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My Background
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25+ years in the Federal Government
o NIH: SBIR/STTR Program Manager; Researcher

Office of the Director
National Cancer Institute 

o FDA
o USDA
o Interagency policies/initiatives (DOD, NSF, DOE, NASA, DHS, 

etc.)
10+ years in non-profit and for-profit environments
o Jackson Laboratory, Director  of Sponsored Research
o Small TX biotech company, VP Research
o Small FL-based consulting company, Program Manager
Scientific Background
o Microbiology and immunology
o Cancer genetics



Today’s Objectives
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 SBIR/STTR Refresher

 NIH SBIR/STTR Program Review

 Key Forms G Items 

 NIH SBIR/STTR Application Elements

 Review Process (in brief)

 Communicating with NIH

 Resources

 Answer Your Questions!



Congressionally Mandated 
Programs

SMALL  BUSINESS  INNOVATION RESEARCH (SBIR) 
PROGRAM

Set-aside program for small business concerns to engage in 
federal R&D -- with potential for commercialization

~$3.2 billion annually across all Federal Agencies

SMALL BUSINESS TECHNOLOGY TRANSFER (STTR) 
PROGRAM

Set-aside program to facilitate cooperative R&D between small 
business concerns and US research institutions -- with 
potential for commercialization

~$450 million annually across 5 Federal agencies

3.2%

0.45%

$1.2 Billion Dedicated SBIR-STTR Funding 
via Set-aside from NIH’s R&D Budget 4



SBIR/STTR Program Goals
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• Stimulate technological innovation
• Meet federal research and development needs
• Increase private-sector commercialization of 

innovation derived from federal research and 
development funding

• Foster and encourage participation in innovation 
and entrepreneurship by women and 
socially/economically disadvantaged individuals

• Foster technology transfer through cooperative 
R&D between small businesses and research 
institutions (STTR)



SBIR STTR

Partnering 
Requirement

Permits partnering Requires a non-profit research 
institution partner 
(e.g., university)

Work
Requirement

Guidelines: May outsource 
33% (Phase I) 
50% (Phase II)

Minimum Work Requirements: 
40% small business 

30% research institution 
partner

Principal
Investigator

Primary employment 
(>50%) must be with the 

small business 

PI may be employed by either
the research institution partner 

or small business

Award is always made to
the small business

SBIR - STTR Critical Differences
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To seek fundamental knowledge about the nature 
and behavior of living systems and the application of 
that knowledge to enhance health, lengthen life, 

and reduce illness and disability.

The Small Business Program helps NIH accelerate 
discoveries from bench to bedside 

NIH Mission
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National Institutes of Health 
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No funding 
authority

Office of the Director
Office Intramural Training and Education

Office of Extramural Research
Division of Biomedical Research 

Workforce (DBRW)

Office for Scientific Workforce Diversity

National Library
of Medicine

Center for 
Information
Technology

Center for 
Scientific Review

Fogarty
International

Center

National Institute
of Arthritis and
Musculoskeletal

and Skin Diseases

National Institute
of Diabetes and
Digestive and

Kidney Diseases

National Institute
of Dental and
Craniofacial

Research

National Institute on
Deafness and Other

Communication
Disorders

National Eye
Institute

National Heart,
Lung, and Blood

Institute

National Institute
on Alcohol Abuse
and Alcoholism

National Cancer
Institute

National Institute
on Drug Abuse

National Institute
of Environmental 
Health Sciences

National Institute
of Mental Health

National Institute
of Neurological
Disorders and

Stroke

National Institute
of Allergy and

Infectious Diseases

National Institute on 
Minority Health and 
Health Disparities 

National Institute
on Aging

National Institute
of Child Health

and Human
Development

National Human
Genome Research

Institute

National Institute
of Nursing Research

National Center
for Complementary

and Integrative 
Health

National Center
for Advancing 
Translational 

Sciences

Clinical Center

National Institute of 
Biomedical Imaging 
and Bioengineering 

National Institute
of General

Medical Sciences
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ONE NIH, 27 Cultures
Each IC has its own

mission 
budget (and success rates)
activities
way of doing business

You are in the right place to learn the 
myriad nuances!



NIH SBIR/STTR Budget 
Allocations FY2020
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3.2% SBIR $1 billion
0.45% STTR $146 million
Total FY20 $1.2 billion

Cancer

Allergy and 
Infectious Diseases 

Aging

Heart, Lung, and 
Blood 

General Medical 
Sciences 

Neurological 
Disorders and Stroke 

Diabetes, Digestive, and 
Kidney  Disorders

Mental Health

Drug Abuse

Child Health
Eye

Translational Sciences
Environmental Health NIAMS

NIAAA
NHGRI

NIDCD

NIDCR

NIBIB
NIMHD

ORIP

NINR

NCCIH
NLM



NIH-Wide SBIR/STTR Success Rates
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NIH SBIR/STTR Phases
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Feasibility

Discovery
Phase I

Full R & D

Phase I         Phase II

Fast-Track

Development
Phase II

Commercial Market
Phase III

Competing Renewal 
Award

Phase IIB 

Only Some NIH 
Institutes/Centers 

Participate
Direct to 
Phase II

(SBIR only)

Commercialization 
Readiness Pilot (CRP)

Phase I: $275,766
1-2 years*

Phase II: $1,838,436*
1-3 years

*NIH has a waiver from the Small 
Business Administration to exceed 

these budgets for most topics



NIH Small Business Program 
Phases
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More info here

More info here

See the

https://seed.nih.gov/faqs#11792
https://seed.nih.gov/support-for-small-businesses/commercialization-enhancement-programs


Technical Assistance and 
Entrepreneurial Training

https://sbir.nih.gov/tap

Technical and 
Business 

Assistance 
(TABA) Programs

Additional 
Entrepreneurial 

Training and 
Assistance

Consulting Services
Click here for details

Discovery
Phase I

Development
Phase II/IIB

TABA Funding: Requested in the Application
Phase I- $6,500/year Phase II- $50K

Needs Assessment 
Click here for details

NIH Concept to Clinic Commercializing Innovation (C3i): Medical Devices
Click here for details

NIH I-CorpsTM

Click here for details

Diversity Supplement 
(PA-21-345)
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https://sbir.nih.gov/tap
https://seed.nih.gov/support-for-small-businesses/technical-business-assistance-program/taba-consulting-services
https://seed.nih.gov/support-for-small-businesses/technical-business-assistance-program/taba-needs-assessment
https://www.nibib.nih.gov/research-program/c3i-program
https://sbir.cancer.gov/programseducation/icorps
https://grants.nih.gov/grants/guide/pa-files/PA-21-345.html


NIH SBIR/STTR Website
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FOAs: Click Here

https://seed.nih.gov/small-business-funding/find-funding/sbir-sttr-funding-opportunities


NIH SBIR/STTR Website
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FOAs: Click Here

https://seed.nih.gov/small-business-funding/find-funding/sbir-sttr-funding-opportunities
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Types of NIH Funding Opportunity 
Announcements (FOA)
Type of FOA Description

Parent 
Announcements

• Broad FOAs allowing applicants to submit 
“investigator initiated” or “unsolicited” research ideas 
to a specific activity code (e.g., R01, R03)

• Most applications to NIH = investigator initiated
• Usually ongoing (3 years); standard receipt dates

Requests for 
Applications (RFA)

• Identifies specific scientific areas, amt of set-aside 
funds, anticipated # of awards

• Usually, single receipt date 
• IC usually convenes review panel

Program 
Announcements 
(PA, PAR, PAS)

• Highlights specific, high-priority areas of interest 
• PAS: PA with set aside funds; PAR: has a special 

receipt, referral and/or review considerations 
• Usually ongoing (3 years)
• Often use standard receipt dates 
• Most NIH ICs participate



NIH/CDC/FDA SBIR/STTR 
Solicitations and Due Dates
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Standard Due Dates: Jan 5, April 5, Sept 5

• PA-21-259 -- PHS 2021-2 Omnibus Solicitation of the NIH, CDC and FDA for SBIR 
Grant Applications (Parent SBIR [R43/R44] Clinical Trial Not Allowed)

• PA-21-260 - PHS 2021-2 Omnibus Solicitation of the NIH and CDC for SBIR Grant 
Applications (Parent SBIR [R43/R44] Clinical Trial Required)

• PA-21-261 - PHS 2021-2 Omnibus Solicitation of the NIH for STTR Grant 
Applications (Parent STTR [R41/R42] Clinical Trial Required)

• PA-21-262 -PHS 2021-2 Omnibus Solicitation of the NIH for STTR Grant 
Applications (Parent STTR [R41/R42] Clinical Trial Not Allowed)

• SBIR Contract Solicitation (NIH, CDC)
Release: August November 2022 close date

• NIH Guide for Grants and Contracts
Release: Weekly Receipt dates specified in each FOA

(http://grants.nih.gov/grants/guide/index.html)

https://grants.nih.gov/grants/guide/pa-files/PA-21-259.html
https://grants.nih.gov/grants/guide/pa-files/PA-21-260.html
https://grants.nih.gov/grants/guide/pa-files/PA-21-261.html
https://grants.nih.gov/grants/guide/pa-files/PA-21-262.html


SBIR/STTR Topics
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• Search the Solicitation (e.g., digital health)
• National Cancer Institute (NCI): Major NCI SBIR/STTR Portfolio Areas: 

• Therapeutics (e.g., Small Molecules, Biologics, Radiomodulators, Cell-based 
Therapies) 

• In Vitro and In Vivo Diagnostics (e.g., Companion Diagnostics Prognostic 
Technologies) 

• Imaging Technologies (e.g., Agents, Devices, Image-Guided Interventions) 
• Devices for Cancer Therapy (e.g., Interventional Devices, Surgical, and 

Radiation and Ablative Therapies, Hospital Devices) 
• Agents and Technologies for Cancer Prevention 
• Technologies for Cancer Control (e.g., Behavioral Health Interventions, Tools 

for Genetic, Epidemiologic, Behavioral, Social, and/or Surveillance Cancer 
Research) 

• Tools for Cancer Biology Research 
• Digital Health Tools and Software Platform for Cancer Related Technologies



SBIR/STTR Topics

22

• Search the Solicitation (e.g., digital health)
• National Institute on Drug Abuse (NIDA) - Topics of Special Interest 

• Biomarker Development for Substance Use Disorders (SUD) 
• Biomedical Robotic Cloud Labs 
• Substance Use Disorder (SUD) Drug Discovery and Development 
• Technologies for Safe and Controlled Methadone Dispensing for Use at Home 
• FDA-regulated Medical Devices for Substance Use Disorder (SUD) 
• Technological Approaches to Address Stigma Associated with Substance Use 

Disorders (SUD) 
• Digital Health Technologies to Address the Social Determinants of Health in 

context of Substance Use Disorders (SUD)
• New technological approaches for the Investigation, Diagnosis, and 

Certification of Deaths Related to Drug Overdose



SBIR/STTR Topics
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• Search the Solicitation (e.g., natural products)
• National Center for Complementary and Integrative Health (NCCIH) 
Non-Clinical Trials Topics: Natural Products (including botanicals, herbs, probiotics, 
prebiotics, dietary supplements, special medicinal diets, and microbiome-/microbial-
based therapeutics): 
• Development and validation of technologies for standardization and 

characterization of biologically active ingredients in natural products 
• Development and validation of technologies for taxonomic identification of botanical 

raw materials or detection of adulterants 
• Development and validation of technologies for the identification and 

characterization of bioactive metabolites derived from oral consumption of natural 
products 

• Development and validation of methods for the sustainable production of low-yield 
natural products of commercial interest 

• Development of novel analytical tools and technologies to study the microbiome, 
including its composition, genetics, and bioactivity, that can help clarify associations 
between the human microbiome and brain function and health 

• Development of gut microbiome monitoring assays for validating safety and 
functional analysis of genomic and microbiota interactions 

• Development of complementary and integrative therapeutic approaches to modify 
and balance the gut microbiota in healthy populations and individuals with disrupted 
microbiota and related diseases



Electronic Submission
SBIR/STTR grant applications and SBIR contract 
proposals must be submitted electronically.

REQUIRED REGISTRATIONS
• DUNS Number / UEI (unique 

entity identifier)
• System for Award Management 

(SAM)

• Grants.gov (Company)

• eRA Commons (Company and 
all PD/PIs)

• SBA Company Registry at 
SBIR.gov

• Grants submit via 
ASSIST or Grants.gov 
Workspace

• For contracts, submit 
proposals with 
electronic Contract 
Proposal Submission
(eCPS) website
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https://ecps.nih.gov/


NIH UEI Implementation
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For applications due on or after January 25, 2022, 
applicants must have a UEI at the time of application 
submission. UEI replaces DUNS on all FORMS-G 
application forms and packages.

All entities currently registered in SAM have 
automatically been issued a UEI.

o Note: DUNS still required for new registrants prior to April 
2022. UEI will be issued as part of registration.

Effective October 2021 

o eRA pulling UEI data for organizations in eRA Commons 
registered in SAM.gov. No action is required by the entity.

Organizations will see their UEI in eRA Commons IPF 
early in January 2022.



Electronic Submission
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Annotated Form Set for NIH Grant Applications
FORMS G Series 

• Be sure to use the correct Forms Set!
• NIH "FORMS-G" Grant Application Forms and 

Instructions must be used for Due Dates on or 
after January 25, 2022

https://grants.nih.gov/grants/ElectronicReceipt/files/Annotated_Forms_General_FORMS-G.pdf
https://grants.nih.gov/grants/ElectronicReceipt/files/Annotated_Forms_General_FORMS-G.pdf


Key Changes in Forms G update
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Transition from DUNS to a unique entity identifier (UEI) issued by 
SAM.gov as the official identifier for doing business with the federal 
government (NOT-OD-21-170.) See Goodbye DUNS, Hello UEI.

Updated biosketch and other support format pages (NOT-OD-21-110.)

Added question regarding Technical and Business Assistance (TABA) 
to the SBIR/STTR Information form (NOT-OD-21-082.)

Updated country and state dropdown lists across all forms.

Increased character limit to 100 characters for “Department” and 
“Division” fields.

Expanded requirement for a Commons ID to all senior/key personnel 
(NOT-OD-21-109.)

Increased number of “Other” direct cost budget lines from 3 to 10.

https://grants.nih.gov/grants/guide/notice-files/NOT-OD-21-170.html
https://nexus.od.nih.gov/all/2021/09/01/goodbye-duns-hello-uei/
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-21-110.html
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-21-082.html
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-21-109.html


NIH Application Elements
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• SF424 R&R Cover Page

• Performance Sites

• R&R Other Project Information

o Project Summary

o Project Narrative

o Facilities/Other Resources

o Other Attachments

o SBC Registration (SBA)

• Senior/Key Personnel

• Budget 

• SBIR/STTR Information

o Commercialization Plan*

• PHS 398 Cover Page 

Supplement

• PHS 398 Research Plan

o Specific Aims (1 page)

o Research Strategy

o Human Subjects*

o Vertebrate Animals*

*as applicable



NIH Application Elements (cont.)
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• MPI Leadership Plan*

• Bibliography/References Cited

• Consortium/Contractual Arrangements*

• Letters of Support*

• Resource Sharing Plan

• Authentication of Key Biological and/or Chemical Resources

*as applicable



NIH Application Elements
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• SF424 R&R Cover Page

• Performance Sites

• R&R Other Project Information

o Project Summary

o Project Narrative

o Facilities/Other Resources

o Other Attachments

o SBC Registration (SBA)

• Senior/Key Personnel

• Budget 

• SBIR/STTR Information

o Commercialization Plan*

• PHS 398 Cover Page 

Supplement

• PHS 398 Research Plan

o Specific Aims (1 page)

o Research Strategy

o Human Subjects*

o Vertebrate Animals*

*as applicable



Cover Page
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NIH Application Elements
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• SF424 R&R Cover Page

• Performance Sites

• R&R Other Project Information

o Project Summary

o Project Narrative

o Facilities/Other Resources

o Other Attachments

o SBC Registration (SBA)

• Senior/Key Personnel

• Budget 

• SBIR/STTR Information

o Commercialization Plan*

• PHS 398 Cover Page 

Supplement

• PHS 398 Research Plan

o Specific Aims (1 page)

o Research Strategy

o Human Subjects*

o Vertebrate Animals*

*as applicable



Project Summary
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Problem What issue or question will be addressed?

Background What is known or not known and why is the 
issue or question important?

Hypothesis / Specific Aims What does the research expect to discover
and what specific work will be accomplished?

Methods / Approach What plans and methods will be used to
accomplish the work?

Anticipated Outcomes What are the intended outcomes and are they
important?

Significance If the project is successful, what will the
scientific impact be?

• 30 lines of text or less
• Succinct, accurate description of proposed work
• Informative to others in the same field and understandable to a 

scientifically literate reader
• State project’s broad, long-term objectives and specific aims
• Include description of research design/methods
• No proprietary or confidential information
• If application is funded, this becomes posted in NIH RePORTER



Project Summary - Example
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Problem

Background

Significance

Methods/
Approach

Aims

Anticipated 
Outcomes



Project Narrative and Example
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• 2-3 sentences
• Communicate public health relevance of the project
• Use plain language understandable by general audience
• Describe how the research would contribute to the 

fundamental knowledge about the nature and behavior of 
living systems, and/or the application of that knowledge to 
enhance health, lengthen life, and reduce 
illness/disability.

• If application is funded, this becomes posted in NIH 
RePORTER



Facilities and Other Resources
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• Describe the scientific environment in which the 
research will be done.

• Discuss ways in which the proposed studies will benefit 
from unique features of the scientific environment or 
from unique subject populations 

• Discuss how studies will employ useful collaborative 
arrangements. 

• If there are multiple performance sites, describe the 
resources available at each site.



NIH Application Elements
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• SF424 R&R Cover Page

• Performance Sites

• R&R Other Project Information

o Project Summary

o Project Narrative

o Facilities/Other Resources

o Other Attachments

o SBC Registration (SBA)

• Senior/Key Personnel

• Budget 

• SBIR/STTR Information

o Commercialization Plan*

• PHS 398 Cover Page 

Supplement

• PHS 398 Research Plan

o Specific Aims (1 page)

o Research Strategy

o Human Subjects*

o Vertebrate Animals*

*as applicable



Biographical Sketch
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Sample- See Here

Briefly describe why you are well-suited for your role(s) in this project. 
Relevant factors may include: aspects of your training; your previous 
experimental work on this specific topic or related topics; your technical 
expertise; your collaborators or scientific environment; and/or your past 
performance in this or related fields, including ongoing and completed 
research projects from the past three years that you want to draw 
attention to (previously captured under Section D. Research Support).

http://www.ncbi.nlm.nih.gov/sciencv
http://grants.nih.gov/grants/forms/non-fellowship-biosketch-sample-2021.docx


NIH Application Elements
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• SF424 R&R Cover Page

• Performance Sites

• R&R Other Project Information

o Project Summary

o Project Narrative

o Facilities/Other Resources

o Other Attachments

o SBC Registration (SBA)

• Senior/Key Personnel

• Budget 

• SBIR/STTR Information

o Commercialization Plan*

• PHS 398 Cover Page 

Supplement

• PHS 398 Research Plan

o Specific Aims (1 page)

o Research Strategy

o Human Subjects*

o Vertebrate Animals*

*as applicable



Commercialization Plan
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• 12 pages:
• Value of the SBIR / STTR Project, Expected 

Outcomes, and Impact 
• Company
• Market, Customer, and Competition 
• Intellectual Property Protection 
• Finance Plan 
• Production and Marketing Plan 
• Revenue Stream



NIH Application Elements
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• SF424 R&R Cover Page

• Performance Sites

• R&R Other Project Information

o Project Summary

o Project Narrative

o Facilities/Other Resources

o Other Attachments

o SBC Registration (SBA)

• Senior/Key Personnel

• Budget 

• SBIR/STTR Information

o Commercialization Plan*

• PHS 398 Cover Page 

Supplement

• PHS 398 Research Plan

o Specific Aims (1 page)

o Research Strategy

o Human Subjects*

o Vertebrate Animals*

*as applicable



PHS 398 Cover Page Supplement

42



NIH Application Elements
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• SF424 R&R Cover Page

• Performance Sites

• R&R Other Project Information

o Project Summary

o Project Narrative

o Facilities/Other Resources

o Other Attachments

o SBC Registration (SBA)

• Senior/Key Personnel

• Budget 

• SBIR/STTR Information

o Commercialization Plan*

• PHS 398 Cover Page 

Supplement

• PHS 398 Research Plan

o Specific Aims (1 page)

o Research Strategy

o Human Subjects*

o Vertebrate Animals*

*as applicable



PHS 398 Research Plan
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• SPECIFIC AIMS
• 1 page – that’s it!
• State concisely the goals of the proposed research
• Summarize the expected outcome(s), including the 

impact that the results of the proposed research will 
have on the research field(s) involved. 

• List succinctly the specific objectives of the research 
proposed 

Note….
• Most important part of the application 
• Reviewers have to like your idea by the time they 

finish reading this page. 
• Persuade reviewers that 

• this project is important
• you are the right person (or team) to do it, and 
• it will advance the state of the science.

More to come!
Attend the webinar on 
January 18



PHS 398 Research Plan
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RESEARCH STRATEGY

6 pages (Ph I) or 12 pages (Ph II, FT, Direct to Ph II)

Major part of your Research Plan

The nuts and bolts of your application

o Rationale for your research and the experiments you will do to 
accomplish each aim. 

Three main sections

o Significance
o Innovation
o Approach

More to come!
Attend the webinar on 
January 25



PHS 398 Research Plan
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HUMAN SUBJECTS AND VERTEBRATE ANIMALS

Human Subjects
o Exempt or non-exempt research? Decision trees to help guide you
o Non-exempt: 4 key areas:

1. Risks to Human Subjects
2. Adequacy of Protection Against Risks
3. Potential Benefits of the Proposed Research to Research Participants and Others
4. Importance of the Knowledge to be Gained 

o Plus more so be sure you have expertise in completing this information

Vertebrate Animals
o Description of Procedures
o Justification (that the species are appropriate for the proposed research.) 
o Minimization of Pain and Distress 
o Identify all project performance/collaborating) sites and describe the research activities with 

vertebrate animals that will be conducted at those sites. 
o Explain when and how animals are expected to be used if plans for the use of animals have not 

been finalized



NIH Application - Review Process 

47

Applicant initiates
research idea

Small Business 
Concern confirms 
Eligibility

Submits SBIR/STTR
grant application to
NIH electronically

Scientific Review 
Group evaluates 
scientific merit

Advisory Council or 
Board recommend 
Approval

IC staff prepare 
funding plan for 
IC Director

IC allocates 
funds

Grantee conducts
research

NIH Center for 
Scientific Review
assigns to IC and IRG

1-2 Months

3 Months

2-4 Months
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Communicating with NIH is Key



Who Should I talk to? When? 
And About What?

49



50

Use These Resources to Find 
the Right IC and PO

Talk to mentors and colleagues

Search NIH RePORTER for 
funded projects

Search NIH MATCHMAKER for 
similar projects and their POs

Review IC missions, strategic 
plans, & research priorities 

Review IC division or program 
webpages
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Example: NIH RePORTER Search
Search NIH RePORTER for funded projects
“Digital Health” SBIR/STTR
https://reporter.nih.gov/search/YVpKaWVWnE-qjE3QrA0M1g/projects?shared=true

https://reporter.nih.gov/search/YVpKaWVWnE-qjE3QrA0M1g/projects?shared=true
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Example: NIH RePORTER Search
Search NIH RePORTER for funded projects
“Natural Products” AND SBIR/STTR 
https://reporter.nih.gov/search/qdaWcgV6lUW4H_R-VZRFWA/projects?shared=true

https://reporter.nih.gov/search/qdaWcgV6lUW4H_R-VZRFWA/projects?shared=true


Resources
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NIH SBIR/STTR Website: https://seed.nih.gov/

NIH RePORTER (Abstracts of funded projects): 
https://reporter.nih.gov/

Sample applications (NIAID): 
https://www.niaid.nih.gov/grants-contracts/sample-
applications

NIH Peer Review Process:
https://grants.nih.gov/grants/peer-review.htm

Your TAP Team!

https://seed.nih.gov/
https://reporter.nih.gov/
https://www.niaid.nih.gov/grants-contracts/sample-applications
https://grants.nih.gov/grants/peer-review.htm
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More Webinars in 2022!
• January 18: Writing the Specific Aims Page for 

NIH SBIR/STTR Applications
• January 25: Understanding the NIH SBIR/STTR 

Peer Review Process



Thank You!

Jo Anne Goodnight

joanne.goodnight@gmail.com
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