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Why are SBIR and STTR Important to NCI? 

ωb/LΩǎ ǇǊƛƳŀǊȅ ǊŜǎƻǳǊŎŜ ŦƻǊ ŜƴŀōƭƛƴƎ ŎƻƳƳŜǊŎƛŀƭƛȊŀǘƛƻƴ ƻŦ 
high impact technologies that can benefit patients, such 

as: 

ωSmall Molecules and Biologics 

ωCancer Diagnostics 

ωCancer Imaging 

ωElectronic Health  & Education Tools 
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Congressionally-Mandated Programs 

2.8% 

0.4% 

Set Aside  
(FY14)       (FY15) 

~$750M annually at NIH 
~$119M annually at NCI  

 

üSmall Business Innovation Research (SBIR) 
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 > $100M 

 

üSmall Business Technology Transfer (STTR) 
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 > $1B 

2.9% 

0.4% 
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FY SBIR Set-aside STTR Set-aside 

2011  2.5% 0.30% 

2012 2.6% 0.35% 

2013 2.7% 0.35% 

2014 (current) 2.8% 0.40% 

2015 2.9% 0.40% 

2016 3.0% 0.45% 

2017 3.2% 0.45% 

Set-aside is Increasing 
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ωOne of the largest sources of seed funding for innovative 
technology development by small businesses 
 

üNot a Loan 

ÅNo repayment is required 

Å5ƻŜǎƴΩǘ impact stock or shares in any way (i.e., non-dilutive) 
 

ωIntellectual property rights retained by the small business 
 

ωProvides recognition, verification, and visibility 
 

ωHelps provide leverage in attracting additional funding or support 
(e.g., venture capital, strategic partner) 

Reasons to Seek SBIR/STTR Funding 

@NCIsbir         @MALifeSciences         @NGINWorkplace  
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Phase III 
COMMERCIALIZATION 

Phase II 
DEVELOPMENT 

Phase I 
FEASIBILITY 

Å  Research & Development 
Å  Commercialization plan required 
Å  $1.5 million over  2 years 

Å  Commercialization stage 
Å  Use of non-SBIR/STTR funds 

Fast Track Application 
Combined Phase I & II 

SBIR & STTR: Three-Phase Program 

Å Hard caps on award sizes: $225,000 for Phase I; $1.5 million for Phase II 

Å Certain awards may exceed these caps if covered by topic-specific waivers 

Å Actual funding may vary by topic 

Å  Proof-of-Concept study 
Å  $225,000 over          
    6 months (SBIR)   
     or 1 year (STTR) 

Direct to Phase II 

ÅSkip Phase I 
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Recent Rule Changes in SBIR  

Å VC-backed companies (VCOC, hedge fund, private 
equity firms) CAN NOW apply (NIH SBIR only). 

Å Direct to Phase II Pilot Program now active 

Å Increased caps for pre-approved waiver topics (see 
FOA) ς Ph I $300K, Ph II $2M 

Å Otherwise: Ph I $225K, Ph II $1.5M 
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FY15 NCI Waiver Topics 

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

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

Å Imaging Technologies (e.g. Agents, Devices, and Image-Guided Interventions)  

Å Devices for Cancer Therapy (e.g. Interventional Devices, Surgical, Radiation 
and Ablative Therapies)  

Å Agents ŦƻǊ /ŀƴŎŜǊ tǊŜǾŜƴǘƛƻƴ όōǳǘ ƴƻǘ ά¢ŜŎƘƴƻƭƻƎƛŜǎ ŦƻǊ /ŀƴŎŜǊ tǊŜǾŜƴǘƛƻƴέύ  

Å Development of Low Cost Technologies for Global Health  

Å Development of Companion Diagnostics  

Å Vaccine Development for Cancer Prevention  

Å Novel ¢ŜŎƘƴƻƭƻƎƛŜǎ ǘƻ !ŘŘǊŜǎǎ άUndruggableέ 5ǊǳƎ ¢ŀǊƎŜǘǎ  
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Å Switching between SBIR and STTR mechanisms 

Å Applicants can apply for Phase II SBIR funding based 
on Phase I STTR award or vice versa. 

Å Applicants can apply for Phase IIB SBIR funding 
based on Phase II STTR award or vice versa. 

Å Applicants can request $5000 in Technical Assistance, 
beyond award caps.  

Å Regulatory consultant 

Å Reimbursement consultant 

 

 

 

 

Recent Rule Changes in SBIR  
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NIH Reauthorization website 

http://grants.nih.gov/grants/funding/sbir/reauthorization.htm 
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NIH Timeline for New Applications 

Due Date Scientific 
Review 

Council 
Review 

Award Date 
(earliest) 

April 5 July October December 

August 5 October January  April 

December 5 March May July 

7 - 12 months 
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ω Applicant is a Small Business Concern (SBC) 

ω Organized for-profit U.S. business 

ω 500 or fewer employees, including affiliates 

ω tLΩǎ ǇǊƛƳŀǊȅ employment (>50%) must be with the SBC at time of award & for 
duration of project 

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

OR  

ω > 50% owned and controlled by other business concern/s that is/are > 50% 
owned and controlled by one or more individuals* 

OR 

ω > 50% owned by multiple venture capital operating companies, hedge funds, 
private equity firms, or any combination of these *  

 

*Formerly >= 51%; *New rule starting 1/28/13, NIH SBIR only 

SBIR Eligibility Requirements 
New Rules starting 1/28/13 
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ω Applicant is a Small Business Concern (SBC) 

ω Organized for-profit U.S. business 

ω Formal cooperative R&D effort 

ω Minimum 40% by small business 

ω Minimum 30% by US research institution 

ω US Research Institution: college or university; non-profit research 
organization; Federally-Funded R&D Center (FFRDC) 

ω Principal LƴǾŜǎǘƛƎŀǘƻǊΩǎ ǇǊƛƳŀǊȅ ŜƳǇƭƻȅƳŜƴǘ may be with either the 
SBC or the research institution 

ω SBC must have right to IP to carry out follow-on R&D and 
commercialization 

STTR Eligibility Requirements 
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SBIR vs. STTR: 
Which Program is Best for You? 

SBIR 
 

Primary employment must  

be with small business 

 

 

 

Permits partnering 

Small business must do 

67% Phase I,  

50% Phase II 

 

STTR 
 

PI may be employed by either 

small business or research 

institution, and must commit 

minimum of 10% effort to project 

 

Requires partnering with 

US research institution 

Small business min. 40%, 

Research institution min. 30% 

Á Small Business Concern is ALWAYS the Applicant/Awardee Organization 
 

Á Funding rates vary annually based primarily on application numbers 
 

Á The best choice is the fit for your budget and leadership structure 

Research 

Partner 

Principal  

Investigator 
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The NCI SBIR  

Development Center  

http://sbir.cancer.gov 
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NCI SBIR Development Center  
Program Directors 

Greg Evans, PhD  

Lead Program Director 
 

Cancer Biology, E-Health, Epidemiology, Research 

Tools 

Andrew J. Kurtz, PhD  

Lead Program Director 
 

Biologics, Small Molecules, Nanotherapeutics, 

Molecular Diagnostics, Bridge Award 

Michael Weingarten, MA  

Director 

NCI SBIR Development Center 
 

Deepa Narayanan, MS  

Program Director 
 

Cancer Imaging, Clinical Trials, Radiation Therapy, SBIR 

Investor Forum, FRAC Workshop 

Jian Lou, PhD  
Program Director 

 

In-Vitro Diagnostics, Theranostics, early-stage drug 

development , Bioinformatics, FRAC Workshop 

Patricia Weber, DrPH  
Program Director 

 

Digital Health, Therapeutics, Biologics, SBIR 

Investor Forum, FRAC Workshop 

Todd Haim, PhD  
Program Director 

 

Small Molecules, Biologics, Immunotherapeutics, 

Theranostics, SBIR Investor Forum, FRAC Workshop 

Amir Rahbar, PhD, MBA  

Program Director 

In-Vitro Diagnostics, Biologics, Therapeutics, Proteomics, 

SBIR Investor Forum 

Ming Zhao, PhD  

Program Director 

Cancer Diagnostics & Therapeutics, Cancer Control &        

   Prevention, Molecular Imaging, Bioinformatics,  

   Stem Cells 

Christie Canaria, PhD 
AAAS Science & Technology Policy Fellow 

Research Tools, Imaging, 

I-Corps, Policy, Scientific Communications 
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Jonny  Franca-Koh, PhD, MBA  

Program Director 

Therapeutics, Small Molecules and Cell-based therapy 

Kory Hallett, PhD 
AAAS Science & Technology Policy Fellow 

Policy, Scientific Communications 



New Activities of NCI Development Center 

Development Center staff are responsible for: 

ωConducting regular outreach events to help recruit more 
focused, commercially-minded SBIR applicants 

ωCoaching applicants on developing stronger applications 

ωProviding oversight and active management of projects 

ωMentoring and guiding companies throughout the award 
period 

ωFacilitating matchmaking with potential third-party 
investors and strategic partners 
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I-Corps @ NIH Pilot Program 
 

 

ω! Ǉƛƭƻǘ ǇǊƻƎǊŀƳ ǘƘŀǘΩǎ ŀ ǇŀǊǘƴŜǊǎƘƛǇ ōŜǘǿŜŜƴ b{C ŀƴŘ 
NIH. 

ω4 participating NIH Institutes 

ωNCI, NHLBI, NINDS, NCATS 

 

 

 

 

 
 

@NCIsbir      #icorps       sbir.cancer.gov/icorps 
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I-Corps @ NIH Pilot Program 
 

 

ω10-week Entrepreneurial Immersion course to reduce 
commercialization risk for Therapeutics, Diagnostics and 
Devices 

 

 
 

@NCIsbir    sbir.cancer.gov/icorps 
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I-Corps @ NIH Pilot Program 
 

 

ωCommercialization efforts have two components 

1. The science/technology 

2. The business model 

ωCurrent Commercialization efforts focus on #1 

ωSuccessful efforts require the team to do both 

 

 
 

@NCIsbir    sbir.cancer.gov/icorps 
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I-Corps @ NIH: Format 

 

 

ωTeams ŀǊŜ άǘŀǳƎƘǘέ ŀƴŘ ƎǳƛŘŜŘ ōȅ ŀ ƎǊƻǳǇ ƻŦ 
experienced faculty (e.g., serial entrepreneurs, venture 
capitalists, etc.) 

 

ωDevelop a viable business model around their 
technology focusing on key questions like their value 
proposition and revenue model. 

 

 

 
 

@NCIsbir    sbir.cancer.gov/icorps 
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I-Corps @ NIH: Format 

 

ωProcess: gather as much information and insight as 
possible by conducting 100 interviews with potential 
customers and partners. 

 

ωAdjust business strategy based on direct customer 
feedback. 

 

ω¦ǎŜ ƻŦ ά.ǳǎƛƴŜǎǎ aƻŘŜƭ /ŀƴǾŀǎέ provides a framework 
for analyzing information to determine if there is a 
product/market fit . 

 

 

 
 

@NCIsbir    sbir.cancer.gov/icorps 
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I-Corps Business Model Canvas 

24 



I-Corps @ NIH: Format 

 

ωI-Corps will also help SBIR companies: 

ωAssess their intellectual property, reimbursement, and 
regulatory risks before they design and build 
prototypes 

ωEvaluate the potential of their product for clinical 
utility at an early stage 

ωIdentify financing vehicles before they are needed 

 

 

 
 

@NCIsbir    sbir.cancer.gov/icorps 
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I-Corps @ NIH: History 

 

ωSince July 2011, NSF has been offering I-Corps to over 
300 teams from 100 universities 

 

ωb{CΩǎ ǇǊƻƎǊŀƳ Ƙŀǎ ōŜŜƴ ŦƻŎǳǎŜŘ ƻƴ ŀŎŀŘŜƳƛŎ ǘŜŀƳǎ ŀǘ 
the pre-company phase 

ωMore than 40% have gone on to start companies 

ωTeams have achieved a high success rate when 
competing for SBIR awards. 

 

 

 

 
 

@NCIsbir    sbir.cancer.gov/icorps 
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Steve Blank 
 

ω21 years / 8 startups 

ω13 years @ Berkeley, 
Columbia, Stanford, & 
UCSF 

ωDeveloped the  
Lean LaunchPad/NSF I-
Corps methodology  



NCI SBIR Investor Forum 

Å In 2012, 18 top SBIR-funded companies 
presented 
 

ÅOver 200 life science investors & leaders 
 

Å150+ one-on-one meetings 
 

Å2010 Investor Forum: 8 out of 14 
presenting companies closed deals 
collectively valued at over $230M 
 

Exclusive opportunity for some of the 

most promising NCI-funded companies to 

showcase their technologies 
 

http://sbir.cancer.gov/investorforum/ 
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2010 Investor Forum Results 

ω8 out of the 14 presenting companies have closed deals 
valued at over $230M  

ωZacharon, a company focused on developing therapeutics for rare 
diseases and cancer, finalized a major partnership with Pfizer worth 
up to $200M 

ωLpath closed a $4.9 Million Equity Financing round to fund continued 
development of two drug candidates 

ωMagArray closed a strategic partnership deal with IMRA America for 
$10M to continue development of its cancer diagnostic platform  

ω ImaginAb raised $12.5M in a Series A round to engineer antibodies 
into in vivo PET imaging agents for targeted molecular diagnostics.    

 

@NCIsbir 
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Workshop on Federal Resources to 
Accelerate Commercialization 

Bringing together NCI SBIR/STTR 

awardees to move funded technologies 

from bench to bedside  
 

http://sbir.cancer.gov/FRACWorkshop 

ÅMay 7, 2013 at NCI Shady Grove  
 
ÅSpeakers from FDA, CMS, USPTO, and White House OSTP 

 
ÅPanels on other sources of federal funding, resources & 

collaborative programs at NIH, and unique life science 
investment organizations 
 

ÅOne-on-one meetings with program directors and speakers 
 

bit.ly/NCIsbirFeedback 
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SBIR/STTR  

Funding Opportunities  

http://sbir.cancer.gov/funding/ 

Christie Canaria 

NCI SBIR Development Center 



ÁSBIR & STTR Omnibus Solicitations for Grant Applications 
 

  Release:  January 

  Receipt Dates:  April 5, August 5, and December 5 
 

ÁSee the NIH Guide for other Program Announcements (PAôs) 

and Requests for Application (RFAôs), i.e. grants 
  

  Release:  Weekly 

  Receipt Dates: Various 

 

ÁSolicitation of the NIH & CDC for SBIR Contract Proposals 
 

   Release:  August 2014 

  Receipt Date:  November  5, 2014 
 

Multiple Funding Solicitations 
Know the Application Deadlines 

http://grants.nih.gov/grants/guide 
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Phase III 
COMMERCIALIZATION 

Phase II 
DEVELOPMENT 

Phase I 
FEASIBILITY 

Å  Research & Development 
Å  Commercialization plan required 
Å  $1.5 million over  2 years 

Å  Commercialization stage 
Å  Use of non-SBIR/STTR funds 

Fast Track Application 
Combined Phase I & II 

SBIR & STTR: Three-Phase Program 

Å Hard caps on award sizes: $225,000 for Phase I; $1.5 million for Phase II 

Å Certain awards may exceed these caps if covered by topic-specific waivers 

Å Actual funding may vary by topic 

Å  Proof-of-Concept study 
Å  $225,000 over          
    6 months (SBIR)   
     or 1 year (STTR) 

Direct to Phase II 

ÅSkip Phase I 
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Fast Track or Direct to Phase II: 
Which Program is Best for You? 
 

Fast Track 
 

Å Promising preliminary data, but still the potential to 
propose aims that are reasonable for a Ph I study, 
and/or appropriate milestones that should be 
achieved prior to advancing to Phase II 
 

Å If the aims, timeline, and budget are a good fit for 
Fast-Track, then can be a better option (versus Direct 
to Phase II) because more total funding can be 
requested 

  

@NCIsbir 
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Fast Track or Direct to Phase II: 
Which Program is Best for You? 
 

Direct to Phase II 

Å Preliminary data equivalent to what is normally 
expected by the end of an NIH SBIR Ph I award  

Å (e.g., in vivo proof of concept data for a therapeutic) 
 

Å tǊƻƧŜŎǘǎ ŦƻǊ ǿƘƛŎƘ ŀŘŘƛǘƛƻƴŀƭ άǇǊƻƻŦ-of-ŎƻƴŎŜǇǘέ 
studies are not needed  
 

Å Later stage projects 

Å (e.g., human studies, clinical trials, etc.) 
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ω2014 SBIR Direct to Phase II Solicitation:  

ωPAR-14-088 

ωCheck the funding announcement: Only NCI and NIH ICs 
listed are participating in Direct to Phase II Pilot 

ωApplies to SBIR programs only, NOT STTR 

ωDesigned for SBCs that have completed Phase I-type 
milestones with non-SBIR funds 

 

 

Direct to Phase II Pilot Program 
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Å Standard receipt dates apply: 

ÅApril 5, August 5, December 5 
 

Å Effective until 2017 
 

Å Standard SBC eligibility rules apply 
 

Å Transition rate benchmark for SBCs that have been 
awarded >20 Ph LΩǎ ƭŀǎǘ р ȅŜŀǊǎΥ 

Å (# Ph II awards)/(# Ph I awards) Ó 0.25 
 

Å Verify your SBC Transition Rate on the Company 
Registry at SBIR.gov 

Direct to Phase II Pilot Program 
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ÁSBIR & STTR Omnibus Solicitations for Grant Applications 
 

  Release:  January 

  Receipt Dates:  April 5, August 5, and December 5 
 

ÁSee the NIH Guide for other Program Announcements (PAôs) 

and Requests for Application (RFAôs), i.e. grants 
  

  Release:  Weekly 

  Receipt Dates: Various 

 

ÁSolicitation of the NIH & CDC for SBIR Contract Proposals 
 

   Release:  August 2014 

  Receipt Date:  November  5, 2014 
 

Multiple Funding Solicitations 
Know the Application Deadlines 

http://grants.nih.gov/grants/guide 
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