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- Overview




SBIR 11 Federal Agencies

P R 0 G R A M S Department of Defense

Department of Energy

National Science Foundation

National Aeronautics and Space Administration

Department of Agriculture

Department of Homeland Security

Department of Commerce

Department of Transportation

Department of Education

Environmental Protection Agency

SBIR

DEVELOPMENT CENTER



27 INSTITUTES & CENTERS AT THE NIH

National Institute
on Aging (NIA)

National Institute on Deafness &
Other Communication
Disorders (NIDCD)

National Institute
of General Medical Sciences
(NIGMS)

National Institute on
Minority Health &
Health Disparities (NIMHD)

SBIR
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National Institute
on Alcohol Abuse
& Alcoholism (NIAAA)

National Institute of
Dental and Craniofacial
Research (NIDCR)

National
Heart, Lung, & Blood
Institute (NHLBI)

National Center
for Complementary &
Integrative Health (NCCIH)

NIH Clinical
Center (CC)

The Office of the Director (OD)

National Institute
of Allergy & Infectious
Diseases (NIAID)

National Institute of
Diabetes & Digestive &
Kidney Diseases (NIDDK)

National Human
Genome Research
Institute (NHGRI)

Fogarty
International
Center (FIC)

Center for Information
Technology (CIT)

National Institute of Arthritis &
Musculoskeletal &
Skin Diseases (NIAMS)

National Institute
on Drug Abuse (NIDA)

National Institute
of Mental Health
(NIMH)

National Center
for Advancing Translational
Sciences (NCATS)

Center for Scientific
Review (CSR)

National Cancer

Institute (NCI)

National Institute
of Environmental
Health Sciences (NIEHS)

National Institute of
Neurological Disorders &
Stroke (NINDS)

National Library
of Medicine (NLM)

National Institute of
Child Health & Human
Development (NICHD)

National Eye
Institute (NEI)

National Institute
of Nursing Research
(NINR)

National Institute
of Biomedical Imaging &
Bioengineering (NIBIB)

== No funding authority



CONGRESSIONALLY MANDATED PROGRAM

SBIR

SMALL BUSINESS
INNOVATION
RESEARCH

STTR

SMALL BUSINESS
TECHNOLOGY
TRANSFER

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

Federal agencies with an extramural R&D budget > S100M

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

Federal agencies with an extramural R&D budget > S1B

Total

Set Aside for FY20

$157M (3.2%)

$22M (0.45%)

$1.18B for NIH
$179M for NCI



NCI SBIR
VISION &
MISSION

SBIR
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NCI SBIR supports small businesses across the
US to develop innovative cancer technologies
with the strong potential to help all people
live longer, healthier lives.

Create an ecosystem that propels
innovators to find solutions for cancer.

'H'H‘H‘ NCI SBIR makes entrepreneurship possible



NCI SBIR CORE ACTIVITIES

A o
a9

-
CENTRAL OVERSIGHT GUIDANCE OUTREACH

Administer all 400+ SBIR/STTR Help prepare for application, Attend conferences/workshops & visit
awards at the NCI resubmission, & discuss funding options eI CINPZN I Y AN IR R CINE

awareness of the program

!

FUNDING NETWORKING TRAINING
Seed emerging technology areas Maintain a network of investors and Provide.entrepreneurship training on
through targeted grant & contract facilitate connections between portfolio key topics such as IP, r'egulatory
funding opportunities companies & investors/strategic partners strategy, & how to build a strong team

SBIR
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NCI SBIR/STTR
PORTFOLIO

$179M in FY2020 for SBIR/STTR awards
86% Grants and 14% Contracts in FY2020
Oversee 475+ active SBIR/STTR awards

Fund companies in preclinical and clinical stages

What We Fund

Therapeutics (38%)

InVitro
Diagnostics
(17%)

Devices
for
Cancer
Therapy
(11%)

Imaging
(18%)

Cancer
Control and
Epidemiology
(8%)

Cancer
Biology(8%)

SBIR
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ELIGIBILITY

Applicant must
be a Small
Business
Concern (SBC)

SBIR
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Organized
for-profit U.S.
business
(based in the
U.S. and work
performed in
the U.S.)

500 or fewer
employees,
including
affiliates

> 50% U.S.- owned by individuals and
independently operated

OR

>50% owned & controlled by another (one) business
concern that is > 50% owned & controlled by one or more
individuals

OR

> 50% owned by multiple venture capital operating
companies, hedge funds, private equity firms, or any
combination of these (SBIR ONLY)



WHY SEEK SBIR FUNDING?

g

Provides seed funding for
innovative technology
development //

Not a Loan

No repayment is required
Doesn’t impact stock or shares
in any way (i.e., non-dilutive.)

SBIR
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H%_I“I_{'l

Intellectual property
rights retained by the
small business //

NIH does not request
intellectual property for the
SBIR- or STTR-funded
technologies.

Provides recognition,
verification, and visibility

//

Every application is rigorously
assessed by NIH Peer Review
system.

Helps provide leverage in
attracting additional
funding or support //

In addition to funding, we
provide commercialization
resources to help advance
your project.



CRITICAL DIFFERENCES

Permits research institution partners Requires research institution partners

STTR

PARTNERSHIP

(e.g., universities) (e.g., universities)

Small business may outsource ~33% of Minimum 40% of the work should be
Phase | activities and 50% of Phase Il SIVISION OF LABOR conducted by the small business (for
activities profit), and minimum of 30% by a U.S.

research institution (non-profit)

The PD/PI’s primary employment (i.e., Pl primary employment not stipulated
>50%) MUST be with the SBC for the Bl INVOLVMENT (min.10% effort to project)
duration of the project period

The award is ALWAYS made to the small business concern.

SBIR
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FUNDING MECHANISMS

CONTRACTS
Omnibus Solicitation
* Investigator initiated CONTRACT
* 3 receipt dates (January, April, September) TOPICS
* NCI priority areas
. oo A f
NCl scientific * strong potential for intreerZZtoto
&tthr_I(?Iogy commercial success o
Targeted Solicitation priorities « significant NCI Commterc'a
oversight sector

* 1 receipt date

SBIR
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THREE-PHASE PROGRAM

DIRECT TO PHASE II(SBIR Only) >

NCI SBIR PHASE 11B

BRIDGE AWARD > PHASE Il
PHASE | PHASE I > CROSSING THE VALLEY OF DEATH

FAST-TRACK (PHI | & 1)

e Proof-of-Concept e Research & e Technology validation & clinical e Commercialization
e Up to $400,000 e Development translation stage
over 6to 12 e Commercialization e Follow -on funding for SBIR Phase Il e Use of non-
months plan required awardees from any federal agencies SBIR/STTR funds
e Upto S2M over 2 e Expectation that applicants will secure
years substantial 3rd party investor funds

e S4M over 2-3 years

SBIR
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FUNDING
OPPORTUNITIES



FUNDING OPPORTUNITIES

TITLE

SBIR FOA

STTR FOA

RECEIPT DATES

Omnibus Solicitation

SBIR Technology Transfer (technology transfer out of
NIH intramural labs)

llluminating the Druggable Genome (IDG)

Development of Highly Innovative Tools and
Technology for Analysis of Single Cells

SBIR IMAT (Innovative Molecular Analysis
Technology) Development

Contract Solicitation

Phase IIB Bridge Award

SBIR
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PA-20-260 (General)
PA-20-262 (Clinical Trial)

PA-18-705 (SBIR only)
PA-19-034

PA-20-047

PAR-18-303 (SBIR only)

PHS 2022-1 (SBIR only)

RFA-CA-21-036

PA-20-265 (General)
PA-20-261 (Clinical Trial)

No STTR
PA-19-033

PA-20-025

No STTR

No STTR

Same as SBIR

Standard Receipt
Dates

April 5;

January 5;
September 5

~ October 2021

~ August 2021

016.



FY23 NIH/NCI CONTRACT TOPICS

Solicitation will be available here Summer 2022:

https://sbir.cancer.gov/funding/contracts/currentcontracts

Topic Title

Goal

Development of Senotherapeutic Agents for Cancer Treatment

Support the basic and pre-clinical development of senotherapeutic agents for use in research, neoadjuvant,
adjuvant, or combination cancer therapy.

Non-invasive Device Technology Research & Development for
Chemotherapy-induced Peripheral Neuropathy Management

Advance the development of innovative non-invasive device technologies to provide effective mitigation of CIPN in
a noninvasive, cost-effective, accessible manner in the home-care setting.

Wearable Devices for Dosimetry of Radiopharmaceutical Therapy

Develop wearable technologies (e.g., dosimetry sensor-incorporated clothing) to allow radiopharmaceutical
therapy dose to be continuously measured providing rich, time-based dose data for RPT agents that can be
correlated with the patient’s anatomy.

Wearable Technologies to Facilitate Remote Monitoring of Cancer
Patients Following Treatment

Improve the availability of new and/or better remote monitoring tools for patients and their clinical care teams
during sensitive periods of treatment with a view to improved health-related Quality of Life and reduced costs
associated with further hospital visits.

Technology Platforms for Circulating Tumor-Macrophage Hybrid Cells

Support the development of platforms to isolate, enrich, enumerate, and identify the cTMHCs in blood from cancer
patients or animal models of cancer. This contract topic aims to enable thorough understanding of the biology of
THMCs in metastasis and provide a novel means to remotely monitor cancer progression and metastasis.

Rapid and Affordable Point-of-Care HPV Diagnostics for Cervical Cancer
Control

Advance the development of new alternatives for HPV testing to the market that are both in a form factor as well as
price point that will enable self-testing programs to be established globally.

Translation of Novel Cancer-Specific Imaging Agents and Techniques to
Mediate Successful Image-Guided Cancer Interventions

Support the translation of novel activatable agents and/or techniques for sensitive cancer detection in human
subjects. Ideally, this would translate existing pre-clinical successes with activatable diagnostic probes to clinical
tools that can detect small tumor cell clusters (~1mm3 in volume) via imaging.

Digital Tools to Integrate Cancer Prevention Within Primary Care

Develop a digital platform that provides PCPs with validated cancer risk assessment tools, cancer prevention
guidelines, and clinical recommendations based on a patient’s risk factors to discuss with their patients.

Software to Evaluate Artificial Intelligence/Machine Learning Medical
Devices in Oncology Settings

Stimulate the participation of small businesses in FDA’s Medical Device Development Tool (MDDT) program to
develop software tools for evaluating and monitoring Al/ML devices in oncology settings.

SBIR

DEVELOPMENT CENTER
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https://sbir.cancer.gov/funding/contracts/currentcontracts

GRANTS VS. CONTRACTS

GRANTS

Investigator-defined within the mission of NIH
NIH Center for Scientific Review (CSR)
May speak with any Program Officer

3 times/year for Omnibus

NO

Based on score during peer review

One final report (Phase I);

Annual reports (Phase Il)

Scope of the proposal
Peer Review Locus
Questions

Receipt Dates

Set-aside of funds for
particular areas?

Basis for Award

Reporting

CONTRACTS

Defined by the NIH (focused)
NCI DEA (target 50% business reviewers)
MUST contact the contracting officer

Only ONCE per year
YES

If proposal scores well during peer review, must
then negotiate to finalize deliverables with NIH

Kick-off presentation, quarterly progress & final
reports

SBIR
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SMALL BUSINESS TRANSITION GRANT

N B

TRAINING PERSONNEL TRAINING

* SBC PI: Postdoc e Pl moves to SBC » Same PI (non-transferrable)

* Mentoring plan required including a * Mentoring continues

Technical and a Business Mentor
TECHNICAL

TECHNICAL * Most research conducted at SBC site

* Pl preps technology to move to SBC * Small pivots allowed

* |-Corps at NIH required

BUDGET: $400K (12 months) BUDGET: $2M (2 years)

RELEASED: NOVEMBER 20, 2020
APPLICATIONS DUE: MARCH 24, 2021 - Received 16 applications
AWARDS EXPECTED: FALL 2021

SBIR 19.

DEVELOPMENT CENTER



SMALL BUSINESS TRANSITION GRANT

a2

Small Business

Early-Career

Entrepreneursi—
o/

NCI SBIR Academic
Development Institution
Center
SBIR

DEVELOPMENT CENTER

Funding support for early-career academic entrepreneurs
(e.g., Postdocs) to advance innovative technologies from the
academic lab bench to the clinic.

* First of its kind of funding opportunity at the NIH and the NCI.

* $2.4M Fast-track award for early-career entrepreneurs that combines a
Phase | STTR & Phase Il SBIR.

* Mentoring team is key component of the award — critical for successful
transition to product development.

* Created to directly address gap reported by academic entrepreneurs at
NCl-designated Cancer Centers.

* 4 awards made in FY2022.

20.



SMALL BUSINESS CONCEPT AWARD

FUNDING FO(_\L\)T_

OF-THE-BOX CANCER
TECHS

SMALL BUSINESS CONCEPT AWARD

Six awards made in first year of
the program with the fastest
turn-around time of 5.5 - 6
months

SBIR
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Phase | SBIR Contract Funding (S300K)

Focus is on innovation

Disruptive technologies to address rare and pediatric cancer
Short applications (~20 pages vs. 50)

Special review criteria with focus on innovation

Fund experiments to de-risk early-stage technologies

Make awards rapidly (within six months)

Awardees are expected to enroll in the NIH I-Corps Program
Receipt Date: August 22, 2022

Solicitation: 75N91022R00006



https://sbir.cancer.gov/sites/default/files/documents/NCI%2BSBIR%2BFY23%2BConcept%2BAward%2BSolicitation.pdf

PHASE IIB BRIDGE AWARD

RFA-CA-20-033

DIRECT TO PHASE Il > NCI SBIR PHASE IIB
BRIDGE AWARD > COMMERCIALIZATION
PHASE | PHASE I > CROSSING THE VALLEY OF DEATH

e Provides up to $4M in additional funding over 2-3 years
e Technology validation and clinical translation
e Open to Phase |l awardees from any Federal agency with projects relevant to NCI mission

e Accelerates commercialization by incentivizing partnerships with third-party investors & strategic
partners earlier in the development process

e Competitive preference and funding priority to applicants that can raise substantial third-party
funds (i.e., 2 1:1 match)

SBIR
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https://grants.nih.gov/grants/guide/rfa-files/RFA-CA-20-033.html

Bridge Award: Purpose and Objectives

Milestones

Enable awardees to accomplish
critical milestones that
accelerate and improve the
probability of commercialization
by providing continued funding
to companies that recently
completed Phase |l SBIR or
STTR project

SBIR
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%

Partnerships

Promote partnerships between
awardees and key/strategic
partners to facilitate and
accelerate the capital-intensive
steps that are required for
commercialization

($)

{7

Investment

Leverage federal funding to
attract private investment that
equals or exceeds NCI funds

Awardees are required to raise
matching funds



Snapshot of Bridge Awards to Date

o5
<=

* 46 Awards

* 2-6 awards per year
* $121 NCI Funding

* 4:1 Matching Funds

EEEEEEEEEEEEEEEEE

& 5

* Project types * 16 Products Launched
Device IIENEGEGE ,&CD Cn.nLn,\ R l:.A
imaging [ WILSONWOLF
Diagnostic || EGNNNEEEGE ‘3E€‘ _ X 1S O CORVIDA MEDICAI
Therapeutic || NN Y e
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APPLICATION TIPS



FROM IDEA TO AWARD...

01 02 03 04
HAVE AN IS SBIR THE RIGHT WHICH FOA? WRITING A
07 06 05
BUDGET RESEARCH COMMERCIALIZATION
STRATEGY STRATEGY
08 09 10
HOW TO IMPRESS HOW ARE FUNDING TACKLING
REVIEWERS? DECISIONS MADE? RESUBMISSIONS

SBIR

DEVELOPMENT CENTER



GETTING STARTED

v Read the solicitation & SF424 carefully to understand the requirements.
https://qrants.nih.gov/qrants/how-to-apply-application-quide/forms-f/sbir-sttr-forms-f.pdf

Review similar, currently-funded NIH SBIR/STTR projects.
J https://projectreporter.nih.qov/reporter.cfm

v Look at some sample applications.
https://www.niaid.nih.qov/qgrants-contracts/sample-applications#r43r44

FORMS VERSION F SERIES
Released: Oclober 16, 2020

SERVICy,
f‘-J,
/
g
%,
s
%,
{h

Elg

SBIR SBIR/STTR INSTRUCTIONS FOR NIH
DEVELOPMENT CENTER AND OTHER PHS AGENCIES

5k424 (R&R) APFLICATION PACKAGES



https://grants.nih.gov/grants/how-to-apply-application-guide/forms-f/sbir-sttr-forms-f.pdf
https://projectreporter.nih.gov/reporter.cfm
https://www.niaid.nih.gov/grants-contracts/sample-applications#r43r44

TIP# 1

START EARLY

EEEEEEEEEEEEEEEEE



START EARLY

* Strong proposals take time to develop
— Refining your product
— Gain access to equipment, facilities, other resources
— Assemble a strong scientific team
— Obtain letters of support from collaborators

* Complete the administrative registrations
— Five Required registrations (https://sbir.nih.gov/infographic)

— Send specific aims to Program at least a month before

SBIR
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https://sbir.nih.gov/infographic

TIP # 2

FOCUS ON THE PRODUCT

EEEEEEEEEEEEEEEEE



FOCUS ON THE PRODUCT

ACADEMIC GRANT SBIR/STTR GRANT

Expertise/Team

: Phase I: Research and Development
(E;(Cevee';ygees/;iﬁ)m Phase Il: Commercial Development
Approach Approach 1
(Discovery Research) - (Product Development) .
Environment ‘ ’ Environment
PRODUCT
S Significance
Product ‘ S&%gw&%g%e Science (Changing a paradigm)
(optional) (MANDATORY)
Innovation Innovation
(What could be / theoretically possible) (Competitive Advantage)
Commercialization

SBIR
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REFINE YOUR PRODUCT VISION

* Start informal discussions to clarify the product vision

— Technical experts, potential customers, investors, commercialization partners, and other stakeholders

* Seek help from others with experience and insights
e Current/prior SBIR grantees
* Academic collaborators with grant writing experience

e Professional grant writers*™

* Engage with SBIR program staff for the most up-to-date information on agency priorities, current NIH
policies, etc.

* Before you Apply
* Review similar, currently-funded NIH SBIR/STTR projects https://projectreporter.nih.gov/reporter.cfm

SBIR
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https://projectreporter.nih.gov/reporter.cfm

TIP # 3

DISCUSS YOUR APPLICATION
WITH PROGRAM DIRECTOR

EEEEEEEEEEEEEEEEE



REACH OUT TO AN NCI SBIR PROGRAM DIRECTOR

Michael Weingarten, MA
Director
NCI SBIR Development Center

Contact us to get started!
Send your Specific Aims page
to ncisbir@mail.nih.gov and
we will help you set up a call
with one of our program
directors!

SBIR
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Greg Evans, PhD

Lead Program Director
Cancer Biology, E-Health,
Epidemiology, Research Tools

Christie Canaria, PhD

Program Director
Cancer/Biological Imaging,
Research Tools, Devices, I-Corps
at NIH

Jian Lou, PhD

Program Director

In-Vitro Diagnostics,
Theranostics, early-stage drug
development, Bioinformatics,
Investor Initiatives

William Bozza, PhD

Program Director

Biologics, Protein Therapeutics,
Regulatory (CMC)

Deepa Narayanan, MS

Lead Program Director

Imaging, Clinical Trials, Radiation
Therapy, Investor Initiatives

Nancy Kamei, PharmD, MBA
Program Director
Cancer Therapeutics

Monique Pond, PhD
Program Director

Biologics, Small Molecules,
Therapeutic Devices, Digital
Health, Regulatory Resources

Patricia Weber, DrPH

Program Director

Digital Health, Therapeutics,
Biologics, Resources Workshop

Kory Hallett, PhD

Lead Program Director
Monoclonal Antibodies,
Immunotherapy, Biologics, and
Program Analysis

Jonathan Franca-Koh, PhD, MBA
Program Director

Cancer Biology, Biologics, Small
Molecules, Cell Based Therapies,
Phase Ilb Bridge

Amir Rahbar, PhD, MBA
Program Director

In-Vitro Diagnostics, Biologics,
Therapeutics, Proteomics

Ming Zhao, PhD

Program Director

Cancer Diagnostics &
Therapeutics, Cancer Control &
Prevention, Molecular Imaging,
Bioinformatics, Stem Cells


mailto:ncisbir@mail.nih.gov

SPECIFIC AIMS PAGE

SPECIFIC AIMS

BE THE FOCAL POINT
OF APPLICATION

CAPTURE THE DESCRIBE
ESSENCE OF QUANTITATIVE
APPLICATION MILESTONES

HIGHLIGHT
INNOVATION AND
SIGNIFICANCE

SBIR
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BACKGROUND:
Product
Innovation
Significance

AIMS:
Goals-based statements
Key assays and models

Quantitative milestones

CONTEXT:
These studies will get us to...
Next we will...

This data will be used for...



BUDGET LIMITS

Phase | $150,000 $275,766 NCI: $400,000
Phase Il $1.0M ~$1.84M NCI: $2.0M

* Waiver cap is institute specific. The waiver cap listed above is for NCl only.

For the list of SBIR/STTR Waiver Topics for NCI, visit https://bit.ly/19NClwaiver

SBIR
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https://bit.ly/19NCIwaiver

BUDGET CONSIDERATIONS “ \

Technical Assistance Money — $6,500 for Phase I; $50,000 for Phase Ii

SBIR guidelines:

« SBIR Phase | ( 266% of the work at company) Om:gz”zzz ?oe :
« SBIR Phase I ( >50% of the work at COmPBHY) subcontractor(s);
fee-for-service
STTR statutory requirement: activities may
« STTR Phase | and Phase Il (240% at the count as direct

company, 230% at research institution) costs

(discuss with NIH
Program Director)

EEEEEEEEEEEEEEEEE



REVIEW CRITERIA

SIGNIFICANCE

Does the product address an important
problem, and have commercial potential?
Is there a market pull for the product?

Are the investigators, collaborators and
consultants appropriately trained and
capable of completing all project tasks?

ENVIRONMENT

Does the scientific environment
contribute to the probability of success?
Facilities? Independence?

APPROACH

Are design and methods well-developed
and appropriate? Are problem areas
addressed? Are potential pitfalls and
alternative approaches provided?

INNOVATION

How novel is the technology/product and
approaches proposed to test feasibility?

COMMERCIALIZATION

Is the company’s business strategy one
that has a high potential for success?

SBIR
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REJECTION -
YOU ARE NOT FUNDING SUCCESS RATE (FY11-15)

ALONE!

29%
28% 7%

* Remember the three Rs: Lo 20%

- Review your summary

statement
. . . 11% 11%

— Revise your application

— Resubmit and try again! 6% 7
* Talk to your program officer. . I I

We are here to help! .

2011 2012 2013 2014 2015

B Original application  ® Resubmission

SBIR
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SUCCESS STORY:
IMMUNOMEDICS

- WH Y

Trodelvy

(Sacituzumab Govitecan-hziy)
Antibody drug conjugate that is
directed against Trop-2, a cell-

surface protein expressed in many
solid cancers.

SBIR
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s 2012

.. SBIR  |mmunomedics received SBIR award and
T used it to fund the first in-human trial of
Trodelvy.

April 2020
||=_|-)A FDA approved Trodelvy for treatment of
Triple Negative Breast Cancer.

September 2020
() GILEAD .0 . |
Gilead agreed to acquire Immunomedics

for ~$21 billion



ASSISTANCE
and
INITIATIVES



NCI SBIR ASSISTANCE

Crossing the “Valley of Death” Nonfederal Funds

SBIR Phase | SBIR Phase Il ollid Avzee lle Commercialization

Bridge Award
Application Assistance I-Corps at NIH
Program w
NCI Investor Initiatives

NCI Peer Learning and Networking (PLAN) Webinar

NCI Resources for Commercialization Workshops
Executive Roundtable

Connecting Awardees to Regulatory Experts (CARE)

https://sbir.cancer.gov/resources

SBIR
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NIH APPLICANT ASSISTANCE PROGRAM

AAP is a FREE Application preparation
ASSISTANCE program that is 10 weeks
in length.

PROGRAM GOAL

Provide a mentor for applicants with great
technology, but little NIH experience and
limited NIH experience in their network.

APPLICATION PERIOD

Check back in summer for new solicitation

https://sbir.cancer.gov/aap

SBIR
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AAP

AAP PROVIDES v

Phase | SBIR/STTR application
preparation support and review

Specific Aims page review and
advice

Submission process coaching

APPLICANT
ASSISTANCE
PROGRAM

AAP DOES NOT

PROVIDE X

Grant writer

Research plan development

Small business registration or NIH
application submission services


https://sbir.cancer.gov/aap

AAP ELIGIBILITY

« Simple eligibility criteria:
* No previous NIH SBIR/STTR awards granted

- Particularly interested in applicants by individuals currently underrepresented in
the biosciences (not a requirement for program)

« Women-owned / Run businesses
« Minority-owned / Run businesses

- Small Businesses operating in an underrepresented (IDeA) state

EEEEEEEEEEEEEEEEE
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Funding O tunity A t (FOA): PAR-22-073
I-CORPS ext recoit ot Noverber 15,2022) "
AT NIH

Intensive Entrepreneurial Immersion course aimed at providing teams
with skills and strategies to reduce commercialization risk

Curriculum emphasizes Reaching out to Customers to test hypotheses
about the market(s) for the technology

Teams are expected to conduct over 100 interviews in 8 weeks
I _ CO RPS Format is focused on Experiential Learning
af NCI SBIR designed, launched, and manages the program for NIH
N I H Open to Phase | SBIR/STTR awardees from 24 Institutes at NIH and CDC

More information: https://sbir.cancer.gov/icorps

SBIR 45.
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INVESTOR INITIATIVES PROGRAM

INVESTOR REVIEW//

Current & recent awardees
can apply (~100/year)

Reviewed by
pharma/MedTech & venture
partners (e.g., BMS, Eli Lilly,
OrbiMed, RA Capital)

ALL applicants receive
constructive reviewer
feedback

FUNDING SUPPORT TO
PITCH//

NCI matches 25-30 companies
with stage and technology
appropriate events

Assists with presentation fees
for one individual

NCI or Pharma managed
company showcases

MENTORING & PITCH
COACHING //

Selected companies receive
coaching, give pitches at
investor forums and
conferences, and

meet one-on-one with
investor attendees

g

DIRECT INTRODUCTION
TO INVESTORS//

Develop a wide network of
investor/strategic partners

Companies are profiled in an
investor-oriented

booklet shared via newsletters
and email

Direct introductions to SBIR
awardees in NCI SBIR portfolio

Investor Initiatives Mini-Review in Clinical and Translational Science: https://bit.ly/3vfLTwB

SBIR

DEVELOPMENT CENTER
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TRECS
WORKSHOP

MIND
TO
MARKET

TRECS
WORKSHOP
Trar nal

SBIR
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NCI SBIR Workshop on
Translational Resources to Enhance Commercialization Success

* Open to active awardees
* Speakers from FDA, CMS, NSF, pharma, med-tech, VCs and across NIH

* Panels on other sources of federal funding, resources & collaborative programs at NIH,
and unique life science investment organizations

* 300+ One-on-one meetings with program directors and speakers
* Networking and Brainstorm sessions with other SBIR peers and NIH staff

*  Next workshop — 2023

More information: https://shir.cancer.gov/programseducation/TRECS2021



https://sbir.cancer.gov/programseducation/TRECS2021

PLAN
WEBINAR
SERIES

Topics:
) How to Write a Good Specific Aims Page
|

Spotlight Video: Small Business
Transition Grant (SBTG)

U

Implementing a Quality Management
System (QMS)

] Spotlight Video: Top Takeaways on How
to Set Up a Small Business

) Keys to a Successful IND Submission

Ll Spotlight Video: CARE Success Stories

SBIR
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Peer Learning and Networking (PLAN) Webinar Series

https://sbir.cancer.gov/programseducation/plan

Part |. Presentation

Watch pre-recorded panelist

presentation on the PLAN webpage
prior to joining the webinar and
write down your questions.

Part Il. Panel Session

Attend real-time panel session and
ask your questions to the panelist
and/or the moderating NCI SBIR
program director.

48.
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PLAN
WEBINAR
SERIES

Topics:
) How to Write a Good Specific Aims Page
|

Spotlight Video: Small Business
Transition Grant (SBTG)

U

Implementing a Quality Management
System (QMS)

] Spotlight Video: Top Takeaways on How
to Set Up a Small Business

) Keys to a Successful IND Submission

Ll Spotlight Video: CARE Success Stories

SBIR
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Peer Learning and Networking (PLAN) Webinar Series

https://sbir.cancer.gov/programseducation/plan

Therapeutics - Click video if
interested in:

e Time budgeting

e Addressing competitive
landscape

e Specific features for
therapeutics

e Quantitative milestones

e Considerations when
resubmitting your
application

= P =
e
— R - —‘

How to Write a Good Specific Aims Page

Amanda M. Schak PrD, co-founder & COO

Enzyme by Design Inc [
February 24, 2022 @

Diagnostics - Click video if
interested in:

o Differentiating between
SBIR and traditional
academic grants

e Highlighting innovation

e Specific features for
diagnostics

e Quantitative milestons

| gl

—_—

Write a Good Specific Aims Page

8.

Digital Health - Click video if
interested in:

e Highlighting significance
and clinical impact

e Specific features for
digital health

e Quantitative milestones

e Considerations for fast-
track applications

—1 z =
- T

N W
How to Write a Good Specific Aims Page

Joffery Mctaughin, Radiant Digtal, March 2022 i

Devices - Click video if
interested in:

e Getting started

e Providing sufficient detail

e Specific features for
devices

e Quantitative milestones

e Considerations for Phase
2 applications

— = _h‘
How to Write a Good Specific Aims Page

Wit Ve, Go-Founder 8 CEO

M
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EXECUTIVE ROUNDTABLE

Platform for founders/CEOs/other C-Level Executives of NCI SBIR-funded startups to mentor and advise each
other on real-life startup issues.

3 cohorts ongoing

2-3 hours once every 2 months

Applications open Networking Currently virtual due C-Level Executives of
later in 2022 Ongoing Mentoring to COVID-19 all awardees
Technology or & Advice 10-12 participants
indication focus Potential per cohort

Partnerships

SBIR
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CONNECTING AWARDEES WITH REGULATORY EXPERTS

(CARE)

The CARE Program supports awardee interactions with FDA and encourages
communication with requlators early on in the technology development process

* Program to encourage early
communication between small
businesses and FDA

* New cohort in spring each year — stay
tuned for 2023 application date!

CARE Program

SBIR

DEVELOPMENT CENTER

(" . . .
e Educational presentations with speakers
from CBER, CDER, and CDRH

e Recordings available from Spring 2021
FDA Workshop for Oncology Start-ups

e Stay tuned for future workshops!

| Workshops

4 )
e https://sbir.cancer.gov/resources/fda-

resources

* Resources webpage of key guidance
documents applicable to small businesses

¢ Curated list of links to FDA educational
webinars

NCI SBIR Website \

|

51.


https://www.fda.gov/drugs/news-events-human-drugs/oncology-therapy-development-workshop-pivotal-steps-and-avoiding-pitfalls-start-ups-03302021
https://sbir.cancer.gov/resources/fda-resources

EVENTS > NCI SBIR Monthly Office Hour

- 3" Friday of each month
- A great opportunity to connect one-on-one with an NCI SBIR program director

- Sign up and send your 1-page technology summary to Bryce Geiling
(bryce.geiling@nih.gov)

* Upcoming events

Learn about our funding ~ Events are listed on NCI SBIR Events Page:
opportunities and resources https://sbir.cancer.gov/newsevents/events
from NCI SBIR program - Sign up for e-newsletter for the latest update:

https://sbir.cancer.gov/emailsignup

directors!

v
) -
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SBIR Development Center

GET IN TOUCH _ -

l HOME ABOUT FUNDING PORTEFOLIO PROGRAMS & EDUCATION RESOURCES NEWS & EVENTS
WITH US! L

m) NATIONAL CANCER INSTITUTE o @ e

NCI SBIR provides
funding, mentoring & networking assistance
for small businesses with next-generation cancer technologies. "

* CONTACT NCI SBIR PROGRAM BEFORE
YOU APPLY.

NCI Funding during the COVID-19 Public Health Emergency

Due to the potential impact of the declared public health emergency caused by COVID-
19, the NIH has issued multiple guide notices, incluing notice on late applications. If

° SEND US YOUR SPECIFIC AIMS PAGE- vour business is affected by COVID-18, check the list of available measures on

our Notices Page.

Sign up for the latest funding opportunities and
events information from NCI SBIR
Development Center.

For updates on NCI extramural funding activities, piease check NCI Director Dr. ;
Norman E. Sharpless’ post on the NCI Bottom Line biog. Email: |

*  Web: https://sbir.cancer.gov What are the NCI SBIR & STTR Programs?
Emall' nCISbI r@ mall'nlh'gov The SBIR & STTR Programs are one of the largest sources of early stage technology

Twitter: @ NClSBl R financing in the United States. We welcome entrepreneurs and small business leaders to
. . . . this website to explore grant and contract funding opportunities. Latest Announcements
LinkedIn: http://bit.ly/ncisbirlinkedin

Learn more about the programs >

New Supplement for Technologies
Adapted for COVID-19

SBIR

The NCI SBIR Development Center is issuing a
DEVELOPMENT CENTER Resources For

Notice of Special Interest (NOSI) to highlight
the urgent need for the development of

— prophyiactic, therapeutic and diagnostic for
g— S~ = o S S AT e i S




THANK YOU

CONTACT INFO

NCI SBIR DEVELOPMENT CENTER
ncisbir@mail.nih.gov
240.276.5300

SBIR

DEVELOPMENT CENTER




