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m) National Institutes of Health Department of Health & Human Services
Turning Discovery Into Health Small Business P rograms

To enhance the health and well-being of all Americans, buy providing for effective
health and human services and by fostering sound, sustained advances in the
sciences underlying medicine, public health, and social services.

National Institutes of Health h
SBIR and STTR $1.2 billion i’ #
Centers for Disease Control and Prevention

SBIR $12 million

&
mA Food and Drug Administration 'i ACL

SBIR $2 million

Administration for Community Living
SBIR $3 million
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m) National Institutes of Health
Turning Discovery Into Health
oy
I

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
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Congressionally Mandated Programs

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

SMALL BUSINESS INNOVATION
RESEARCH (SBIR) PROGRAM

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

$1.1 billion

SMALL BUSINESS TECHNOLOGY

$150 TRANSFER (STTR) PROGRAM
million Set-aside program to facilitate cooperative R&D between small

business concerns and US research institutions -- with
potential for commercialization
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Myth #1

Since SBIR is a bigger program, | have a better chance
of getting an SBIR awarded.

Myth Busted

The size of the program does not correlate with the
chance of getting an award.

For example, smaller programs (i.e. STTR) or NIH
Institutes may have far fewer applications.
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Myth #2

It is easier (and better) for a company to just get
investors and avoid all the work and time to apply for an
NIH grant!

Myth Busted

Companies that have developed their product with non-
dilutive small business program money are very
attractive to investors and strategic partners.
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Benefits of NIH Funding

The largest sources of early-stage capital for life sciences in the US

* “Free Money”- Non-dilutive capital and not a loan
« Data and intellectual property rights are protected
» Awardees can leverage funding to attract investors and partners

; Basic Research i Proof of ; Research and i Scale- ui and i Sales and

Research Grants

- SBIR-STTR

.f‘"Amrl s Seed Fund

and Founders

t ‘ Angel Investors
|

Company Formed
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Friends, Family, ‘

Venture Capital

‘ Strategic Partners
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Small Business Success Stories

Small Business Success Stories Digital Learning Company
The NIH is actively turning discovery into health by helpi Ul busil develop innovative technologies that i
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Phased Programs

Discovery Development

Phase | Phase Il

Commercial Market

Competing Renewal Award
Phase IIB

Feasibility Full R&D
Commercialization

Phase |=%» Phase Il Readiness Pilot (CRP)

Fast-Track
Only Some NIH
Direct to Institutes/Centers Phase I: $256,580/1-2 years*
Phase Il Participate
(SBIR only) Phase II: $1,710,531/1-3 years*

“""/ *NIH has a waiver from the Small Business
5@ mt‘,::;‘:?sil,“;‘::,“;:iz:”ea"“ Administration to exceed these budgets for most topics



Myth #3

It is much harder to get a NIH Fast-Track or Direct to Phase
Il, so don’t even bother applying for those

Myth Busted

Although the majority of new projects (74%) are Phase |,
we support many Fast-Tracks and Direct to Phase Il.

Speak with a program officer to determine the best path for
your project
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Myth #4

The SBIR/STTR budget cap is too small to be useful. It is
not worth the time or money!

Myth Busted

NIH can exceed the SBIR/STTR budget guidelines for
many topic areas. A list of approved topics is published
every year at https://sbir.nih.gov/funding.
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https://sbir.nih.gov/funding

SBIR/STTR Website

Coronavirus 2019:

Information for NIH Applicants and Recipients
Small Business Relief Options and Resources (SBA)

https://sbir.nih.gov

Resources for Women-Owned and

Socially Disadvantaged Businesses .
(W0SDB) Omnibus (General)
Sr:jdr glnja\ Is 1o diversify the SBIR Community by engaging S I - 't t' d T t d
pporting unique demographics. Resources range
olicitations an argete

POLICY o
from application assistance to grant supplements to hire
women and minorities.

A Funding Announcements

RESOURCES
STATISTICS AND SUCCESSES
ENGAGE AND CONNECT

New to SBIR/STTR

Standard receipt dates*:
September 5, January 5,
s April 5

Diversity & Inclusion

What are SBIR and STTR Programs?

The Small Business Innovation Research (SBIR) and Small Business Technology Transfer (STTR) programs, also
known as America's Seed Fund, are one of the largest sources of early-stage capital for technology
g‘?
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*Targeted Funding Announcements
may have different receipt dates


https://sbir.nih.gov/

Myth #5

Novice applicants to the program are almost never
successful at getting awards.

Myth Busted

25% of all SBIR and STTR awards last year went to new investigators.

NIH strongly encourage new applicants - particularly from under-
represented innovators or parts of the country.

NIH Applicant Assistance Program:
https://sbir.cancer.gov/programseducation/aap
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https://sbir.cancer.gov/programseducation/aap

Myth #6

| should apply to a specific program announcement
because targeted funding opportunities have their
own dedicated funding.

Myth Busted

Most NIH awards (79%) are made to applications
submitted to the omnibus (general) solicitations.

Not all targeted program announcements have special
set-asides.




Myth #7

My project is low risk and only has a few human subjects
so it Is not a clinical trial.

Myth Busted

The NIH definition of a clinical trial is not the same as the
FDA’s and is not based on risk or number of subjects.

Not all NIH Institutes accept applications with clinical
trials, so it is important to talk with a program officer!
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Clinical Trials

https://grants.nih.qov/policy/clinical-trials.htm

Clinical Trial Requirements for Grants and Contracts

NIH is launching a series of initiatives that are rolling out in 2017-2018 to enhance the accountability and transparency of clinical research. These initiatives target
key points along the whole clinical trial lifecycle from concept to results reporting. Learn more about these changes and how they will affect your research.

NIH Definition of a Clinical Trial

Aresearch study in which one or more human
tively assigned to one or more

interventions (Which"}.'.r{é.;f"i"r;élude placebo or other

control) to evaluate the effects of those interventior
on health-related biomedical or behavioral
outcomes. Learn more

DECISION TOOL

Your human subjects study may meet
the NIH definition of a clinical trial. Wide Range

FIND OUT HERE

Exploratory/

Development Feasibility Behavioral

v
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Presenter
Presentation Notes
Clinical trials- not all FOAs or ICs support clinical trials through the SBIR/STTR program
Definition of a clinical trial may be broader than you think (encourage use of the decision tool). Important to determine BEFORE applying and reach out to discuss with a program officer

https://grants.nih.gov/policy/clinical-trials.htm

Myth #8

Applications are submitted to a specific Institute, so | need to
choose the Institute and Study Section for my application.

Myth Busted

Applications are submitted to NIH and then assigned to a
specific Institute and Study Section. You can request a
specific Institute or Study Section but you don’t have to!

5@ m)N nal Institutes of Health
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Presentation Notes
CSR makes this assignment. This is why it is so important to contact your program officers in advance. Institutes have different programs and budget guidelines.  
You can also point out individuals or companies that may be in conflict.



Success Story

Be Prepared to Resubmit!

“[SBIR] has been a long, trying, but
worthwhile journey...from multiple
submissions that were not discussed...to
applications that scored below the funding
levels...to concurrent applications (one Phase
Il and a Phase |) emerging from the rigorous
peer review process with impact scores in the
‘Excellent” range.”

s
{ ./C N]H National Institutes of Health
e Office of Extramural Research

[/ RESEARCH, EVALUATION
J & SOCIAL SOLUTIONS, INC.
f",'l NNNNNNNNNNNNNNNNNNNNNNNNNNNNN

Laverne Morrow Carter, Ph.D.

Founder & President, REESSI
NIMHD SBIR Awardee
http://www.reessi.com



http://www.reessi.com/
http://www.reessi.com/

Myth #9

My application didn’t get discussed or funded the first
time. It’s a waste of time to try again.

Myth Busted

Many companies are funded after incorporating feedback
into their resubmission.

Read the summary statement carefully and contact your
program officer to discuss. Offer to be a reviewer.
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Myth #10

The Small Business Programs only provide money.

Myth Busted

The Small business Education and Entrepreneurial
Development (SEED) Office provides technical and
business assistance, education, partnering/investment
opportunities, and commercialization support.
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New Support for Awardees

Technical and Business Assistance (TABA)

TABANeeds e TABA Funding
Assessment (requested in grant application)
Funding and Support Partnering and
Investment Opportunities
[-Corps at NIH  *phase | CRP Funding *phase 11/11B Company Showcase
Vi REDEFINING
Concept to Clinic: Regulatory & Business f;tﬁrEt,log L 3RES| hemens 's"FuEs»g’ ENGE
Commercializing Innovation Development Consultants TN
(C3i) Program M'NEPTRE?"! ANGELCC.AT.ON

e
s/(é m o https://sbir.nih.gov/support-for-awardees


https://sbir.nih.gov/support-for-awardees

Innovator Support

Finance, Strategy, Intellectual Property, Regulatory Experts

Intellectual Property

o Entrepreneurs-in-Residence Regulatory/Reimbursement
% ‘S/(C m) National Institutes of Health
e Office of Extramural Research



Myth #11

NIH bureaucrats are unapproachable and | should
minimize my discussions with them.

Myth Busted

The SEED Office and NIH program officers, scientific
review officers, and grants managers are here to help!
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Most Important Piece of Advice

A-| A+ SEARCH

Small Business Innovation Research (SBIR)
Small Business Technology Transfer (STTR)

3 e ] -!"'L'
SBIR/STTR HOME !
b 0 (
ABOUT we
FUNDING
APPLY
REVIEW
POLICY
SBIR/STTR Home = Engage & Connect > |C Program Contacts

TECHNICAL ASSISTANCE
RESOURCES
STATISTICS AND SUCCES  contact

ENGAGE AND CONNECT
‘Contact SBIR/STTR
New to SBIR/STTR

estions? Use the NIH PDF Version

IC Program Contacts

eRA Service Desk (for electronic submission

Qs)

Connect

IGrants Mgmt Contact
Webinar

Events

sie.perez@nin.gov

National Institute on Alcohol Abuse and
Alcoholism
hitp:/www.niaaa.nih.gov

Megan Ryan
Phone: 301-443-4225
Email: mryani@mail.nin.gov

Jeff Thurston

Phone: 301-443-9801

Fax: 301-443-3891

Email: jeffrey.thurston@nih.gov

National Institute of Allergy and Infectious
Diseases
hittp://www.niaid.nih.gov

Natalia Kruchinin Vandhana Khurana
Phone: 240-669-2819 Phone: 240-669-2366
Fax: 240-627-3162 Fax: 301-493-0597

Email: kruchininn@niaid.nih.gov  Email: khuranav@niaid.nih.gov

S
% —/C National Institutes of Health
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Talk to a Program Officer at least a
month before the application
deadline!

List of SBIR Program Managers:
https://sbir.nih.gov/engagel/ic-contacts

Research Portfolio Online Reporting Tools
(RePORT): https://report.nih.gov/

Not sure who to contact?
https://public.era.nih.gov/commons/public/servicedesk/i

nitseed.era
or
Email: SEEDinfo@nih.gov
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https://sbir.nih.gov/engage/ic-contacts
https://report.nih.gov/
https://public.era.nih.gov/commons/public/servicedesk/initseed.era
mailto:SEEDinfo@.nih.gov

Get Connected

Subscribe to the Q Read our NIH SBIR/STTR
SBIR/STTR Listserv P Success Stories

@NIHSEED y m Follow SEED

NIH Guide for Grants gmm. :zfl A |
and Contracts L > Connect with Us
(weekly notification) https://seed.nih.go
v

https://sbir.nih.gov/

Mv SEEDinfo@.nih.gov

W(C )Nt al Institutes of Health
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https://public.govdelivery.com/accounts/USNIHOER/signup/23029
https://twitter.com/NIHSEED
http://grants.nih.gov/grants/guide/listserv.htm
https://sbir.nih.gov/statistics/success-stories
https://www.linkedin.com/company/nihseed/
https://sbir.nih.gov/engage
mailto:sbir@od.nih.gov
https://seed.nih.gov/
https://sbir.nih.gov/
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