kg
1L ®E HlE Ry

]




NIH 101
Demystifying the NIH grant process




NIH Organization
NIH Consists of
27 Institutes and Centers

NIBIB '
@ @@ Unique missions
Separate budgets
Shifting priorities
Balance portfolios differently

N|H = Extramural only See here for NIAID financial

management plan

@



https://www.niaid.nih.gov/grants-contracts/financial-management-plan

Funding and resources available from NIAID

Monoclonal antibodies
Vaccines Diagnostics

Non-traditional antibiotics
Small molecules

Host-targeted therapies
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Basic Research

Basic & Applied Research Product Development Research Services
R01/R21 Contracts Contracts
BAA Preclinical services

National Institute of
N I H Allergy and
Infectious Diseases



https://www.niaid.nih.gov/research/therapeutic-development-services

Types of NIH funding mechanisms

Unsolicited grants are the cornerstone
of the NIH research portfolio

unique due date &
review

standard due
dates and review

National Institute of
N I H Allergy and
Infectious Diseases




Types of NIH funding mechanisms

Foreign institution eligibility?

maybe

usually

National Institute of
N I H Allergy and
Infectious Diseases



Types of NIH funding mechanisms

RO1 Most commonly used grant program

« Utilized by all Institutes, special consideration for New Investigators
« Up to 5 years; $500K direct costs/year; renewable
» PA-20-185 (no |ICT), PA-20-183 (clinical trial required)

R21 Exploratory/Developmental award

» Support for early stages of project
« 2 years; $275K total direct costs; not renewable
* PA-20-195, ...look carefully in Part 1 of NOFO

SmaII grant program

* Pilot, feasibility studies, collection of data, secondary analysis
« 2 years; $50K per year7; not renewable
« Utilized by most Institutes, PA-20-200

National Institute of
)fﬂiﬁéi?%aseases Description of NIH grant mechanisms



https://grants.nih.gov/grants/guide/pa-files/PA-20-185.html
https://grants.nih.gov/grants/guide/pa-files/PA-20-183.html
https://grants.nih.gov/grants/guide/pa-files/PA-20-195.html
https://grants.nih.gov/grants/guide/pa-files/PA-20-200.html
https://grants.nih.gov/grants/funding/funding_program.htm

Flow chart of NIH grant application

A
é Submit grant application

/’\. Institute for funding

consideration, such as

CSR/Scientific
Review Officer

NIAID
|
Grants % :
= . Study section for
management Program Officer a0 z
2 peer review
specialist '&‘
funded
= (B - Summary
: — statemen
National Institute of |I reSmeIt — TOD 50%
NI ) Allergy and e — discussed
Infectious Diseases



https://www.niaid.nih.gov/grants-contracts/apply-grant
https://www.nih.gov/institutes-nih/list-institutes-centers
https://www.nih.gov/institutes-nih/list-institutes-centers
https://www.niaid.nih.gov/about/grants-management-program
https://www.niaid.nih.gov/about/grants-management-program
https://www.niaid.nih.gov/about/grants-management-program
https://grants.nih.gov/help/ic-staff-roles
https://public.csr.nih.gov/ForReviewers/MeetingOverview/RoleofSRO
https://public.csr.nih.gov/ForReviewers/MeetingOverview/RoleofSRO
https://www.youtube.com/watch?v=fAFth5aiBpU
https://www.youtube.com/watch?v=fAFth5aiBpU
https://www.niaid.nih.gov/grants-contracts/scoring-summary-statements
https://www.niaid.nih.gov/grants-contracts/scoring-summary-statements
https://www.niaid.nih.gov/grants-contracts/scoring-summary-statements
https://www.niaid.nih.gov/grants-contracts/scoring-summary-statements

NIH grant applications...finding a fit

Research Organizations ~ Workforce  Funding Reports Links and Data About Contact FAQ Q

P
m) Fifear?hl:\;’-:ls—nfoﬁo Online Reporting Tools . Re S e a rC h

HePORTER Ofsck s 1 Portfolio Online
e UuiC earc -
Reporting Tools

e = (RoPORT)

Enter just about anything to search: text, Pl names, project numbers, fiscal year, agency, etc.

® NIH Grants and

’ Ny EP Q
2 - ¢ - Fundin
RePORTER Matchmaker Awards by Location Categorical Spending NIH Data Book 49-

Welcome to — ¢ Sign up for NIH

Research Portfolio Online Reporting Tools

NIH COVID-19 Research 1
(REPORT) Explore NIH's comprehensive summary of ongoing fu n d I n q n eWS

COVID-19 research, including funding, clinical trials,
In addition to carrying out its scientific mission, the NIH exemplifies and promotes the highest level of public and more

oo ¢ Cleared Council
National Institute of COnCe DtS
NIH Allergy and

Infectious Diseases



https://report.nih.gov/
https://report.nih.gov/
https://report.nih.gov/
https://report.nih.gov/
https://grants.nih.gov/funding/index.htm
https://grants.nih.gov/funding/index.htm
https://grants.nih.gov/grants/guide/listserv_dev.htm
https://grants.nih.gov/grants/guide/listserv_dev.htm
https://www.niaid.nih.gov/grants-contracts/potential-opportunities
https://www.niaid.nih.gov/grants-contracts/potential-opportunities

Example of Approved Council Concepts

Table of Contents

Fiscal Year (FY) 2024 Division of Microbiology and Infectious Diseases (DMID) Concepts

+ Notice of Special Interest (NOSI) — Advancing Biomedical Research in Pulmonary Non-Tuberculous

Mycobacterial (NTM) Infections

+ Notice of Special Interest (NOSI) —Promoting Research and Development of Vaccines Against Enteric Viruses

« Notice of Special Interest (NOSI) — Understanding Immune Evasion in Tickborne Diseases

+ Notice of Special Interest (NOSI) —Understanding Mucosal Immunity Against Enteric Eukaryotic Pathogens to

Advance Discovery of New Interventions

+ Notice of Special Interest (NOSI) — Using Targeted Degradation of Protein and Non-Protein Targets for the

Development of Novel Anti-Infectives

FY 2025 DMID Concepts

« Research Tools for Difficult to Culture Eukaryotic Pathogens

+ Centers for Research in Emerging Infectious Diseases (CREID) Network

« Centers for Research in Emerging Infectious Diseases (CREID) Network Coordination Center




NIH grant applications...getting started

ABOUT GRANTS Grants Process Overview

Grants Process Overview . o . X
Learn about the steps required for an application to proceed from planning and submission through te award and cleseout. Drill down to learn

more about each step in the process for guidance that can maximize your understanding of the grants process and help you submit a successful

How to Apply ,  grantapplication. .
mVIDEO: Fundamentals of the NIH Grants Process &

Application Referraland  + Grants Process Qverview (PDF, 908 KB) N I I I Web reSOu rces

Review

Get Started +

Pre-Award and Post- +

Award Processes @ Get Started °®

Forms Library

NIAID web resources

Information For + Learn the Basics Plan Your Approach

. .
Learn how NIH approaches grant funding and how your Find and funding opportunities, [ ] m | | I tl n
research fits into our research portfolio. Make sure to research is original, understand your organization’s

xplore the dif types of grant progr. frered internal procedures, and prepare to write a competitive

at NIH, slong with the cligibility requirements. application.

®* Unsolicited research

Apply for Grant Funding

Prepare to Apply Write Application Submit o IndiViduaI FG”OWShiDS

Ensure all registrations are in place, Obtain and complete application Submit your application to NIH. Track

get familiar with requi form: ovided instructions. and view your application o verify receipt

and choose which of the available Find information on developing your and to confirm that the assembled  document

agn
submission options you will use. budget and formatting attachments. correctly reflects your submission. o ( :a ree r' tra n S Itl O n

[+ &8 Weeks Before Submission] [Submit esriy!]

Q Application Referral & Review awa rd S

National Institute of

N I H Allergy and

Infectious Diseases



https://grants.nih.gov/grants/grants_process.htm
https://grants.nih.gov/grants/grants_process.htm
https://www.niaid.nih.gov/grants-contracts/apply-grant
https://www.niaid.nih.gov/grants-contracts/sample-applications
https://www.niaid.nih.gov/grants-contracts/unsolicited-investigator-initiated-research
https://researchtraining.nih.gov/programs/fellowships
https://researchtraining.nih.gov/programs/career-development
https://researchtraining.nih.gov/programs/career-development

Preparing an NIH grant application

® Learn NIH institutes’ priorities & goals
®* Know the literature and the gaps you’re filling

— ®* Propose your best ideas with passion and

— commitment

p— * Be familiar with the NIH application and review
process

® Learn what reviewers look for in applications

® Be familiar with the criteria that affect Overall
Impact

National Institute of
NIH Allergy and
Infectious Diseases




Know how to decode the “NOFO”

Part 1. Overview Information Table of Contents
Participating Org: 1(s) National Institutes of Health (NIH)
Components of Participating Organizations National Institute of Allergy and Infectious Diseases (NIAID Part 1. Overv:ew Information
Key Dates
i ity Tt Part 2. Full Text of
Filaing Gpporiimiy Tie Novel approaches to understanc : AROSLTIN o
: it . Section |. Funding Opportunity Description

dlagnose COCCIdIOIdomyCOSIS (V Section Il. Award Information

select endemic fungal infections Section ll. Eligibility Information

Allowed) Section IV. Application and Submission Information
T o b i e Section V. Application Review Information

v e esearc roje ran’
: Section VI. Award Administration Information

Announcement Type New Section VII. Agency Contacts
Related Notices « December 19, 2018 - Notice of Changes to PA-19- Section VIII. Other Information
Funding Opportunity Announcement (FOA) il Ry
e PA-19-082

Tour an annotated FOA

National Institute of e ResponSive! eligible! SpeCiaI
NIH AT review criteria.....



https://grants.nih.gov/grants/Annotated_FOA.pdf

International applications

® Many NIH funding mechanisms allow foreign
@ applicants

® Check Section Ill of NOFOQO for eligibility

@ ® Foreign justification is required and discussed
after application is scored

® US collaborators are not required

‘ ¢ Collaborative team should support the science
proposed

National Institute of

)fl'lifii,ii‘%iseases See here and here for more information



https://grants.nih.gov/grants/foreign/index.htm
https://www.niaid.nih.gov/grants-contracts/international-applications

International Eligibility

ide NIAID NIH Listserv B Secure Emailand Fi.. [§) QVR ) NIH Extramural Intr.. @ NIH JumpStart G Google Imported From IE »

Department of Health and Human Services

Part 1. Overview Information

Participating Organization(s) National Institutes of Health (NIH)
Components of Participating Organizations National Institute of Allergy and Infectious Diseases (NIAID)
FinGnoiopeouiniy Tide Research Tools for Difficult to Culture Eukaryotic

Pathogens (R61/R33 Clinical Trial Not Allowed)

Section lll. Eligibility Information

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 N/H Grants Policy Statement, are allowed.

National Institute of Required Registrations
N I H Allergy and

Infectious Diseases




Preparing an NIH application

Specific Aims: put your best foot forward

° Include objective and/or hypothesis R e wdTY

* If application is not hypothesis-driven, m# MMMMM \'v
explain why the work is important -0 -@

nnnnnnnnnnnnnnnnnn

* Describe the gap your application will fill

° Aims should be inter-related without being
too co-dependent

* Be realistic: do not propose too much for
the time available

National Institute of
Allergy and
Infectious Diseases



https://www.nature.com/articles/s41590-022-01252-9
https://www.nature.com/articles/s41590-022-01252-9

Preparing an application

Facilitate the Review

° Have clear organization and headers
° Make it visually appealing and readable

° Figures, tables, diagrams, flow-charts of adequate
resolution

° Cross-reference, label, number everything
* Watch out for typographical errors
* Tips and tricks at Center for Scientific Review (CSR)

National Institute of
NIH Allergy and
Infectious Diseases



https://public.csr.nih.gov/

Preparing an application

Study Sections:
most applications reviewed at
CSR

« applications assigned based
on area of science

* RFAs are generally reviewed
by sponsoring institute

* Tools to find a study section

 Use PHS assignment request
form

National Institute of
N I H Allergy and
Infectious Diseases



https://public.csr.nih.gov/ForApplicants/PlanningAndWriting/TargetYourApplication
https://grants.nih.gov/grants/how-to-apply-application-guide/forms-e/general/g.600-phs-assignment-request-form.htm
https://grants.nih.gov/grants/how-to-apply-application-guide/forms-e/general/g.600-phs-assignment-request-form.htm
https://public.csr.nih.gov/StudySections/DPPS/IIDA/PTHE
https://public.csr.nih.gov/StudySections/DPPS/IIDB/IHD
https://public.csr.nih.gov/StudySections/DPPS/IIDA/III
https://public.csr.nih.gov/StudySections/DPPS/DCAI/AIRT
https://public.csr.nih.gov/StudySections/DBIB/MGG/GVE

Frequent reviewer comments

What are some common obstacles encountered in study section?

Too
ambitious

National Institute of
N I H Allergy and
Infectious Diseases



Understand the review process

Overall Impact and the Five Review Criteria

* Assessment of the likelihood for the project to exert a sustained, powerful
influence on the research field(s) involved

* Likelihood (i.e., probability) is primarily derived from the investigator(s),
approach and environment criteria

* Sustained powerful influence is primarily derived from the significance and
innovation criteria

For due dates on/after Jan 2025 Simplified Peer Review
Framework

* 3 factors will be considered, 2 will be scored and will include approach,
significance, innovation

National Institute of
Allergy and
Infectious Diseases



https://grants.nih.gov/grants/peer/critiques/rpg.htm
https://grants.nih.gov/policy/peer/simplifying-review/framework.htm
https://grants.nih.gov/policy/peer/simplifying-review/framework.htm

Understand the NIH fiscal year

UH2/UH3
renewal, resubmission, revision

L. L Cycle | Cyclell Cycle Il
Activity Codes Program Description
Due Date Due Date Due Date
RO1 Research Grants
February 5 June5 October 5
new
R03, R21, R33, R21/R33, R34, R36, U34, UH2, UH3, Other Research Grants and Cooperative February 16
UH2/UH3 Agreements June 16 October 16
new
RO1 Research Grants
o . March 5 July 5 November 5
renewal, resubmission, revision
R03, R21, R33, R21/R33, R34, R36, U34, UH2, UH3, Other Research Grants and Cooperative
Agreements March 16 July 16 November 16

National Institute of
N I H Allergy and
Infectious Diseases



https://grants.nih.gov/grants/how-to-apply-application-guide/due-dates-and-submission-policies/due-dates.htm

Understand the NIH fiscal year

Submission to funding timeline

Fiscal Year
Review NIAID c a = " z c _ o a - 2 g - a = s z c _ 5 -
cycle Council i & = < = ] ] I a [s] 2 = = S = < = = a < A
cycle | |September Due dates Review possible payment
cycle Il |January Due dates Review | possible payment
cycle lll |June | | | Due dates Review | | | possible payment

National Institute of
NIH Allergy and
Infectious Diseases

Maximum time ~1.5 years
Minimum time ~6 months
Multiple submissions are usually
required

Some Institutes post paylines

NIAID Timeline and due dates



https://www.niaid.nih.gov/grants-contracts/niaid-paylines
https://www.niaid.nih.gov/grants-contracts/timelines-due-dates

Communicating with program officers

Do program officers welcome communications from applicants?

YESI

0 determine if research fits the Institute’s mission
4 find out about possible funding opportunities
4 inquire about end of year opportunities

[ discuss review and decode summary statement

National Institute of
N I H Allergy and
Infectious Diseases




Communicating with program officers

Summary statements and the 7 stages of grief

O be opento
constructive criticism

* Initial paralysizat hearing the bad news.

Den ia I * Trying to avoid the inevitable.

* Frustrated outpouring of bottled-up emotion.

1 be prepared to go
through summary
statement point by
point

e s ® . -
Bal‘ga"]"]g * Seeking in vain for a way out.

* Final realization of the inevitable,

* Seeking realistic solutions,

Finally finding the way forward.

Acceptance |

National Institute of
N I H Allergy and
Infectious Diseases




Additional support for researchers

Product Development Services
'ﬁ
Basi Diagnostics
HM & Vaccines
B Therapeutics
-

Research Tools and Biological Materials

www.hiaid.nih.gov/research/resources

www.niaid.nih.gov/research/therapeutic-development-services



https://www.niaid.nih.gov/research/therapeutic-development-services
https://www.niaid.nih.gov/research/resources

Resources for Researchers

Synthesis & Manufacturing

= Medicinal chemistry synthesis

= Small molecule manufacturing

= Vaccine manufacturing

= Biopharmaceutical manufacturing (for
products containing monoclonal antibodies,
recombinant proteins, peptides, and nucleic
acids)

= Diagnostics reagent production or
procurement

Efficacy Studies

= In vitro MIC

* Hollow fiber infection models

= Validated animal infection models

= Developing new animal infection models

Non-clinical Studies

* [n vitro ADMET profiling

+ Screening pharmacokinetics (mouse, rat,
hamster) -

+ Bioanalytical method development and
qualification

*+ Mon-GLP and GLP pharmacokinetics

*+ Mon-GLP and GLP safety and toxicology

* Assay development for non-clinical and
clinical samples

+  Immunogenicity

Documentation and planning

support =

* Product development plan production

* Support for regulatory activities and
documentation

Interested in PCS? Email: erin.zeituni@nih.gov, erica.raterman@nih.gov Interested in
more information on PCS and contacts? See: https://www.niaid.nih.gov/about/dmid-

preclinical-clinical-services-contacts




Additional support for researchers

O el RESOURCES  ~SRTah: g

NT ki
TETRAMER
C CORE
FACILITY
Fungal & Oomycete Informatics Resources | Vv - d d
accine Adjuvant Compendium

Qk)' IMMPORT Q IMMUNE EPITOPE DATABASE
7’:** Shared Data .‘ AND ANALYSIS RESOURCE

SUPPORTING INFECTIOUS DISEASE RESEARCH

@ FungiDB™~*



https://www.beiresources.org/Home.aspx
https://csgid.org/
https://tetramer.yerkes.emory.edu/
https://vac.niaid.nih.gov/
https://www.immport.org/shared/home
http://www.iedb.org/
https://fungidb.org/fungidb/app
https://www.beiresources.org/Home.aspx
https://csgid.org/
https://tetramer.yerkes.emory.edu/
https://vac.niaid.nih.gov/
https://www.immport.org/shared/home
http://www.iedb.org/
https://fungidb.org/fungidb/app

Thank You

Contact Information:

g ¥

-
Dona Love
Dona.Love@nih.gov

Text/Call: 240-695-7097

| o=

National Institute
Allergy and
Infectious Diseases

I |
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