

S ber 13, 2021 - Upd: to the Non-Discrimination Legal Requirements for NIH Recipients. See Notice NOT-
OU 21-181 (WtipsHgrants.vh govigrants/quide/notice-filos/NOT-0OD-21-181 htnd}.

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-OD-21-169 (https/grams rih.gov/grants/guide/natice-tiles NOT-OD-21-169 hiral).

August 5, 2021 - Update: Notification of Upcoming Change in Federal-wide Unique Entity Identifier Requirements.
See Notice NOT-OD-21-17Q (hlips://grants nin.govigrants/quide/notice-hles/NOT-0OD-21-170 himi)

Aprll 20, 2021 - Expanding Requirement for eRA Commons IDs to All Senior/Key Personnel. See Notice NOT-OD-21-
109 (hups Zgrants nin gov/grants/guida/notice-fileNOT-0D-21-109 html)

See Notices of Special Interest (/ygrants nih gov/yrants/guide/notice-hiles NOT-MH-22-045 hinii) related to this -
opportunity
« May 10, 2021 - Notice of NIDCD Withdrawal trom Participation in PA-20-184. See Notice NOT-DC-21-002
{Zerants nih, gov/grants/guidernotice-tiles' NOT-DC-21-002 himi). . ‘
+ March 15, 2021 - Notice of NICHD Participation on PA-20-184 . See Notice NOT-HD-21-020 '
(forants‘guide/notica-liles/NOT -HD-21-020 i)
» December 23, 2020 - Notice of NIDDK Pamctpallon in PA-20-184. See Notice _MK_LMQ
{fgrants‘guide/maotice-1iles/NOT-DK-21-005 htrl).
« October 5, 2020 - Consolidated Nouce on NiMH Climcal Trials Policies. See Notice NOT-1H-20-1(:
{grants nih.govigrants/gui 57

https://grants.nih.gov/grants/guide/pa-files/pa-20-184.html 1712



8/4/22, 11:40 AM

PA-20-184: Research Project Grant (Parent R01 Basic Experimental Studies with Humans Required)

+ September 24, 2020 - Notice of Change to NIEHS target FOAs for NOT-HL-20-788. See Notice NOT-HL-20-
015 i‘granis‘gude’n files/N {L-20-015.htmi).
August 26, 2020 - Notice of Correction to Eligibility in NiH Funding Opportunity Announcements. See Notice

July 25, 2019 - Consolidated Notice on NIMH Clinical Trials Policies. See Notice NOT-MH-19-031
(https://grants.nih,gov/grants/guide/notice-files/NOT-ME-19-031 himb.

December 21, 2018 - NIMH Acceptance of Clinical Trial Applications under the Parent RO1 and R21 Clinical
Trial Required, or Basic Experii | Studies Involving Humans (BESH) Announcements is Limited to
Mechanistic Clinical Trials. See Notice NOT-MH-19-006 (hips:/igrants nih govigrants/guide/notice-files/NOT-
MH-12-006.html).

Fhﬂdlhﬁb}o?unny Announcement (FOA) Number
PA-20-184

Companion Funding Opportunity
PA-20-183 {hitns:fgrants.nih.govigrantsiquide/na-files/PA-20-183.htmi) R h Project Grant (Parent RO1 Clinical Trial
Required)

PA 20-185 (hitps.“grants.nih.gov/grants/guide/pa tiles/PA-20-185 html) NIH Research Project Grant (Parent RO1 Clinical

Trial Not Allowed)

Number of Applications
See Scction 1L 3 Additional Intormation on Eligibility.

Catalog of Federal Domestic Assistance (CFDA) Number(s)
93.213: 93.866; 93.173; 93.113;93.867,93.273;93.279;93.242;93.853,93.879;93.121; 93.865; 93.361, 93.847, 93.865

Funding Opportunity Purpose

The NIH Research Project Grant supports a discrete, specified, circumscribed project in areas representing the specific
i and p ies of the investigator(s).

This Parent Funding Opportunity Announcement is for basic science experimental studies involving humans, referred to
in NOT-OD-18-212 (hitps./grants.nih.cov/grants/guide notic e-fles'NOT-OD-18-212 hiil) as “prospective basic science
studies involving human participants.” These studies fall within the NiH definition of a clinical trial and also meet the
definition of basic h. Types of studies thal should submit under this FOA include studies that prospeclively assign
human participants to conditions (i.e.. experi tally ipulate independent variables) and that assess biomedical or
behavioral outcomes in humans for the purpose of understanding the fundamental aspects of phenomena without
specific application towards p or products in mind. Studies conducted with specific applications toward
processes or products in mind should submit under the appropriate ‘Clinical Trials Required' or ‘Clinical Trial Optional'
FOA.

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.

Key Dates
Posted Date
May 05, 2020

Open Date (Earliest Submission Date)
May 05, 2020

Letter of intent Due Date(s)
Not Applicable ;

Application Due Date(s)

Standard dales 1«‘_/9(.11\!5.nm_.gp_v_/’grgnls:'::wdc/ml redirect him?Zid=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. All types of non-AlDS applications allowed for
this funding opportunity t are due on the listed date(s).

Applicants are encouraged to apply early to aliow adequate time 10 make any corrections to errors found in the
application during the submission process by the due date.

AIDS Application Due Date(s)

Standard AIDS datos (/grants.nih.gov/grants’guide/un redirectnim?ig=111 12} apply.

The first AIDS application due date for this FOA is September 7, 2020.

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

Scientific Merit Review
Standard dalcs (#grants.nih.govigrants/guide/url_redirect Mm2id=1111 3) apply

Advisory Council Review
Standard dates (/grants.nih.govigrants/guide/ur)_redirect.htm?id=11113) apply

hitme:linrante nih navinrante/miide/na-files/na-20-184 html
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PA-20-184: Research Project Grant (Parent R01 Basic Experimental Studies with Humans Required)

Earliest Start Date .
Standard dates (/grants.nih.gov/grants/quiderurt_redwect.ntin?id=11113) apply i .

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 Sf 424 (R&R) Appleition Gude
(/grants.nit govigrants/guidesurt_redicect him?.d=12000),except where instructed to do otherwise (in this FOA orin a
Notice from NiH Guide for Grants ang Contracts (/grants nih gov/grants/guider)).

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 Section |V. When the program-specific instructions deviate from those in the Application Guide,
follow the program-specific instructions.

Applications that do not comply with these instructi may be delayed or not pted for i

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 options to the application forms for this
opportunity.

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

2. Use an institutional system-to-system (S2S) solution to prepare and submit your application to Grants.gov and
eRA Commons (hitp://pubiic gra.nih cev/commons’) to track your application. Check wnh your institutional

officials regarding availability.

3. Use Girants,gov (Mitpsi/ www.grants.goviwep:grants applicants/downioad-application-
package. hunlzsearch=tiueX oppNum=-a-20-184) Workspace to prepare and submit your application and cR4
Commans {htpripublic era nibigov/commons/) to track your application.

Table of Contents

Par 1. Qverview information
Key Dates
Part 2. Full Text of Annourcement
Section 1, Funding Opoottunity Description
Section Il Award Information
Section !, Eligibiity Intormation
Section IV, Applicatior and Submission inforrnation
Section V. Agplication Review Information
Section Vi. Award Admnisiration information

Part 2. Full Text of Announcement

Section I. Funding Opportunity Description

The NIH Research Project Grant (R01) supports a discrete, specified, circumscribed project in scientific areas that
represent the investigators' specific interests and competencies and that fall within the mission of the participating NIH
Institutes and Centers (ICs). The RO01 is the original, and historically the oldest, grant mechanism used by the NiH to
support health-related research and development.

Research grant applications are assigned to pamc«pahng ICs based on recorpt and referral guidelines, and many
applications are assigned to multiple partici g ICs with related h . Applicants are strongly encouraged
to identity a participating IC that supports their area of research and contact Scientific/Research stafffrom refevant iCs to
inquire about their interest in supporting the proposed research project. For specific information about the mission of each
NIH IC, visit thel st of NIt Instilutes, Centers. and Offices (hitp:/www it quviinstitutes-nihilist-nin-mstiulos -centors-
affices)website,

All applications submitted to this Parent Funding Opportunity Annc must propose basic science experimental
studies involving humans, otherwise referred to in NOT-OD-18-212 (hips “grants aih govigrants/guidenotice files/NOQT -
Q0:18-212 il as “prospective basic science studies involving human participants,” that fall within the NIH definition of a
clinical trial and also meet the definition of basic research.

NIH delines basic research consistent with the definition of basic h in federal code, “the sy ic study di d
toward greater knowledge or understanding of the fundamental aspects of phenomena and of observable facts without
specific lications towards p or products in mind.” (32 CER 272 3 (htips:iGov.eclrio/cg-bin/ e xt-idx?
SID=362aL86854280354e34042020u435 198me=true&noge=se32 2 272 13%rgn=div8)).

NIH defines a clinical trial as “A research study in which one or more h are p ively assigned to one or
more interventions (which may inciude placebo or other control) to evaluate the eﬂects of vtose interventions on heaith-

lated biomedical or bet ot " (NOT-QD-15-015 (htips.Zgrants nih.govigrants/guide/notice-files/NOT-OD-
15-015.hemb).

Types of studies that should submit under this FOA include studies that prospectively assign human participants to
conditions (i.e., experimentally manipulate independent variables) and that assess biomedical or behavioral outcomes in
humans for the purpose of understanding the fundamental aspects of phenomena without specific application towards
processes or products in mind.

https://grants.nih.gov/grants/guide/pa-files/pa-20-184.html 3112



8/4/22, 11:40 AM PA-20-184: Research Project Grant (Parent R01 Basic Experimental Studies with Humans Required)

3

) For the purposes of this FOA, “specific application towards processes or products” refers to the application of biomedical
. or behavioral products, p dures, or services | ded to affect a health-related outcome of the individual or a group of
3 individuals either by better understanding the mechanism of action of an intervention or a measurable improvement in
health.

Basic experimental studles in which participants are prospectively igned to experi | conditions and receive an
intervention or experi ipulation where the effect will be assessed for the purpose of understanding fundamental
aspects of phenomena may be submmed under this parent FOA.

Please refer to the table comparing Funding Oppedunity Types by Clinical Trial Allowablity

{hHips Zgranis.nib gov/granis/Comparison-of-FOA-Types-Clinical-Trials, odf) for additional guidance on the most
appropriate FOA for the type of study.

Prospective studies with humans conducted with specific applications towards pr or products in mind, including
FDA Phase 0 or 1 studies, mechanistic clinical trials (e.g., those that examine the mechanisms by which an intervention
works or the processes that account for an intervention's effects on clinical outcome), and safety and efficacy studies
should submit under the parent ‘Clinical Trial Required’ FOA, or other ‘Clinical Trial Required' or Clinical Trial Optional'
FOAs, but not under this FOA.

Observational studies involving humans should submit under the ‘Clinical Trial Not Allowed' FOA.

Applicants are strongly advised to conmt relevantScienific/Rosearch stalf

(nilps:/orants nih qovigrants/gui ntacis’parent-RO1-BESH.himiito discuss the mos!t appropriate mechanisms of
support for their studies.’

See Section VIii_Other Information for award authorities and regulations.

Section Il. Award Information

Funding Instrument

Grant; A support mechanism providing money, property, or both to an eligible entity to carry out an approved project or
activity.

Application Types All
Revision

New

Renewal
Resubmission

The QER Glossary, (/grants.nth.gov/granis/quide/un’_redirect. him?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 - Basic Experimental Studies with Humans: Only accepting applications that propose clinical trial(s) that also
meet the definition of basic research

heed hein dotermning wlwmgr vou are doing 2 clinical i nal? (htips:Lgranis.cin.gov/grantsiq side/url_redirect htm?
id:82370)

Funds Avallable and Anticipated Number of Awards

The number of awards is conhngem 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.

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 Niti Grants Policy. Statement ((grants.nih.govigranisiquide/url redirect him?
id=11120) will apply to the applications submitted and awards made from this FOA.

Section llI. 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 Pacilic 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)

htbme:limeante nih Anviarantelanida/na-filee/na-20-184 himl 4/12



8/4/22, 11:40 AM

PA-20-184: Research Project Grant (Parent R01 Basic Experimental Studies with Humans Required)

Local Governments

State Governments

County Governments

City or Township Governments

« Special District Governments

Indian/Native American Tribal Governments (Federally Recognized)

« Indian/Native American Tribal G (Other than Federally Recognized)

Federal Governments

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

Other

« Indep School Di

« Public Housing Authorities/Indian Housing Authorities

Native American Tribal Organizations (other than Federally recognized tribal governments)
Faith-based or Community-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 delined in ‘he NIH Grants Poficy Statement (#grants.nih.gov/grants/guideiurl_redirect hn?
id=11118), are allowed.

Required Registrations
Applicant organizations

Applicant organizations must complete and maintain the following registrations as described in the SF 424 (RaR)
Application Guide to be eligible to apply for or receive an award. All registrations must be completed 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 Policy on Late Submission of Grant Apphcations (#/grants.nih.govigrants/quide/notice-

fles NOT-0D-15-039 hil) 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) (http://tedgov.dnb.com/webtarm) - 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 well as on
the grant application.

System for Award Management (SAM) (htips iwww sam gov/portalpublic/SAM/) — Applicants must complete
and maintain an active regi ion, which requires renewal at least annually. The renewal process may require
as much time as the initial registration. SAM registration includes the assig t of a Cc ial and
Government Entity (CAGE) Code for domeslic organizations which have not already been assigned a CAGE
Code

o NATO Commercial and Government Entity (NCAGE) Code
dlgrants. vh.gevigrants‘guide/urt rediregt nim?ig=11176) - Foreign organizations must obtain an NCAGE
code (in lieu of a CAGE code) in order to register in SAM.
eRA Commans (/grants.nih.govigranis/guidefur| redirect.nim?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 Commons requires organizations to identify at least one Signing Official (SO) and at least one
Program Director/Principal investigator (PD/P1) account in order to submit an application.
+ Grants.gov — Applicants mus! have an active DUNS number and SAM registration in order to complete the
Grants.gov registration.

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

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

Eligible Individuals (Program Director/Principal Investigator)

Any individuali(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
PP on for support. Individuals from underrepresented racial and ethnic groups as well as individuals with

disabilities are always encouraged to apply for NIH support.

For institutions/organizations proposing muitiple PDs/Pls, visit the Multiple Program Director/Principal Investigator
Policy and submission details in the Senior/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 NIH Grants Policy Statement.
(Zorants.nih gov/grants/quidesur] _rodirect htm?2ii=11126)

3. Additional Information on Eligibility

Number of Applications
Appli izations may submit more than one 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:

« A new (A0) application that is submitted 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 lication that has s tial overiap with ther application pending appeal of initial peer review (see NOT-

00-11:-101 (Y/grants nih govigrants/guide/notice-files/NOT-OD-11-101.htmi))

https://grants.nih.gov/grants/guide/pa-files/pa-20-184.htm!
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Section 1V. Application and Submission Information
1. Requesting an Application Package

The application forms package specific o 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 available in

" Part 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

It is critical that applicants follow the instructions in the Research (R) Instructions in the SFa24 (R&R) Application Guide
(#grants.mh.gov/arants/guide/urt_redirect him?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 described in the SF424 Application Guide and the Table of  Page Limits
{Hgrants.nih,goviarants/ouideiur_redirect.htin?id=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
All 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
All instructions 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 foliowed.

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

PHS 398 Cover Pige Supplement
All 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 fimited Appendix materials are allowed. Follow all instructions for the Appendix as described in the SF424 (R&R)
Application Guide.

PHS Human Subjects and Clinical Trials Information

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
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.
Section 1 - Basic Information

1.4 Clinical Trial Questionnal

Applications to this FOA must propose a study that falls within the NIH definition of a clinical trial and also meets the
definition of basic research. Consequently, applicants must answer *yes” to the four questions on 1.4 Clinical Trial
Questionnaire and plete the subsequent form fields accordingly.

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 Niti Grants Policy Sialement ]
(:igrants nih gov/grants/guide/uri_redirecthim?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 lil.1 for information regarding the requirement for obtaining a unique entity identifier and for
pleting and mai ing aclive registrations in System for Award Management (SAM), NATO Commercial and
Government Entity (NCAGE) Code (if applicable), eRA Commons, and Grants.gov

4. Submission Dates and Times

part [, Overview 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

e min il mmvidmemntnlmidalna filacina 2N.184 himl
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successful submission. When a submission date falls on a weekend or Federal holiday
(htrps://grants.nih.gov/grants/guide/url _redirect.htmi?id=82380), the application deadline is aL ically
extended to the next business day.

Organizations must submit applications to Grants.gov (/grants.nih.gov/granisiguide/ur_redirecthim?id= 11128) (the
online portal to find and apply for grants across all Federal agencies). Applicants must then complete the submission
process by tracking the status of the application in the eRA Commons (/grants nih qov/granisfquide’ur! jedirect nm?
id-111235, 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 submitied 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.

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

5. Intergovernmental Review (E.O. 12372)

This initiative is not subject to inturgovarnmentul review (Zorants nin gowagranis guidelur! redirpcl m2ig=11142}
6. Funding Restrictions

All NIH awards are subject to the terms and conditions, cost principles, and other considerations described in the N1
Grants Policy Statement (//qrants.nib.gov/grants/quide/url redirect.htm?id=11120;.

Pre-award costs are allowable only as described in the NIi1 Grants Polcy Staternent
(Ugrants nih govigrants/guide/urd redirect him?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 Hii_Fligibility Informaten
contains information about registration.

For assistance with your electronic application or for more information on the electronic submission process, visit How
to Apply.— Application Guide (hitps:/grants.nih.gov/grants/how-1o-apply-application-guide.htmi). if you encounter a
system issue beyond your control that threatens your ability to complete the submission process on-time, you must
follow the MMM&MWQM&MMMMW
submission-policies/dealing-with-system-issues.htm) guidance. For assi with ission, contact the

Application Submission Contacts in Section Vi,

important reminders:

All PD(s)/PI(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 prevent the successful submission of an electronic application to
NIH. See Ssction [l 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 tips {/grants.nih govigrants/quide/ur_redirect him?id=111-16) for avoiding common errors.

Upon receipt, applications will be evaluated for completeness and compliance with application instructions by the Center
for Scientitic Review, NIH. Applicati that are incomplete or non: pliant 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
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 post-submission materials, as described in the polcy.
{//grants.nih.gov/grants/guide/url_redirect ntm?id=82299). 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 Nil{ mussion (fgrants ni gowgranis/guide urlredirect htm?a-11 1495 are evaluated for scientific and

technical merit through the NIH peer review system.

Overall Impact

Reviewers wiil provide an overall impact score to reflect their assessment of the likelihood for the project to exert a
sustained, powerful influence on the h field(s) involved, in ideration of the ¥ ing review criteria and
additional review crileria (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 to be strong in all categories to be judged likely to have major scientific impact, For
example, a project that by its nature is not innovalive 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
scientific knowledge, technical capability, and/or clinical practice be improved? How will successful completion of
the aims change the concepts, methods, technologies, treatments, services, or preventative interventions that drive
this field?
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Are the scientitic rationale and need for a clinical trial 10 tes! the proposed hypothas:g of interventio well supported by

preliminary data, clinical andior preclinical studios. of information in the liprature or know! i46.0f biological mechanisms?

For trials focusing on ciinical or public health endpeints, is this clinical trial necassary for testing the safaty. efficacy ot

ess of an intervention that could lead to a change in clinical practice, _community behaviors or heaith care policy?
-using_ on mechanistic._behavioral. physiciogical, biochemical. or olhet biomedical cndpaints. is this trial

o advance scientific understanding?

needed
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 , do they have appropriate experience and training? 4f established,
have they demonstrated an ongoing record of accomplishments that have advanced their field(s)? if the project is
collaborative or multi-PD/P1, do the investigators have pl Mtary and integrated expertise; are their

I hip app h, g and organizational structure appropriate for the project?

With regard fo the proposed leadership for the project, do the PD/PI(s) and key personnel have the expertise, experience.
and ability to organize, manage and impl 1t the proposed clinical trial and meet milestones and timelines? Do they
have appropriate expertise in study coordination, data management and statistics? For a multicenter trial, is the
organizational structure appropriate and does the application identify a core of potential center investigators and stalfing
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 refi t, imp! t, or new application of theoretical concepts, approaches or methodolog
instrumentation, or interventions proposed?
Does the design/research plan include inr ive el \is, as appropriate, that enhance its sensitivity, potential for
information or potential to adh scientific k ledge 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 included plans to address weaknesses in the rigor of prior research
that serves as the key support for the proposed project? Have the investigators presented strategies to ensure a
robust and unbiased approach, as appropriate for the work proposed? Are p ial probi 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 relevant biological variables, such as sex, for studies in veriebrate animals or human

subjects?
Study Design

Is the study design justified and appropriate to address primary and secondary outcome variable(s)/endpoints that will be
clear, informative and relevant to the hypothesis being tested? Is the scientific rationale/premise of the study based on
previously well-designed preciinical and/or clinical research? Given the methods used to assign participants and deliver
interventions, is the study design adequately p: dto the h question(s), test the prop
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 intervention arms/dose, and
duration of the trial, appropriate and well justified?

Are potential ethical issues adeq ly add d? Is the p! 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 collection? Are the planned recruitment timelines

feasible and is the plan to monitor accrual adequate? Has the need for randomization (or not), masking (if appropriate),

controls, and | ion/exclusion criteria been addi d? Are differences addressed, if applicable, in the intervention
effect due to sex/gender and fethnicity

Are the plans to standar&lze. assure quality of, and monitor adherence 10, the trial protocol and data collection or
distribution guidelines appropriate? Is there a plan to obtain required study agent(s)? Does the application propose to use
existing available resources, as applicable?

Data Management and Statistical Analysis

Are planned analyses and statistical app h 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 adequale at
clinical site(s) or at center laboratories, as applicable? Have the methods for standardization of procedures for data
management 1o assess the effect of the intervention and quality control been addressed? Is there a plan to compiete data
analysis within the proposed period of the award?

it the project involves human subjects and/or NiH-defined clinical research, are the plans to 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 1o the probability of success? Are the
institutional support, equipment and other physical resources available to the investigators adequate for the
project proposed? Wil the project benefit from unique fealures of the scientific environment, subject populations,

or collaborative arrangements?

If proposed, are the administrative, data coor dinating, enoliment and laboratory/testing centers, zppropriate for the trial
proposed?
Does the applicati dequately add! the capability and ability to conduct the trial at the proposed site(s) or centers?

Are the plans to add or drop enroliment centers, as needed, appropriate?

If international site(s) is/are proposed, does the app ! quately add the plexity of executing the clinical
trial?

If mulli-sites/centers, is there evid: of the ability of the individual site or center to: (1) enroll the proposed numbers; (t4]
adhere to the protocol; (3) collect and transmit data in an accurate and timely fashion; and, (4) operate within the
proposed organizational structure?

bt tdatnn Blanina 2N 124 himl

8/12



8/4/22, 11:40 AM PA-20-184: Research Project Grant (Parent R01 Basic Experimental Studies with Humans Required)

Additional Review Criteria ,
As applicable for the project proposed, reviewers will evaluate the following additional items while determining scientific
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 enroliment, and
planned foliow-up 1t? Is the projected timeline feasible and well justified? Does Ihe pmgoct ineorporale
efficiencies and utilize existing resources (e.g., CTSAs, practice-based h di rd
administrative database, or patient registries) to increase the efficiency of participant enrollmem and data collection, as
appropriate?

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

Protections for Human Subjects

For research that involves human subjects but does not involve one of thecategories of research that are exempt
under 45 CFR Part 46, the committee will evaluate the justification for involvement of human subjects and the
proposed protections from research risk relating 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 thal 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
bjects involy t and characteristics, and 3) sources of materials. For additional information on review of the

Human Subjects section, please refer to the Guidelines for the Review of Human Subjects

(f/grams nih.gov/grants/guide/ur] redirect htim7id=11179).

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 pians 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 (including children and older aduits) to
determine ifitis ]us!iﬁed in terms o| the scientific goals and reseavch stralegy pvoposed For additional

Clinical Research (fgrants nih.govigrants: guul furd _redirect IMim?id=111 14)
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 animals, 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 1o 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

Workshaet for Review of he Vedebrate Animal Section (Vgrants nih.gov/grants/guide/ur! redirect him?
YYOQIRSNSCI TOT Neview O] 11 (Lgranis nih.g guderyr! requectniim?

14=11150j.

Biohazards

Reviewers will assess whether materials or procedures proposed are potentially hazardous to research
personnel and/or the i nt, and if ded, 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.

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 recommended for approval 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 clearly evident.

Additional Review Considerations
As applicable for the project proposed, reviewers will consider each of the following 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 presems special opportunities for furthering research programs through
the use of unusual talent, resources, popul or al 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

Reviewers will assess the information provided in this section of the application, including 1) the Select Agent(s) to
be used in the proposed h, 2) the regi ion status of all entities where Select Agent(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 Agent(s).
Resource Sharing Plans

Reviewers will comment on whether the foltowing Resource Sharing Plans, or the rationale for not sharing the
following types of resources, are reasonable: (1) Data Sharing Plan (#grants nih.gov: granis/guide/url_redirect him?
W=11151); (2) Sharing Model Organisms (grants.nih. govigrants/guideryrd redirectnin?id=11152); and (3)
Genomic Data Sharing Plan (GDS) (#grants.nib.gov/grants/guide/url redirect him?id=11153).
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Authentication of Key Biological and/or Chemical Resources:

. For projects Invptvlng key biological and/or chemical r i will cor t on the brief plans
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

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,govigrants‘guide’ur._redirect htr?id=11154), using

the stated review criteria

(file MG JUsers/mekenziene/AppDala/Local/Micros ol Windows/INeiCache/Content Quitook/1 3VAQPZR/Research%20Draff doc# 1. Critenal,
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 highest scientific and
technical merit (generally the top hall 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 idered in making funding decisions:

« Scientific and technical merit of the proposed project as determined by scientific peer review.
« Availability of funds.
« Rel of the proposed project to program priorilies.

3. Anticipated Announcement and Award Dates

After the peer review of the application is completed, the PD/PI will be able to his or her St y St it
(written critique) via the eRA Commons (#/grants.nih.gov/grants/guide/url_redirect iim7id=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 Ni- Grants Policy Stalement
(7grants.nibgov/grants/auide/urt_redirect htm?id=11156).

Section VI. Award Administration Information

1. Award Notices

If the application is under consideration for funding, NIH will request “just-in-time" information from the applicant as
described in the NIH Grants Policy Statement (Zgrants nih,gov/grants/guide/url_redirectm?id=11157).

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 restrictions described 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 to terms and conditions found on the Award Conditions
and Infarmation for NiH Grants (/grants.nib.gov/arants/guide/url redirect htm?:d=11158) website. This includes any
recent legistation and policy applicable to awards that is highlighted on this website.

Individual awards are based on the application submitted to, and as approved by, the NiH and are subject to the IC-
specific terms and conditions identified in the NoA.

Institutional Review Board or Independent Ethics Committee Approval: Graniee institutions must ensure that protocols are
reviewed by their IRB or IEC. To help ensure the safety of participants enrolied 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 satety monitoring requires oversight and
monitaring of all NIH-conducted or -supnarted human biomedical and babavioral iniorvention studies (clinical rials) to
ensure the safety of partigipants and the validity and integiity of the data. Further infornation concerning these
requirements is found at hitp:/grants.nin.gov/qrantsipolicy/hsidata_safely.him an e application instructions (SE424
(R&R) and PHS 398).

2. Administrative and National Policy Requirements

All NiH grant and cooperative agreement awards include the NIH Grants Poiicy Statemgi!
‘grants.nih.gov/grants/guide/urd redirect.tm?id=11 120) as part of the NoA. For these terms of award, see the NIH

Granis Policy Statement Pad Il: Terms and Canditions of NIH Grani Awoards. Subnart A: General
{i/grants nih.gov/giants/guidgiur_rediract htm?id=111S 57) and Part 1 Terms and Conditions of NIH Grant Awards, Subpan
B and Conditions lor Specific Types of Grants. Grantees, and Activilies

(l/rs nts nih.gov/grants/guide/url_rediect him?id=11159). More information is provided at Award Conditions and
Information for NiH Grants (#grants.nih.govigrants/guide/t rl_redirecthim?id=11158).

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

i , religion, ience, and sex. This includes ensuring programs are accessible to persons with limited
English proficiency. The HHS Office for Civii Righls provides guidance on complying with civil rights laws enforced by
HHS. Please see hitps://www.hhs gov/civil-rights/for -providers/provider obligations/ndex. htmi (htips /www s Govicivil
rishisdor-providersiprovider-obligations/index.himi) and
nip {fw;;.bhs.gcv{q{:y’civ_!lugm_sﬂuldqvs,‘andn_‘.q{scc{ion15;_7.’_uw{nx.l1lml
(http.Aseny hihs, noviocrcviinghia/undarstanding/sectiont 557/index.humi).

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 limitati r 1t requi ts, and other iderations. Thus,

iteria in h pr Is that target or exclude certain populations are warranted where nondiscriminatory
justilications establish that such criteria are appropriate with respect to the heaith or safety of the subjects, the scientific
study design, or the purpose of the research. For additional guidance regarding how the provisions apply to NiH grant
programs, please contact the Scientific/Research Contact that is identified in Section VII under Agency Contacts of this
FOA.
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« 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 reasonable steps to provide
meaningful access 1o their programs by persons with limited English proficiency. Please see
hups:ww hhs govicivil-nghtsfor-individuals/special-topics/imited-anglish-proficiency/fact-sheat-
guidance/index htmi (hilps /fwww hhs govicivil-rightsifor-individuals/special-lopics/imited-english-proficiency/fact-
sheet-guidance/index,himi) and hitps:/iwww.lep.gov ihitpsi/Aww.len.gov). For further guidance on providing

ituraily and linguisticaiy iate services, recipi should review the National Standards for Culturally and

Linguistically Appropriate Services in Health and Health Care at hitps://minorityhealth hhs gov/omh/orowsa asnx?
=& vlid=53 {htps://mingrityheaith.hhs gov/omh/browse aspx iyl =2&lviid =63},

Recipients of FFA also have specific legal obligations for serving qualified individuals with disabilities. Please see

hitp/www hhs.gov/ocrcivilrights/understanding/disability/index him!
(hite./iwww hhs.goviocr/civilights/understanding/disability/index.html).

« HHS funded health and education programs must be administered in an environment free of sexual harassment.
Please see hitus
‘guals/sex-discrinination s

cghisfor-ug o hitmi); hitps//www2.ed.gov/about/offices/list/ocr/docs/shguide.html;
and hitps #/www aeoc,govieeoc/publicalonsiuploadits-gex, gl (hitos:wave.2e0c,gov/eeoc/publcaons/uploadfs-
sex pd?). For information about NIH's commitment to supporting a safe and respectful work environment, who to
contact with questions or concems, and what NIH's expectations are for institutions and the individuals supported
on NiH-funded awards, please see hiips //grants nih.gov/grants/policy/narassment.hia
(nitps:/grants.nib.govigrants/policy/arassment.htm).

« Recipients of FFA must also administer their programs in compliance with applicable federal religious
nondiscrimination laws and applicable federal conscience protection and associated anti-discrimination laws.
Collectively, these laws prohibit exclusion, adverse treatment, coercion, or other discrimination against persons or
entities on the basis of their consciences, religious beliefs, or moral convictions. Please see
hitos ‘Awvew hhs gov/conscience/conscience -protectionsindex hml thips //www hhs gov/cConscence conscience

protect dex aim!) and hitps:Zawww hhs goviconscience/religious-freedormindex htny
{nins:A ; hhs govicensciencesreligioys-fresdomindex htmi).

Please contact the HHS Office for Civil Rights for more information about obligations and prohibitions under federal civil
rights laws at hitps /www hhs gov/ocr/about-usicontact-usfindex htmi (hitps Zwww hhs gov/ocrabout-us/contact

us/index him!) 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 Def: Auth

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 information about an applicant in the designated integrity and perf system (ct ly 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 comment on any information about itself that a Federal agency previously entered and is
currently in FAPIIS. The Federal awarding agency will consider any comments by the applicant, in addition to other
information in FAPIIS, in making a judgement about the applicant’s integrity, busi 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 to all NIH grants and cooperative
agreements except fellowships.

Cooperative Agreement Terms and Conditions of Award

Not Applicable

3. Reporting

When multiple years are involved, awardees will be required to submit the Hesaarch Perfermance Prograss Report
(RPPR)_(farants nin govigrants/mpr/indax him) annually and financial statements as required in the NiH Grants Policy
Starement. (//grants nih govigrants/quide/ur! redirect.htm?id=11161)

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 (/grants nih.gov/grantsiguiderurl redirect hitm?

id=11161).

The Federal Funding Accountability and Transparency Act of 2006 (Transparency Act). includes a requirement for
awardees of Federal grants to report information about first-tier subawards and stive comp ion under Federal
assistance awards issued in FY2011 or later. All awardees of applicable NIH grants and cooperative ag e
required to report to the Federal Subaward Reporting System (FSRS) available at www fsrs.gov
(#grants.nih.gov/grants/guide/url_redirect itm?:d=11170) on all subawards over $25,000. See the Iiii Grants Palicy
Statement (//grants nih.gov/grants/guide/url_redirect.htrn?id=11171) for additional information on this reporting
requirement.

In accordance with the regulatory requirements provided at 45 CFR 75.113 and Appendix XliI to 45 CFR Part 75,
recipients that have currently active Federal grants, cooperative agreements, and procurement contracts from all
Federal awarding agencies 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 report and maintain the currency of information reported in the System

for Award Management (SAM)about civil, criminal, and admini p dings in cor tion 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 pi dings.P dings infl ion will be made publicly

available in the designated integrity and performance system (currently FAPIIS). This is a statutory requirement under
section 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 Xl to 45 CFR Part 75 — Award Term and Conditions for Recipient Integrity and
Performance Matters.

Section VIl. Agency Contacts

We encourage inquiries conceming this funding opportunity and welcome the opportunity to answer questions from
potential applicants.

Application Submission Contacts

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

Finding Help Online:hittp-//grants nih.gov/susport fgrants.nih gov/sunpory)(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)

https://grants.nih.gov/grants/guide/pa-files/pa-20-184.htmi
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Email:Granisinfo @ nih.gov (maillo:Grantsinfo @ nih.govi(preferred method of contact)

Telephone: 301-945-7573

Grants.gov Customer Support(Questions regarding Grants.gov registration and Workspace)
Contact Center Telephone: 800-518-4726
Email:supnen 2 grants.gov {maillo:support @ grants gov)

Scientific/Research Contaci(s)

Participating NiH Institutes and Centers are listed in "Comp \ts of Participating Organizations® in Pari 1. Overview
(nitps:grants.nih,qov/arants/guide/pa-lles PA-18-345 htnis_Comaonents of Paricipating). Scientific/Research Contact
information is listed on BQ1 Basic Experimental Studies with Humans Required IC-Specific Scientific Interests and
Contact website (hitos//grants.nin.govigrants/quide/contacts/parent-RO1-BESH.htm).

Peer Review Contact(s)
Examine your eéRA Commons account for review assignment and contact information (information appears two weeks

. afler the submission due date).

Financial/Grants Management Contact(s)

Participating NIH Institutes and Centers are listed in *Comp s of Participating Organizations® in Parl 1. Ovarview
(hitps:grants.nin. gov/grants/guide/pa-files/PA-18-345 htmi Comnponents_of_Panticinating). Financial/Grants
Management Contact information is listed on the B01 Basic Experimental Stidies with Humans Reguired IC-Specific
Scientific Interests and Contact website (htips./grants.nih.gov/granis/guide/conlacts/parent-RO1-BESH himl).

{maito:xxxx @ mail.nih.aov)

Section VIII. Other Information

Recently issued trans-NIH policy notices (#/grants.nih.govigrants/guide’url_redirect nim?id=11163) may affect your
application submission. A full list of policy notices published by NIH is provided in the NiH Guicle for Grants and Contracts
(faraats nih.govigants/guide/url_tedirect him?id=11164). All awards are subject to the terms and conditions, cost

principles, and other considerations described in the NIH Grants Policy. Statement
Jgrants.nin.gov/grants/apidorur_redirect.himPid=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 Announzement (fgrants/guid o/ Weelklyindex.cfm?05-08-20)

NIH Funding Oppontunities and Notices (‘grants/guige/index.hini)
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Note: For help accessing PDF, RTF, MS Word, Excel, PowerPoint, Audio or Video files, see Help Downloading Files {/grants/egocs. himi.
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