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Congressionally Mandated Programs

2.

Facilitates R&D between U.S. research institutions and small 
businesses with commercialization potential. (FY21 Set-aside 0.45%)

Federal agencies with extramural R&D budget >$1B

SBIR & STTR
Combined Budget

 for FY23
$1.3B at NIH

$203M at NCI

Engages small businesses in Federal R&D with 
commercialization potential. (FY21 Set-aside 3.2%)

Federal agencies with extramural R&D budget >$100M

Small Business 
Innovation Research 
(SBIR)

Small Business 
Technology Transfer 
(STTR)

• America’s Seed Fund 

• Main program to support innovative small businesses at the NIH

• Recently reauthorized for 3 more years



Concept Award: 
Overview

• High-risk/high-reward projects

• Focus is on Innovation 

• Transformative technologies to address rare and 
pediatric cancer

• $300K SBIR  Contract Funding (one year of funding)

• No preliminary data is required

• Fund experiments to obtain initial de-risking and 
proof-of-concept data

Program created in response to an external working 
group convened by the National Cancer Advisory 
Board (NCAB). Top working group recommendation 
was to create a “high-risk/high-reward Concept” 
award to promote paradigm-shifting innovation.

FY23 NCI Director's Award for “Oversight of Programmatic Vision” 

3-year pilot launched in 2021



D IREC T  TO 
P H ASE  I I

PHASE I PHASE II

PHASE III
NCI SBIR PHASE IIB 

BRIDGE AWARD
CROSSING THE VALLEY OF DEATH

FAST-TRACK (PHI I & II)

Concept Award: Overview

CONCEP T  AWARD

(High Innovat ion)

• High-risk high-
reward projects

• Pipeline for 
innovation

• Concept de-risking
• $300K – 1 year

• Proof-of-Concept
• $400,000 – 1 year

• Research &
     Development
• Commercialization 
     plan required
• $2M – 2 years

• Technology validation & 
     clinical translation
• Follow-on funding for SBIR Phase II 
     awardees from any federal agencies
• Matching 3rd party investor funds
• $4M over 2-3 years

• Commercialization 
stage

• Use of non-
SBIR/STTR funds



Concept Award: Purpose and Objectives

Increase early-stage 
innovation & high-risk 
high-reward projects in 
NCI SBIR portfolio

Bridge rare and 
pediatric cancer 
portfolio gaps

Achieve high responses, 
engage new small 
business customers, 
and streamline 
review/award process

De-risk early-stage 
innovation & foster 
follow-on funding 
opportunities

Portfolio Innovation
Rare & Pediatric 

Cancer Focus
High Response & 

New Stakeholders
Project De-Risking
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Overview of Awards to Date

• Launched in 2021

• 13 Awards

• $3.9M NCI Funding

• 38 % of awards represent 
women and/or 
unrepresented minorities

• Project types • Cancer indications
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External Evaluation Committee & Methodology

• NCI SBIR Executive Secretary presented Concept Award 
overview and update

• NCI SBIR provided written documentation of program 
metrics and non-confidential project information

• Evaluation Committee reviewed the information and 
generated a written Evaluation Report detailing 
findings and recommendations

• Evaluation Report included in renewal documentation



8.

Total
Applied/ 

Never 
Awarded

New to 
NCI SBIR

Total
Applied/ 

Never 
Awarded

New to 
NCI SBIR

Total
Applied/ 

Never 
Awarded

New to NCI 
SBIR

White 
Papers

96 33 33 70 28 29 100 44 45

Full 
Proposals

46 6 21 25 14 9 50 20 23

Awards 6 0 3 7 4 2 TBD TBD TBD

FY22 FY23

• 70-100 white papers each fiscal year
• 80% of white papers and 69% of awards represent companies new to NCI SBIR funding
• All Concept Awards were made in 6 months or less

FY24

Did the Program Help Accomplish 
Key Objectives? 

High Response & 
New Stakeholders



• 85 % of awards made were for indications heavily underrepresented in NCI SBIR portfolio

Did the Program Help Accomplish 
Key Objectives? 

Rare & Pediatric 
Cancer Focus
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Supramolecular Nanosponges Protein silencing with Ubiquibodies Genetically modified microbes for 
methionine depletion

Second generation CAR Ts
w/logic gated adaptor systems

Nanoscale Metal-Organic Frameworks as 
X-ray activatable Vaccines

Did the Program Help Accomplish 
Key Objectives? 

Portfolio Innovation



Innovative Technology
Coordination is developing nanoscale metal-
organic frameworks (nMOF) containing immune 
modulators as X-ray activatable cancer vaccines 
for treatment of oral cancer.  Technology class is 
unrepresented in NCI SBIR portfolio.   

11.

Project De-Risking/Achievements
• Technology de-risked through Concept Award aims
• IND-enabling studies completed by company after award
• IND submitted to FDA and currently under review
• First-in-human clinical trials expected for Q1 2024

Disruptive Clinical Impact
Significant unmet medical need was identified in the current 
lack of immunotherapy options for metastatic and recurrent 
oral cancer patients.  The technology has the ability to change 
standard of care.  

Did the Program Help Accomplish 
Key Objectives? - Case Study

Project De-Risking
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External Evaluation Findings

• Concept Award has successfully met all evaluation metrics

– Disruptive and innovative approaches are being developed for 
pediatric and rare cancers

– High response rates were achieved due to strong programmatic 
outreach

– New pool of new small businesses were engaged who are new to NCI 
SBIR funding 

– Early but promising indicators of follow-on funding (project de-risking) 

• White paper review is a key program feature

– Triaging technologies to select the most innovative projects for full 
proposal review

– Timeline evaluation metrics met and all awards made in 6 months
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External Evaluation Recommendations

• The Evaluation Committee unanimously recommends that the 
Concept Award program continue

• Additional federal funding to further support de-risked 
technologies

• Pitch day event (investors, disease foundations, etc.)



14.

Proposed RFP Reissuance Requests & Budget Recommendations

• 5-year approval

• Maintain Phase I Concept Award size at $300K
– Set-aside of $3M per year

• Add follow-on Phase II NOFOs
– Phase II & Fast-Track applications
– ARPA-H 50% co-fund (co-funded $5.7M in 

SBIR projects in FY23)
– NCI set aside of $3.5M per year



15.

RFP Justification

• Special review criteria and panel

– 50% weight scoring on innovation

– Reviewers with expertise in evaluation of early-stage technologies

• Short and streamlined proposals 

– White paper triage

– Fillable full proposal template

– Awards within 6 months



THANK YOU

C O N TA C T  I N F O
W i l l i a m  B o z z a
W i l l i a m . b o z z a @ n i h . g o v  
P R O G R A M  D I R E C T O R ,  N C I  S B I R  D E V E L O P M E N T  C E N T E R

2 4 0 . 6 6 0 . 1 2 1 1

mailto:William.bozza@nih.gov
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