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' Department of Health and Human Services

Part 1. Overview Information : e

Participating Organization(s)
National Institutes of Health (1{1H (hip:/iveay.nib gov))

Components of Participating Organizations
National Institute of Allergy and Infectious Diseases (NIAID (https:/www,niaid.nih.gov/})

Funding Opportunity Title
Molecular Dynamics of HIV (RO1 Clinical Trial Not Allowed)

Activity Code

RO1 {grants.nih cov/grantsfundina/ac_search resuits.him?
text_curr=r01&Search x=0&Search y=0&Senrch Type=Activity} Research Project Grant

Announcement Type
New

Related Notices

None

Funding Opportunity Announcement (FOA) Number
RFA-AI-22-050

None

Number of Applleallbm
See Section Jil. 3. Agditiona] Information on Eligibility.

Assistance Listing Number(s)
93.855

Funding Opportunity Purpose
The purpose of this Funding Opportunity Announcement (FOA) is to support computational dy i deling of
molecular complexes regulating the HIV life cycle, immune responses, and therapeutic interventions in HIV/AIDS using
existing and new HIV and HIV/host cell structural datasets.

Key Dates

Posted Date - ' o g
June 27, 2022

Open Date (Earliest Submission Date)
November 07, 2022

Letter of Intent Due Date(s)
30 days prior to the application due date

Application Due Dates Review and Award Cycles

Renewal /
Resubmission t Advisory
/ Revision (as Scientific Council Earliest Start
New allowed) AIDS ' Merit Review Review Date
Not Applicable Not Applicable December 07, April 2023 May 2023 July 2023

2022

All applications are due by 5:00 PM local time of applicant organization.

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.

Expiration Date _
https://grants.nih.govi/grants/guide/rfa-files/RFA-AI-22-050.html 1M
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December 08, 2022

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
{hips:/grants nih gov/grants/guide/url radirect im?id=82400), except where instructed to do otherwise (in this FOA or in
a Notice from NIH Guide for Grants and Contracts (#grants.nih.govigrants/guide/urt reditect im?id=11184)).

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 instructions may be delayed or not pted for revie

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

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

Aomv Onfine Usi ing ASSI

2. Use an institutional system-to-system (S2S) solution to prepare and submit your application to Grants.gov and

eRA Commons (hitp//public 2ra nih.gov/commons/) to track your application. Check with your institutional
officials regarding availability.

3. Use Grants.gov (https//www.grants.goviweb/grants/applicants/downioad-application:
package.html#search=true&oppNum=RFA-AI-22-050) Workspace to prepare and submit your application and
eRA Commons (hitp://public era.nin.gov/commons/) to track your application.

Table of Contents
Part 1. Qverview Information

Key Dates
I men
S_QSUQILL_EMDLQ.QMHQLY_D_SAMLO_
ion Il. Award Informati

Section IlI. Eligibility Information
Section IV, Application and Submission Information
Section V. Application Review Information

ion VI. Award Administration Information

Section VI, Agency Contacts
Section Viii. Other information

Part 2. Full Text of Announcement

Section |. Funding Opportunity Description

Background
Molecular Dynamics (MD) simulates the movement of atoms and molecules over time, providing testable models of
complex molecular behavior. MD can cap ther 1t of proteins and other biomolecules in full atomic detail at

femtosecond time scales to simulate a variety of biomolecular functions, including ligand or drug binding, protein
conformational dynamics, or complex cellular processes like membrane fusion and scission. Multi-scale dynamic
modeling extends the scale of simulations to include multi-component complexes or even whole celiular environments.
Addition of the dimension of time o the three-dimensional structures already studied by structural biologists can facilitate
novel insights into their function. The goal of the modeling is to provide detailed, testable “4D" molecular models depicting
dynamic biologic processes. Over the past decade, a large number of high-resolution structures of key HIV and HiV/host
cell molecutar complexes have been solved. With this initiative, the National Institute of Allergy, and Infectious Diseases
(NIAID) intends to leverage those accumulating dalasets to better understand the dynamic interactions that exist
throughout the HIV viral life cycle.

Research Objectives

This initiative will support integrated structural, computational, and functional approaches to study the dynamics of key
molecular processes in the HIV life cycle. Applications should add: a crucial ponent of the HIV life cycle,
immunological response, or therapeutic intervention that is amenable to structural determination and dynamic modehng
Projects may not be based on purely theoretical modeling of sequence data, but instead should be d

datasets generated by appropriate atomic or molecular scale approaches such as NMR, electron microscopy or optical

techniques. Research projects should include iterative biologic testing and refin t of the computational models to
generate an accurate and rigorous model system. Approaches affording insight at ali cellular scales, from atomistic to

whole-cell resolutions, are er ged. Development of new technological innovation in modeling approaches and
computational processes is highly desired, as are projects that | ge machine k g / artificial |ntelligence to
facilitate analyses. Research teams should include computational modelers along with structural biologist: gists,

immunologists or other appropriale expertise to validate model systems. Applications that propose venebrate animal
research and/or clinical research are allowed.

Examples of h foci of include but are not limited to:

« HIV Env-mediated receptor binding and membrane fusion
« HIV capsid lnteractlons with cy(oplasmlc and nuclear transport machinery
* HIV trar and epigenetic regulation

« HIV genomic RNA recognition and recruitment to sites of viral assembly

e h Y

https://grants.nih.gov/grants/guide/rfa-files/RFA-AI-22-050.html

2/M1



7122122, 10:15 AM RFA-AI-22-050: Molecular Dynamics of HIV (R01 Clinical Trial Not Aliowed)

-

» HiV assembly, budding and release

« HIV recognition by, and escape from, innate immune factors
« Binding of HIV antigens to B-cell surface imunoglobulin receplors .
« Affinity maturation of anti-HIV neutralizing antibodies

« Mechanisms of action of novel anti-HIV therapeutics and their interactions with host or viral targets

Applications meeting the following conditions will be considered non-responsive and will not be reviewed:

« Applications that are not primarily f d on dy i deling of HIV/host cell structural data relevant to NIAID
research priorities of HIV prevention, treatment, and cure

« Applications that only involve theoretical modeling of protein/nucleic acid sequences or other biological data without
a focus on experimental structural datasets

« Applications that do not include functional analyses and testing of hypotheses derived from the modeling
simulations

« Applications that propose a clinical trial

Data Sharing

All data are expecbd to be made available to the public in a timely manner. All coordinates and structure factors, NMR

ts and ints resulting from research supported by funds from this FOA are expected to be
available from the Protein Data Bank (At /Avww r.,§3 org/ndbhoma/home dolor BioMagResBank (htips://bmrb.io/)upon
publication. Structures of pl solved by el mict py are exp d to be submitted to an appropriate
publicly accessible resource, such as the Electien .‘.ﬁgrgscopy__D-?iLBa;jh (htips. /wwer.ebl ac uk/pdbe/emdbHEMDB).
Dynamic trajectory data should be available upon publication, with preference for posting on a server that is accessible by
the public.

See Se

: 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 project or
~ Application Types Allowed i . a T
New
The OER Giossary (#/grants nih.gov/grants/guide’

provide details on these application types. OnlymoseappicanontypesllstedhereareallowedfortmsmA

~ Clinical Trial?
Not Allowed: Only accepting applications that do not propose clinical trials.

Need help determining whelher vou are doing a clinical trial? (hips:/granis.nih.gov/arants/cuide/ur! redirect.htm?
id=2370)

Funds Available and Anticipated Number of Awards
NIAID intends to commit $3,000,000 in FY 2023 to fund 3-5 awards.

Award Budget F R M .
Application budgets are limited to $500,000 in direct costs per year and should 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 NIH Grants Policy Statement (//grants nih.gov/grants/guide/ud_redirect.itm?
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 always encouraged to apply for NiH support as Public or
Private Institutions of Higher Education:

« Hispanic-serving Institutions

« Historically Biack 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
hitps://grants.nih.gov/grants/guide/rfa-files/RFA-AI-22-050.htmi 3
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« For-Profit Organizations (Other than Small Businasses)
Local Govemments

« State Governments

« County Govemnments

« City or Township Governments

« Special District Governments

« Indian/Native Ameri Tribal G its (Federally Recognized)

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

Federal Government

« 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 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 defined in the Ni Granis Poiicy Statement (/igrants.nih.gov/granis/guida/url_redirect,htm?
id=11118), are allowed.

Required Registrations
Applicant Organizations

Applicant organizations must complete 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 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 NIt Policy on Late Submission of Grant Appiications (/grants.nih.gov/arants/guide/notice-
files/NOT-0D-15-039.himl) states that failure to complete registrations in advance of a due date is not a valid reason for a
late submission.

* System for Award Management (SAM)= (hitps:/grants.nih.gov/grants/guide/url redirect.him?id=82380) Applicants
must complete and maintain an active registration, which requires renewal at least annually. The renewal
process may require as much time as the initial registration. SAM registration includes the assignment of a
C ial and Gi t Entity (CAGE) Code for domestic organizations which have not already been
assigned a CAGE Code.

° NATO Commercial and Government Entity (NCAGE) Code {//grants.nih.govi/grants/quide/url_redirect.nim?
i8=11176) - Foreign organizations must obtain an NCAGE code (in lieu of a CAGE code) in order to register
in SAM.

o Unique Entity Identifier (UEI)- A UE! is issued as part of the SAM.gov registration process. The same UEI
must be used for all registrations, as well as on the grant application.

* eRA Commons (https://grants.nih.gov/grants‘guide/url redirect.htm?id=11123) - Once the unique organization
identifier is established, organizations can register with eRA Commons in tandem with completing their full SAM
and Grants.gov registrations; all registrations must be in place by time of submission. eRA C 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 (Vgrants.nih.gov/grants/guide/url redirect.him?id=82300} ~ Applicants must have an active 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)/Pl(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 Ci if the PD/Pl 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 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 diverse backgrounds, inciuding underrepresented racial and ethnic groups, individuals with
disabilities, and women are always encouraged to apply for NiH support.

For institutions/organizations proposing multiple PDs/Pls, visit the Muitiple 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 Qllcv_ﬁl_ageane:n
(Ugrants nih.oov/grants/guide’/ur! rediract. him?id=11126)

3. Additional Information on Eligibility

Number of Applications

Applicant organizations may submit more than one application, provided that each application is scientifically distinct.
The NIH will not pt dupli or highly rlapping ications under review at the same time, per 2.3.7.4
Submission of Resubmission Aoplication

{htips://grants.nih.govigranis/nolicy/mngns/
means that the NIH will not accept:

« A new {A0) application that is submitted before i of the Y from the review of an
overiapping new (AQ) or resubmission (A1) application.

+ A resubmission (A1) application that is submitted before issuance of the summary statement from the review of the
previous new (A0) application.

https://grants.nih.gov/grants/guide/rfa-files/RFA-AI-22-050.html
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< An application that has substantial overlap with another application pending appeal of initial pesr review (see
2.3.9.4 Similar _Essentaly ldentical, o jgentical Apalicalions
{https://orants.nin.gov/grants/policy:ningnsHTMLS/seclion 212.3.¢ anpiicaion receipt_information anc deadlings.nim:: Similar.))

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 available in
Part 1 of this FOA. See your administrative office for instructions if you plan 1o use an institutional system-to-system
solution.

2. Content and Form of Application Submission

1t is critical that applicants follow the instructions in the Research (R) Instructions in the SF424 (R&R) Application Guide
{https://grants. nin.gov/arants/guidaiurl_redirecthtm?i¢=82400) except where instructed in this funding opportunity
announcement to do otherwise. Confor to the requir ts in the App ion Guide is required and strictly
enforced. Applications that are out of compliance with these instructions may be delayed or not accepted for review.

Letter of Intent

Although a letter of intent is not required, is not binding, and does not enter into the review of a subsequent application,
the information that it contains allows IC staff to estimate the potential review workload and plan the review.

By the dale listed in Part 1. Overview Informaiion, prospective applicants are asked to submit a letter of intent that
includes the following information:

« Descriptive title of proposed activity
« Name(s), address(es), and telephone number(s) of the PD(s)/Pi(s)
+ Names of other key personnel
« Participating institution(s)
« Number and title of this funding opportunity
The letter of intent should be sent to:

Vishakha Sharma, Ph.D.
Telephone: 301-761-7036
Email: vishakha.sharma @nih.gov (mallto:vishakha.sharma 2 nih,gov)

Page Limitations
All page limitations described in the SF424 Appllcahon Guide and the Table of Page Limits
{//grants nin.gov/grants/guide/ur!_rediracthim?id=11133) must be followed.

lnatmctIons for Application Submission

The ing secti ppl ts 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

, with the following additional instructions:

Facilities and Other Resources: Detail availability of sufficient computational facilities and resources to support
appropriate dynamic simulations of the problem to be addressed.

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

R&R or Modular Budget
All 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
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:

Research Strategy: Describe how the project will address a critical component of the HIV life cycle, immunological
response or merapo\mc lntetvennon that will help to inform eﬂoﬂs to prevent, treat, or cure HIV mtecﬁon Dlscuss any

1, compt and/or functi | app to g and
any new technological innovations in modeling approaches and computational processes that will be devebped and
whether machine leamning or artificial intelligence will be leveraged to facilitate analyses. Discuss approaches o iterative
biologic testing and refinement of computational models to generate accurate, rigorous model systems. Describe how the
interdisciplinary team of computational modelers, structural biologists, vuologsts immunologists, and other appropriate
expertise is structured, and how the rep d areas of expertise will the app h to validate the model
‘systems. . ’

i

Resource Sharing Plan: Indi Is are required to ply with the ir ions for the Resource Sharing Plans as
provided in the SF424 (R&R) Application Guide.

The following modifications also apply:

Al applications, regardless of the amount of direct costs requested for any one year, should address a Data
Sharing Plan.

Appendix:

https://grants.nih.gov/grants/guide/rfa-files/RFA-AI-22-050.html
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Only limited Appendix materials are allowed. Foliow 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 arch, clinical r h, and/or NIH-defined clinical trials (and when applicable, clinical
trials h experi ) foliow 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 Invoived?” 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.
Delayed Onset Study

Note: Dalayed onsel (hiips://grants nih.govigrants/glossary.himiDelayedOnsetStudy) 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 Statement
{i/grants.nih gov/grants/guige/ur! rediract.htm?id=11137}, and proced: for foreign institutions described throughout the
SF424 (R&R) Appilication Guide.

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

See Part 1. Section IIl.1 for information regarding the requirement for obtaining a unique entity identifier and for
completing and maintaining active registrations in System for Award Management (SAM), NATO Commercial and
Government Entity (NCAGE) Code (if applicable), @RA Commons, and Grants.gov

4. Submission Dates and Times

Part I Overview Informalion contains information about Key Dates and times. Applicants are encouraged to submit
applications before the due dale to ensure they have time to make any application corrections that might be necessary for
successful submission. When a submission date falls on a weekend or Federal holiday

(hitps://grants.nih.gov/grants/guide/url _redirect.himi?id=82380), the application deadline is automatlcauy extended to the
next business day.

Organizations must submit applications to Grants.cov (//grants nih gov/grantsiguida/url_redirect.him?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 Commans

(bitps://grants nih.govigrants/guide/url_redirect.htm?id=11123), NIH's electronic system for grants administration. NtH 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 eéRA Commons to ensure accurate and
successful submission.

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

§. Intergovernmental Review (E.O. 12372)
This initiative is not subject to intergovernmental review.

(https:/lgrants.nih.govigrants/policy/nihgns/mmi5/section 10/10.10.1_executive orders.htm)
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 (/grants.nin.gov/grants/guide/uri_redirect him?id=11120).

Pre-award costs are allowable only as described in the NIH Grants Policy Statement
{tigrants.nih.gov/grants/guide/url_redirect.itm?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 Il Eligibility Inlormation
contains information about registration,

For assistance with your elactronlc appllwtion or for more information on the electronic submission process, visit How o

A e S 1 plication-guide htmi). If you encounter a system
issue beryond your conuol that threatens your abmty lo complele the swmisston process on-time, you must follow the
Dealing with Sysiem Issues (htips:/grants.nih.gov/grantsihow-to-anply-application-guide/dus-dates-and-submission-
policies/dealing-with-system-issyes htm) guidance. For assistance with application submission, contact the Application
Submission Contacts in Section Vil

Important reminders:

All PD(s)/Pi(s) must include their éRA Commons ID in the Credential fieldof the Senior/Key Person Profile form.
Failure to register in the Commons and to inciude a valid PD/PI Commons {D in the credential field will prevent the

successful submission of an el ic application to NIH. See Section lll of this FOA for information on registration
requirements.
The applicant organization must ensure that the unique entity identifier provided on the application is the same

identifier 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 (#granis.nih.govigrants/guids/urd redirect tm?2id=11146) for avoiding common errors.

Upon receipt, applications will be evaluated for completeness and compliance with application instructions by the Center
for Scientific Review and responsiveness by NIAID, NIH. Applications that are incomplete, non-compliant and/or

https://grants.nih.gov/grants/guide/rfa-files/RFA-AI-22-050.html
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Post Submission Materials

Applicants are required to follow the instructions for post-submission materials, as described in the policy
(prents.nin.gov/grant
in the policy.

Section V. Application Review Information

1. Criteria

Only the review criteria described below will be considered in me review process. Applications submitted to the NIH in
support of the NiH rmission {Zgrants.aih gov/grants/guide/urt 201, =11149) are evaluated for scientific and
technical merit through the NIH peer review system.

Overall Impact

Revi will provide an i i t score to reflect their assessment of the likelihood for the project to exert a
sustained, powerful influence on the ch field(s) involved, in consideration of the following 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 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 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

sowesasmokoysuppon(ortheproposedprqedﬂgom?Ifmoaknso(mepvoioc!areadicvod.hwwmsdmﬁﬁc

knowledge, technical capability, and/or clinical practice be improved? How will ful completion of the aims
change the concepts, methods, technologies, treatments, services, or preventative interventions that drive this field?

Investigator(s)

Are the PD(s)/PI(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
collaborative or multi-PD/PI, do the investigators have complementary and integrated expertise; are their leadership
approach, govemance, and organizational structure appropriate for the project?

Innovation
Does the application challenge and seek to shift current research 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? Isa
refinement, improvement, or new application of theoretical concepts, approaches or methodologies, instrumentation,
or interventions proposed?

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 strategles to ensure a robust and
unbiased approach, as appropriate for the work proposed? Are potential problems, altemative strategies, and
benchmarks for p d? 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 vertebrate animals or human subjects?

If 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 aduits),
justified in terms of the scientific goals and research strategy proposed?

Environment

Wil 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?

Additional Review Criteria
As applicable for the project p d, revie will evaluate the following additional items while determining scientific

P

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

Protections for Human Subjects

For research that involves human subjects but does not involve one of the categories of research that are exempt
under 45 CFR Part 48, the committee will evaluate the justification for involvement of human subjects and the

d p! jons from h risk relating to their participation according to the g 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 resoarch 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 to the Guidelnes ‘or ine Review of Human Subjects
(“granis.nih.gov/grants/guide’url rediract itm?ii=11175).

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 evaluale

the proposed plans for the inclusion (or exclusion) of individuals on the basis of sex/gender, race, and ethnicity, as

https://grants.nih.gov/grants/guide/rfa-files/RFA-AI-22-050.html
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well as the inclusion (or exclusion) of individuals of all ages (including children and older adults) to determine if it is

justified in terms of the scientific goals and research stra(egy proposed For additional information on review of the
Inclusion section, please refer to the ¢ : n in Clincal Research
{grarts.nib,gov/grantsipuige’url redirac

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 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 Section (/grants.nih.gov/grantsiguide/ur radirsct hirm?id=11150).
Biohazards

Reviewers will assess whether materials or procedures proposed are potentially hazardous to research personnel
and/or the environment, and if needed, determine whether adequate protection is proposed.

Resubmissions
Not Applicable
Renewals

Not Applicable
Revisions

Not Applicable

Additional Review Considerations
As applicable for the project proposed, reviewers will consider each of the following items, but wili 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 furthering research programs 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

Reviewers will assess the information provided in this section of the application, including 1) the Select Agent(s) to be

used in the proposed research, 2) the registration status of all entities where Select Agent(s) will be used, 3) the

procedures that will be used to monitor possession use and transfer of Select Agent(s), and 4) plans for appropriate

biosafety, biocontainment, and security of the Select Agent(s).
Resource Sharing Plans
Revi will t on whether the following Resource Sharing Plans, or the rationale for not sharing the

following types of resources, are reasonable: (1) Data Sharing Plan (/grants.nin.gov/granis/guide’urt_redirect.htm?
id=11151); (2) Sharing Model Qrganisms (hitps://grants nih gov/grantsipolicy/modeal_organism/); and (3) Genomic

Data Sharing Plan (GDS) (https:/iosp.od.nih.gov/scientific-sharing/policies).
Authentication of Key Biological and/or Chemical Resources:

For projects involving key biological and/or chemical resources, revi will 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 research.
2. Review and Selection Process

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

by the National Institute of Allergy and Infectious Diseases, in accordance with NIH peer review policy and procedures
{/grants.nih.gov/granis/guide/url_redirect.htm?id=11154), using the stated review criteria
(tile:///C/Users/mckenziene/AppData/l ocal!Microsoft/Windows/iNetCache/Conte J
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 process in which only those applications deemed to have the highest scientific and

technical merit (generally the top half of applications under review) will be discussed and assigned an overall impact
score.

Appeals (htips:/igrants.nih.govigranis/nolicy/ningns/himis/section 2/2.4.2 appeals of initial scientific_review him)jof
initial peer review will not be accepted for applications submitted in response to this FOA.

Applications will be assigned to the appropriate NIH Institute or Center. Applications will compete for available funds with

all other ded applications submitted in response to this FOA. Following initial peer review, recommended
ap will ive a d level of review by the National Advisory Allergy and Infectious Diseases Council . The
f ing will be idered in making funding decisions:

« Scientific and technical merit of the proposed project as determined by scientific peer review.

» Availability of funds.
* Relevance of the proposed project to program priorities.

3. Anticipated Announcement and Award Dates

After the peer review of the application is completed, the PD/PI will be able to access his or her Summary Statement

(written critique) via the ¢RA_ Cammons (https:/grants.nih, gov/grants’guide/url _rediract.htm?id=11123). Refer to Part 1 for

dates for peer review, advisory council review, and earliest start date.

https://grants.nih.gov/grants/guide/rfa-files/RFA-AI-22-050.html
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Information regarding the disposition of applications is available in the N!H Grants Pol oy Stalement
{Z/arants.nih govigranisiguiderur redirect him?id=111205.

Section V1. Award Administration Information
1. Award Notices

If the application is under consideration for funding, NiH will request "just-in-time" i ion from the app as
described in the NIH Grants Pelicy Statement (hitos “arants.nin sovigrantsinolicy/ningesHTMLS/section_2/2.5.1_just-ie-
ume aroceduras him).

A formal notification in the form of a Notice of Award {NoA) will be provided to the applicant organization for successful
applicaﬁons.TheNoAsignodbymegrantsmanagementofﬁcetism:ummzingdocumentmdwﬂlbe sent via email to
the recipient's business official.

Recipients 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 allowable pre-award costs.

Any application awarded in response to this FOA will be subject to terms and conditions found on the Award Conditions
and Information for NiH Grants (httes://grants nih.govigranisipolicy/nihgps/HTMLS/part_ii_subpart b.nim) website. This
includes any recent legislation and poficy applicable to awards that is highlighted on this website.

Institutional Review Board or Independent Ethics Committee Approval: Recipient 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 recipient
must provide NIH copies of documents related to ali major changes in the status of ongoing protocols.

2. Administrative and National Policy Requirements

All NiH grant and cooperative agreement awards include the NIH Grants Policy Statement
{/igrants.nih.gov/granis/quidelurl_redirect him?id=11120) as part of the NoA. For these terms of award, see the NiH
Granls Policy Statement Par ii: Terms and Condutions of NiH Grant Awards. Subpart A: General
{iigrants.nin.cov/grants/guide/uri_radirecthtm?id=11157) and Part I, Terms and Conditions of NiH Grant Awards. Subpart
B: Terms and Conditians for Specific Types of Grants. Becipients, and Actvities
(V/grants.nih.gov/grants/guidefurl_redirecthim?id=11 159), including of note, but not limited to:

(htips fgrants.nih.govigranis/policy/nihgns/HTML 5/section 1_federabwi T n nditi research_arants.htm)
« Prohbition on Certain Telec qnicat V St i v uigmant

(https #/grants.nin.gov/granis/guide/nolice-files/NOT-OD-21-04 1.himi}
» Acknowiedgment of Federal Funding
(nitps:i/grants.nih.gov/grants/policy/ningps/HTMLS/section_4/4.2.1_acknowled gement of federal funding.him)

uamdpientissucoossfulandrooeivesaNoﬁcoowaard.hawop&\gmomrd.mmdphmagmsmatmwwﬁvlﬁes
mdorlhemrdmswieclwﬂlmsmonﬂyhema«mmnmmmmpemddhmm.m
Department regulations and policies in effect at the time of the award, and applicable statutory provisions.

Should the applicant organization successfully compete for an award, reciplents of federal financial assistance (FFA) from
HHS must administer their programs in compliance with federal civil rights laws that prohibit discrimination on the basis of
race, color, national origin, disability, age and, in some circumstances, religion, conscience, and sex (including gender
identity, sexual orientation, and preg ). This inciud ing prog! are ible to persons with limited
English proficiency and persons with disabilities. The HHS Office for Civil Rights provides guidance on complying with civil
rights laws entforced by HHS. Please see hitps://www,hhs. gov/civil-righisior-providersiprovider-obligations/index.htmi
(hitps:/Aweny hhs gov/civil-rights/lor-providers/orovider-obligations/index.himi) and htips:/Awww.hhs.govicivil-rightsfor-
xmwmm;ﬂu_\flaggmmum;zs:/lwm;.bhs.govlgivil-rigmgﬂgr-iggMggl&MiscrimingﬁoMndex,mml)_

HHSraoognlzsematreswchprojectsmoﬂenImnedlnwopelormanyrummmnmmham,sud\am
principal investigator's scientific interest, funding limitations, recruitment requirements, and other considerations. Thus,
criteria in hp i ngetouxdudeceminpopulaﬂommwmmtedwmmmm
]ustiﬁcaﬂonsestabﬁshthatswhuneﬁaareappmpﬂatewimrespecttomeheamwfmwdmsubieas.mosclemmc
Mydesim.ormepurposedthemseamh.ForaddiﬁmalgddanceregudimhowheprovismmtoNle
programs, please contact the Scientific/Research Contact that is identified in Section Vil under Agency Contacts of this
FOA.

Y

« Recipients of FFA must ensure that their programs are accessible to persons with limited English proficiency. For
guidance on meeting the bgalobﬁgaﬂontotaknmasonabhstepsﬁocnsummemhgﬂawessbumms or
activities by limited English proficient individuals see ntips:/‘ww.hhs.gov/civil-rights/lor-individuais/special-
topics/liimited-english-proticiencyAact-sheet-guidanca/index him! (hits:/www.hhs.gov/civil-rightsifor:
individuals/soecial-lopics/limited-english-proticiency/tact-sheel-guidance/index himi) and htips:/#aww.lep.gov

_ (https:/wwny.ten.govi.

« For information on an institution’s specific legal obligations for serving qualified individuals with disabilities,
including reasonable accommodations and making services accessible to them, see
hitp. s hns. govicer/civilrights/understanding/disability/index.himl
(ntin:/Awww hng gov/ocricivilrights/understanding/disability/index.htmi}.

« HHS funded health and education programs must be administered in an environment free of sexual harassment,
see hitps:/www.hhs gov/civil-ightsAor-individuals/sex-discriminationiindex html (htips:ifwww hhs gov/civil-
rights for-indviduals/sex-discrimination/indax hiiml). For information about NiH's commitment to supporting a safe
and respectful work environment, who to contact with questions or and what NIH's expectations are for
institutions and the individuals supported on NIH-funded awards, please see
https://grants.nih.cov/grants/oolicy harassment him (https://grants.nih.cov/grants/policy/harassiment.him).

« For guidance on administering programs in compliance with applicable federal conscience protection and
associated anti-discrimination laws see hitos Awwew, hhs.goviconsciencelconscience-protectionsfindex. htmi
{httos iweny hhs Gov/coNsCience/gonsaiance -

protectionsfindax ntmi) and
hitps:#www hns.goviconseienceeligious-treegom/ingex. fitm! (hips/www blis goviconscience/religious.
freedomvindex html).

Please contact the HHS Office for Civil Rights for more information about obligations and prohibitions under federal civil
rights laws at nttps Zveave.nhis goviccr/about -ys/contact-us/index.mmi (htps: fwww hhs goviocr/about-us/contact:
usiingex.htmi 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 ion about an i in the designated integrity and performance sy (currently FAPIIS) prior to

https://grants.nih.gov/grants/guide/rfa-files/RFA-AI-22-050.html
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making an award. An applicant, at its option, may review information in the designated integrity and performance systems
accessible through FAPIIS and on any inf ion about itself that a Federal agency previously entered and is
currently in FAPIIS. The Federal awarding agency wilt consider any comments by the applicant, in addition to other
information in FAPIIS, in making a judgement 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 and 2
CFR Part 200.206 “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, recipients will be required to submit the Research P";Q_m‘ ance Progress Repont

(RPPR)_(//grants.nin.gov/grantsirpprindex him) annually and financial statements as required in the Nild Grants Policy
Statement. (https:/grants nih gov/grants/paticy/nihgps/HTIML 5'saction 8/8.4.1 reparting.htm)

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 Gran!s Policy Statement
(https://grants.nih.gov/grants/policy/ningns/HTML S/section 8/8.8 closeout.him), NIH FOAs outline intended research
goals and objectives. Post award, NIH will review and measure performance based on the details and outcomes that are
shared within the RPPR, as described at 45 CFR Part 75.301 and 2 CFR Part 200.301.

The Federal Funding Accountability and Transparency Act of 2006 (Transp: y Act), includes a requirement for
recipients of Federal grants to report information about first-tier subawards and executive compensation under Federal
assistance awards issued in FY2011 or later. All recipients of applicable NIH grants and cooperative agreements are
required to report to the Federal Subaward Reporting System (FSRS) available at www.Isrs.gov
{#/grants.nih.gov/grants/quide/url redirect.ini?id=11170) on ali sub ds over $25,000. See the Niti Grants Policy
Statement
(hitps:/foranis.nin.gov/grants/policy/ning
for additional information on this reporting requirement.

In accordance with the reguiatory requirements provided at 45 CFR 75.113 and Appendix Xli 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 administrative proceedings in connection with the award or performance of a
Federal award that reached final disposition within the most recent ﬁvo-yoar period. The recipient must also make
semiannual disclosures regarding such p dings. P! di f tion will be made publicly available in the
designated integrity and performance system (currently FAPIIS) This is a statutory requi 1t under ion 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 per!ormance reviews
required for Federal procurement contracts, will be publicly available. Full reporting req ts and pi are
found in Appendix X! 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 welcome 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 threaten submission by the due date, and post-submission issues)

Finding Help Online: hitp://grants.nih.gov/support/ (//granis.nih.govisupport/) (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: Granisinfo@nih.gov (mailio:Grantsinto@ nih.gov) (preferred method of contact)

Telephone: 301-945-7573

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

Scientific/Research Contact(s)

David McDonald, Ph.D.

National Institute of Allergy and Infectious Diseases (NIAID)
Telephone: 301-761-7815

Email: david.mcdonald @ nih gov (mailto:david mcdonald @nin.aoy)

Peer Review Contact(s)

Vishakha Sharma, Ph.D.

National Institute of Allergy and Infectious Diseases (NIAID)
Telephone: 301-761-7036

Email: vishakha.sharma € nih.gov (mailto;vishakha sharma @ nib.gov)

Financial/Grants Management Contact(s)

Ann Devine

National Institute of Allergy and Infectious Diseases (NIAID)
Telephone: 240-669-2988

Email: adevina @ niaic.nib.gov (mailto,adevine & nizid.ain.gov}

Section VIII. Other Information

Recently issued trans-NIH j:olicy notices {/grants.cih.govigrants/guide/uri rediroct.ntm?id-11163) may affect your
application submission. A full list of policy notices published by NIH is provided in the NIH Guide for Grants and Contracts
{#/grants nin.gov/grants/guide’ur redirect him?id=11163). All awards are subject to the terms and conditions, cost
principles, and other considerations described in the NiH Grants Policy Statement

{/grants.nih.gov/grants/guide/uri redirect htm?id=11120).

Authority and Regulations

https://grants.nih.gov/grants/quide/rfa-files/RFA-Al-22-050.html
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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 {igrants'guideWeeklylncex.cfm?07-01-22)
| Funding Opportunitigs and Notices {(‘grants:guide/index.iim )

m) National Institutes of Health tiorasicarhim)
Office of Extramural Research

£ . Department of Health
i ttp: fwwew hhs govl)
x@‘m‘ et DRS.02Y 4 nd Human Services (HHS)
] _{hit:/Awwew usa.gov/)
USA.gov..
NIH... Turning Discovery Into Health”

Note: For help accessing PDF, RTF, MS Word, Excel, PowerPoint, Audio or Video files, see Heip Downloading Files
tigrantsiedocs. htm).
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