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Application Update

Thursday, February 25

10:00am – 11:15am

Thanks for joining us…

Sponsored by: CGK Consultants
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SBIR Funding

• Update: SBIR/STTR Programs Extended Through April 30, 2010

Congress has not yet completed the SBIR and STTR 

reauthorizations so have again extended the SBIR and STTR 

programs “as is” through April 30, 2010. This extension affects ten of 

the eleven agencies (including NIH) that participate in SBIR. DoD’s

programs were previously extended through September 30, 2010.

• Ohio Research Commercialization Grant Program (ORCGP)

Provides grants to improve the commercial viability of technologies 

developed through federal Small Business Innovation Research 

(SBIR), Small Business Technology Transfer (STTR) and Advanced 

Technology Program (ATP) research and development projects. 

• Recorded webinar for members only: 

www.bioohio.com/membership/members.aspx

http://www.bioohio.com/membership/members.aspx
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Today’s Agenda

• Intro by Matt Schutte, BioOhio Director of Corp. Comm.

• Kay Etzler, NIH SBIR/STTR Program, Office of Extramural Programs

– Q&A to follow

• David Beylin, MS, DABSNM, Program Director, SBIR Development 

Center, National Cancer Institute, NIH

• Susan Pucie, SBIR/STTR Program Coordinator, National Heart, 

Lung, and Blood Institute, NIH

• Todd Merchak, Program Specialist, Div. of Extramural Science 

Prgms., National Institute of Biomedical Imaging and Bioengineering

– Q&A to follow

• Concluding Remarks and Q&A

– CGK Consultants, Bill Timmons
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General Overview of the NIH 

SBIR/STTR Program

“Lab to Life”
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Kay Etzler

SBIR/STTR Program Analyst

Office of Extramural 

Research, NIH
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NIH Mission

Improve human 

health through 

biomedical and 

behavioral research, 

research training and 

communications. 
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Office of the Director

National Center on 

Minority Health 

and Health 

Disparities

Organizational Structure of NIH

National Institute

on Alcohol Abuse
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National Institute

of Arthritis and

Musculoskeletal

and Skin Diseases

National Cancer
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on Aging
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of Child Health

and Human

Development
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of Allergy and

Infectious Diseases

National Institute

of Diabetes and

Digestive and

Kidney Diseases

National Institute

of Dental and

Craniofacial

Research

National Institute

on Drug Abuse
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of Environmental

Health Sciences

National Institute on

Deafness and Other

Communication

Disorders

National Eye

Institute

National Human

Genome Research

Institute

National Heart,

Lung, and Blood

Institute

National Institute

of Mental Health
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of Neurological

Disorders and

Stroke

National Institute
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Medical Sciences
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of Nursing Research
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of Medicine

National Center

for Complementary

and Alternative

Medicine

Fogarty

International
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for Research

Resources
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of Biomedical 

Imaging 

and 

Bioengineering

No funding 

authority
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NIH INSTITUTE/CENTER SBIR/STTR 
BUDGET ALLOCATIONS (FY2010)

Extramural R&D Set-Asides:

SBIR  = 2.5%

STTR = 0.3%

NIDDKNIGMS

FY 2010 SBIR/STTR 

Budget Allocations to NIH ICs:

$616 M (SBIR)

$  74 M (STTR)

Total: $690 M
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$672 M 
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HHS/NIH Program Funding
2010 Budget SBIR STTR

NIH $616M $74M

CDC 

FDA

AHRQ

~8.1M

~0.8M

~2.0M

N/A

Phase I $100K*

6 months*

$100K*

1 year*

Phase II $750K* 

2 years*

$750K* 

2 years*

*Propose a Realistic and Appropriate

Budget for the Research*

Key Take Home Message
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Multiple Funding Opportunities

 Annual SBIR/STTR Omnibus Grant Solicitation
Release: January Receipt Dates: April 5, Aug 5, Dec 5

 Targeted SBIR/STTR Grant Funding Opportunity 

Announcements (NIH Guide for Grants & 

Contracts)
Release: Weekly Various receipt dates

 Annual SBIR Contract Solicitation (NIH, CDC)

Release: August Receipt Date: Early November
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Annual SBIR/STTR Omnibus Grant 

Solicitation 

• SBIR Parent Funding Opportunity 

Announcement      (PA-10-050)

• STTR Parent Funding Opportunity 

Announcement (PA-10-051)

• SBIR/STTR Program Descriptions 

and Research Topics

NIH (23 ICs) –SBIR & STTR FDA –SBIR only CDC –SBIR only

DUE DATES:  Apr 5, Aug 5, Dec 5

ACF–SBIR only
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Biodefense

Biosensors

Nanotechnologies

Bioinformatics

Diagnostic and 

Therapeutic Devices

Telehealth

Biosilicon devices

Biocompatible materials

Acousto-optics / opto-

electronics

Imaging devices

Genetically engineered 

proteins

Proteomics / Genomics

…

Samples/Suggestions:  

SBIR/STTR Program Descriptions 

and Research Topics

Investigator-initiated R&D

 Research projects related to the NIH 

mission

 “Other” areas of research within the 

mission of an awarding component
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Targeted SBIR/STTR Grant Funding 

Opportunity Announcements

• NIH Guide for Grants and Contracts

• High priority areas for ICs

• Various IC participation

• Nuances:

– Various due dates

– Additional review criteria

– Limited funds and project duration periods

– Etc.

http://grants.nih.gov/grants/funding/sbir_announcements.htm
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RFA-HD-09-017: Safe and Effective 

Instruments and Devices for Use in the 

Neonatal Intensive Care Units (SBIR)

Unique Features:
• Special single receipt date  (July 31, 2009)

• NICHD, NHLBI, NIDDK, NIDCD, NCRR

• Phase I

• $225K per year for 2 years 

• Parallel STTR (RFA-ES-09-006)

Objective: Develop new devices and instruments, and/or 

improve existing devices and instruments to monitor and 

treat newborn infants and small children safely
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PA-09-188: Technologies and 

Software to Support Integrative 

Cancer Biology Research (SBIR)

Objective: Develop commercial software tools, 

computational/mathematical methods, & technologies 

that will enable integrative cancer biology research. 

Unique Features:

• Flexible budget and project durations 

– Ph I -- 2 yrs, $300K total costs 

– Ph II – 3 yrs, $750K total costs 

• NCI only

• No parallel STTR, but two related SBIR FOAs
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Annual SBIR Contract Solicitation

Receipt Date:  Early November

•SBIR Only

•NIH & CDC ïVarious ICs 

•Narrowly-focused Topics

•Proposals due: Nov 9, 2010

http://grants.nih.gov/grants/funding/sbir.htm
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ARRA Opportunities

• Administrative Supplements

– NOT-OD-09-056

– Check with Program Officer

• Competitive Revisions for Behavioral and 

Social Science Research

– NOT-OD-10-034

– Due date:  March 25, 2010

• Recovery Act website: 

http://grants.nih.gov/recovery/ 
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Electronic Submission

• SBIR/STTR grant applications must be 

submitted electronically. SBIR contract 

proposals still in paper form.

• Registrations are required!!!

– Grants.gov (company)

– eRA Commons (company and all PD/PIs)

http://era.nih.gov/ElectronicReceipt/index.htm
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Review Process for a Grant Application

Center for Scientific Review

Study Section

Institute

Advisory Councils and Boards

Institute Director

Submits 
Electronic 
Application

Allocates

Funds

Small 
Business 
Concern

Conducts 
Research

Review for         Scientific Merit

Evaluate for          Relevance

Recommend        Action

Takes final action
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Review Criteria

Overall Impact Score

Scored Review Criteria (score 1-9)
 Significance (Real Problem/Commercial 

Potential)
 Investigators (PI and team)
 Innovation (New or Improved?)
 Approach (Research Design, Feasible)
 Environment (Facilities/Resources)

Additional Review Criteria (not scored individually)
 Protection of Human Subjects

 Inclusion of Women, Minorities & Children

 Vertebrate Animals

 Biohazards
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Timeline: 
New Applications

Due
Date

April 5

August 5

December 5

Scientific
Review

July

October

March

Council
Review

October

January

May

Award
Date (earliest)

December

April

July

2 4 5 

<……………….……6-9 months…………………….>

Solicitations and Funding Opportunities
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Phase I Phase II Phase III

Gap Funding

Phase I / Phase II 

Fast Track

Technical Assistance Programs

Phase II Competing 

Renewals Pipeline to Partnerships
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Gap Funding

• FAST TRACK

– Phase I & Phase II Combined

– Reduces or eliminates gap between phases

• Phase II Competing Renewals

– Clinical projects preparing for FDA or complex 

instrumentation, clinical research tools, behavior 

interventions/treatments

– Generally $750K - $1M/year up to 3 yrs

Contact your Program Director to discuss!
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Technical Assistance Programs

Commercialization 

Assistance

Business & strategic planning

Help help build strategic 

alliances and investor 

partnerships
(Phase II awardees)

Niche Assessment Identify other uses of technology

Determines competitive advantages

Develops market entry strategy

(Phase I awardees)
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Finding a Commercialization Partner

• Showcase of SBIR/STTR and 

NIH-licensed technologies 

• Facilitates matchmaking 

between NIH SBIR/STTR 

awardees and potential strategic 

partners and investors

• Searches by application category (diagnostics, 

therapeutic, tool, etc.) and/or disease

Pipeline to Partnerships (P2P)

http://www.ott.nih.gov/p2p/index.asp
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http://grants.nih.gov/grants/funding/sbir.htm
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Submission Changes 

Effective January 25, 2010

• Research Plan Restructure

• Page Limits
– Introduction (resubmission or revision) – one page

– Specific Aims – one page

– Research Strategy
• Phase I – 6 pages

• Phase II – 12 pages

• Phase II Commercialization Plan – 12 pages

Research Plan

Background & Significance

Preliminary Studies/Progress Report

Research Design and Methods

Research Strategy
Significance

Innovation

Approach

Guide Notice:  NOT-OD-09-149
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NIH SBIR/STTR Program 
Summary of Key Features

• SBIR and STTR Program

 Single SBIR/STTR grant solicitation

 Investigator-initiated research ideas

 Special Funding Opportunities  

(NIH Guide for Grants and Contracts)

 Electronic Submission (grants only)

 Awards: Grants, Contracts, 

Cooperative Agreements

• Multiple Receipt Dates (Grants)

 April 5, August 5, December 5

 May 7, September 7, January 7 (AIDS)

 Contracts: Early November

• Budget and Project Period

 $100K/6 months (Ph I)

 $750K/2 yrs (Ph II)

 Deviations permitted where 

scientifically appropriate.

• External Peer Review

 Option to request review group

 Experts from Academia/Industry

 5 Criteria: Significance, Approach, 

PI(s), Innovation, Environment

 Summary Statement for all 

applicants

 Revise & resubmit 

• Gap Funding Programs

 Phase II Competing Renewals

 Ph I/Ph II Fast Track 

 Administrative Supplements

• Technical Assistance Programs

 Technology Niche Assessment

 Commercialization Assistance

 Pipeline to Partnerships (P2P)

Summary
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Stay Informed…

Listserves

 NIH Guide for Grants and Contracts (weekly 

notification)

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

 NIH SBIR/STTR Notification

Send email to LISTSERV@LIST.NIH.GOV with the 

following text in the message body: 

subscribe listname your name.

http://grants1.nih.gov/grants/grant_tips.htm
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Website and agenda to be available soon!

•SBIR/STTR 101 –for those new to the program 

•SBIR/STTR Update –for those familiar with the program

•NIH review process –an in-depth look 

•Scientific Poster Sessions for University Researchers 

•One-on-One meetings with NIH, CDC, and FDA staff

•Indirect Cost Rates & Audit Workshop

•Electronic Submission overview

•Business Planning Basics

•Strategies for Commercialization

•And more!

Conference Highlights 

http://www.sbtdc.org/nihsbir2010/index.htm
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For More Information

http://grants.nih.gov/grants/funding/sbir.htm

Lenka Fedorkova

NIH SBIR/STTR Program

Phone: 301.435.0921

Kay Etzler

NIH SBIR/STTR Program

Phone: 301-435-2713

SBIR@OD.NIH.GOV
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Today’s Agenda

• Intro by Matt Schutte, BioOhio Director of Corp. Comm.

• Kay Etzler, NIH SBIR/STTR Program, Office of Extramural Programs

– Q&A to follow

• David Beylin, MS, DABSNM, Program Director, SBIR Development 

Center, National Cancer Institute, NIH

• Susan Pucie, SBIR/STTR Program Coordinator, National Heart, 

Lung, and Blood Institute, NIH

• Todd Merchak, Program Specialist, Div. of Extramural Science 

Prgms., National Institute of Biomedical Imaging and Bioengineering

– Q&A to follow

• Concluding Remarks and Q&A

– CGK Consultants, Bill Timmons
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Program Director, 

NCI SBIR Development Center

NCI SBIR Funding
for Technology Development

February 25, 2010

BioOhio Webinar



NCI SBIR Focus: Commercializing Innovation

34

Research ToolsMedical DevicesTherapeutics eHealth

Cancer diagnosis, treatment, research



Grant Portfolio (Recent Snapshot)

Topic Area
Phase I & Phase II Grants

(% of portfolio)

Therapeutics

26%

Biologics 39 (15%)

Small molecules 24 (9%)

Nanotechnology-based therapeutics 5 (2%)

Devices for Cancer Therapy

11%

Surgical interventions 10 (4%)

Ablative technologies 17 (7%)

Imaging Technologies

24%

Image-guided interventions 9 (3%)

New imaging technologies 54 (21%)

Diagnostics

21%

In vitro diagnostics 56 (21%)

Cancer Biology

5%

Research Tools 12 (5%)

Cancer Control & Epidemiology

13%

Bioinformatics & eHealth 26 (9%)

Educational Tools & Other 9 (4%)

Total 261 (100%)

35



Funding Opportunities



SBIR/STTR Omnibus Grant Solicitation (NIH)

Release: January

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

Technology Areas: All, investigator-initiated R&D

SBIR Contract Solicitation (NIH, CDC)

Release: August

Receipt Date: November 9, 2009 [CURRENTLY CLOSED]

Technology Areas: See 23 published NCI contract topics

Image-Guided Cancer Interventions (NCI)

Recently Expired PAs: PA-07-041, PA-07-042 

Release: January 2010

Receipt Date: April 5, 2009

Technology Areas: IGD, IGT, IGS

SBIR Solicitations



Selected SBIR Contract 

Topics in 2009

 Development of Anticancer Agents

 Nanotechnology Imaging Agents or Devices for Improved Detection of Cancer

 Biopsy Instruments and Devices that Preserve Molecular Profiles in Tumors

 Innovative Devices to Protect Radiosensitive Organs and Structures During 

Radiation Therapy

 Quantitative Cell-Based Imaging For Clinical Diagnosis and Treatment

 …

 Full List of 23 Topics: 

 http://sbir.cancer.gov/funding/past/contracts/PHS2010-1.asp

 Next contract solicitation will be released in August of 2010 (sign-up for 

updates at http://sbir.cancer.gov) 

http://sbir.cancer.gov/funding/past/contracts/PHS2010-1.asp
http://sbir.cancer.gov/funding/past/contracts/PHS2010-1.asp
http://sbir.cancer.gov/funding/past/contracts/PHS2010-1.asp
http://sbir.cancer.gov/


NCI SBIR 

Development Center



SBIR Development Center (since 2008)

Goal

• To work closely with promising SBIR Phase II awardees in 

order to advance their technologies towards the clinic.

Path 

• Most NCI SBIR Program Directors have commercialization 

experience

• Mentor and guide companies throughout the award period. 

• Hold an annual Investor Forum to encourage inter-company 

collaborations/partnerships, and showcase to investors.   

• When appropriate, act as a liaison to bring investors (VC, 

angels, strategic partners) and NCI SBIR companies together.



SBIR Development Center Staff

Ali Andalibi, PhD (Branch Chief)

Previous

• NSF –SBIR Program Director, Medical Biotechnology

• House Ear Institute –Scientist & Director, New 

Technology and Project Development

• Trega Biosciences, Inc. –Research Scientist

Michael Weingarten, MA (Director)

Previous

• NASA – Program Manager, NASA Technology 

Commercialization Program

Greg Evans, PhD (Branch Chief)

Previous

• NHLBI/NIH –Program Director, Translational and 

Multicenter Clinical Research in Hemoglobinopathies

• NHGRI/NIH –Senior Staff Fellow

David Beylin, MS, MBA (Program Director)

Previous

•X/Seed Capital Management, LLC, EIR

•Naviscan PET Systems, Inc., Vice President, Research

Andrew J. Kurtz, PhD (Program Director)

Previous

• NIH –AAAS Science & Technology Policy Fellow

• Cedra Corporation –Research Associate, Bio-

Analytical Assays and Pharmacokinetics Analysis

Deepa Narayanan, MS (Program Director)

Previous

• Naviscan PET Systems, Inc., Director, Clinical Data 

Management (Oncology Imaging & Clinical Trials)

• Fox Chase Cancer Center, Scientific Associate (Molecular 

Imaging Lab)

Natalia Kruchinin, PhD (Program Director)

Previous

• QIAGEN, Inc. –Molecular Diagnostics Applications 

Manager

• Motorola, Inc. –Senior Scientist, Gene Expression 

Assays

Jian Lou, PhD (Program Director)

Previous

• Johnson & Johnson –Research Scientist, 

Target Validation & Biomarker Development

• Lumicyte, Inc. –Director, Molecular Biology 

Systems Analysis

Patti Weber, DrPH (Program Director)

Previous

• International Heart Institute of Montana –

Tissue Engineering and Surgical Research

• Ribi ImmunoChem Research, Inc. – Team 

Leader, Cardiovascular Pharmacology

Todd Haim, PhD (Program Analyst / AAAS Fellow)

Previous

• National Academy of Sciences –Christine Mirzayan 

Science and Technology Policy Fellow

• Pfizer Research Laboratories –Postdoctoral Fellow, 

Cardiac Pathogenesis & Metabolic Disorders



SBIR Bridge Award



SBIR & STTR: Three-Phase Program

* Note: Actual funding levels may differ by topic.

PHASE II –R42, R44

• Full Research/R&D

• $750K and 2-year Award (SBIR & STTR) *

• Commercialization plan required

PHASE III

• Commercialization Stage

• Use of non-SBIR/STTR Funds

PHASE I –R41, R43

• Feasibility Study 

• $100K and 6-month (SBIR) *

• or 12-month (STTR) Award

Phase II Bridge Award

43



Follow-on to SBIR Phase II

• Goal to help early-stage companies cross the “Valley of Death” by:

• Incentivizing third-party investment earlier in the development process by

 Sharing in the investment risk with third-party investors

RFA Incentive Structure

• Gives competitive preference and funding priority to applicants that can 

raise substantial third-party funds (i.e., minimum 1:1 match)

• Affords NIH the opportunity to leverage millions in external resources

• Third-party investors are also expected to provide valuable input in several ways:

1. Rigorous commercialization due diligence prior to award

2. Commercialization guidance during the award

3. Additional financing beyond the Bridge Award project period

SBIR Phase II Bridge Award

44



RFA Highlights

Mechanism & Budgets

• Uses the SBIR Phase II (R44) competing renewal mechanism

• Provides up to $1 M per year for up to 3 years

• Available to current Phase II grant awards, and those that ended within last 2 years

Preferred Third-Party Matching Funds

• Cash, liquid assets, convertible debt

Sources of Funds

• Another company, venture capital firm, individual “angel” investor, foundation, 
university, state or local government, or any combination

45



Example: How the Bridge Award Would Apply 

in the Area of Drug Development

Commercialization
NDA

Review

Clinical

Trials

Safety

Review

Preclinical Development

(Lead Development, 

Animal Studies, File IND)

Target 

Identification

& Validation

Phase I & Phase II 

SBIR
Private Investment

The “Valley of Death” is the problem



Example: How the Bridge Award Would Apply 

in the Area of Drug Development

Commercialization
NDA

Review

Clinical

Trials

Safety

Review

Preclinical Development

(Lead Development, 

Animal Studies, File IND)

Target 

Identification

& Validation

Private Investment
Phase I & Phase II 

SBIR

SBIR Bridge Award

2nd Year
1/3 of funds

3rd Year
1/3 of funds

1st Year
1/3 of funds

Milestones reached?

Matching Funds?

YES

STOP

NO

YES

STOP

NOMilestones reached?

Matching Funds?

Milestones reached?

Matching Funds?

SBIR Bridge Award



FY2009 Bridge Awards

San Diego, 

CA

$3.0M for the commercialization of ASONEP™, a first-

in-class monoclonal antibody against the angiogenic 

growth factor S1P

Oriental, NC

$3.0M for the development of a photoacoustic 

computed tomography (CT) scanner for preclinical 

molecular imaging

Norcross, GA
$2.5M for the development of LightTouch®, a point-of-

care device for cervical cancer screening

Northridge, 

CA

$3.0M for the development of a novel molecular breast 

imaging technique to guide early-stage patient care

Miramar, FL

$3.0M for the development of ALT-801, a fusion protein 

consisting of IL-2 coupled with a soluble T-cell receptor 

fragment that recognizes a specific form of processed 

p53 antigen

West 

Henrietta, NY

$3.0M for the development of a cone beam breast CT 

scanner

48



FY’10 Reissuance

RFA-CA-10-009: Due March 1st 2010

Expanded Technical Scope

Therapeutics

• Anticancer drugs and drug delivery systems

• Small molecules, biologics and vaccines

Devices for Cancer Therapy

• Devices for therapeutic use of ionizing radiation

• Other ablative techniques

Imaging Technologies

• Medical devices for in vivo cancer imaging 

• Image-guided interventions (e.g., biopsy, surgery, drug delivery)

• Imaging agents

(NEW) Cancer Diagnostics

• In vitro diagnostics

• Any other diagnostic modality
49



NCI SBIR Investor Forum

(available to NCI Phase II grantees )



NCI SBIR Investor Forum 

Exclusive opportunity for 14 NCI 

awardees to showcase their 

companies to investors

http://sbir.cancer.gov/investorforum/

Featured Small Businesses

• Present to and network with close to 200 top 

investors and strategic partners

• Participate in panel discussion with successful 

Bridge awardees and their investors

Investors

• Opportunity to evaluate NCI’s top companies with 

innovative technologies

• Exclusive one-on-one meetings

• Follow-Up discussions, MTAôs and Due Diligence 

now underway
51



Investors

Other Organizations and Media

Strategic partners

Investor Forum Participants



Regulatory Assistance Program

(available to NCI Phase II grantees )



Regulatory Assistance

Goal  

Regulatory assistance 

Scope

Preparation for IND, PMA, BLA, IDE, 

510(k) submission. cGMP, QSR, CLIA

Eligibility

SBIR/STTR Phase II Awardees

Path

30+ hours of consulting time

Consultant works under NCI contract

Launch

TBA soon



More Information on

NCI SBIR & STTR Website

http://sbir.cancer.gov



Small Business 

Programs at NHLBI

Susan Pucie
NHLBI SBIR/STTR Program Coordinator

National Heart, Lung, and Blood Institute

National Institutes of Health

pucies@nih.gov

301-435-0079

February 2010

mailto:pucies@nih.gov


National Institutes of Health

National Heart, Lung, and Blood Institute
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Office of the Director 

Nat'l Inst.

on Alcohol Abuse

and Alcoholism

Nat'l Inst.

of Arthritis and

Musculoskeletal

and Skin Diseases

Nat'l Cancer

Inst.

Nat'l Inst. of Diabetes

And Digestive and

Kidney Diseases

Nat'l Inst.

of Dental and

Craniofacial Res.

Nat'l Inst.

on Drug Abuse

Nat'l Inst.

of Environmental 

Health Sciences

Nat'l Inst.

on Aging

Nat'l Inst. Of

Child Health and

Human Development

Nat'l Inst. on

Deafness and Other

Comm. Disorders

Nat'l Eye

Inst.

Nat'l Human

Genome Research

Inst.

Nat'l Inst.

of Mental Health

Nat'l Inst.

of Neurological

Disorders and

Stroke

Nat'l Inst.

of General

Medical Sciences

Nat'l Inst. Of

Nursing Research

Nat'l Library

of Medicine

Cntr. for 

Information

Technology

Cntr. for 

Scientific Review

Nat'l Cntr.

for Complementary

and Alternative

Medicine

Nat'l Inst.

of Allergy and

Infectious Diseases

Fogarty

InterNat'l

Cntr.

Nat'l Cntr.

for Research

Resources

Clinical Cntr.

Nat'l Inst. of 

Biomedical Imaging 

and Bioengineering 

Nat'l Cntr. on 

Minority Health and 

Health Disparities 

No funding 

authority

Nat'l Heart,

Lung, and

Blood Inst.

www.nih.gov
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NHLBI Mission

 To conduct and support basic research, clinical 

investigations and trials, observational studies, 

demonstration and education projects related 

to the causes, prevention, diagnosis, and 

treatment of heart, blood vessel, lung, and 

blood diseases; and sleep disorders; and to 

ensure the adequacy and safety of the Nation’s 

blood supply

 The NHLBI SBIR/STTR program fosters basic, 

applied, and clinical research on all product and 

service development related to the mission of 

the NHLBI
http://www.nhlbi.nih.gov/
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Office of the Director

Division of 

Extramural 

Research Activities

Division for the 

Application of 

Research Discoveries

Division of 

Cardiovascular 

Sciences

http://www.nhlbi.nih.gov/

Division of 

Intramural 

Research

Division of 

Lung Diseases

Division of 

Blood Diseases 

and Resources



NHLBI SBIR/STTR Staff Contacts
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•Division of Blood Diseases and Resources:

•Susan Pucie (pucies@nhlbi.nih.gov)

•Phyllis Mitchell (mitchelp@nhlbi.nih.gov)

•Division of Cardiovascular Sciences:

•Tim Baldwin (baldwint@nhlbi.nih.gov)

•Simhan Danthi (ndanthi@nhlbi.nih.gov)

•Bishow Adhikari (adikarb@nhlbi.nih.gov) 

•Pothur Srinivas (srinivasp@nhlbi.nih.gov)

•Shari Ludlam (ludlams@nhlbi.nih.gov)

•Paula Einhorn (einhornp@nhlbi.nih.gov)

•Division of Lung Diseases:

•Ann Rothgeb (rothgeba@nhlbi.nih.gov)
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NHLBI Support for Small Business

 STTR & SBIR Grants:

• STTR Phase I (R41)

• STTR Phase II (2R42)

• STTR Fast Track (1R42)

• SBIR Phase I (R43)

• SBIR Phase II (2R44)

• SBIR Fast Track (1R44)

• SBIR Phase II Competing Renewal

• Administrative and Competitive Supplements

 SBIR Contracts

• SBIR Phase I (N43)

• SBIR Phase II and Fast Track (N44)
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NHLBI FY 2009 SBIR & STTR Grants

Grant Type
Grant

Mechanism

# of

Awards

Award

$Millions

STTR Phase I R41 8 $1.753 

STTR Phase II R42 12 $7.072 

SBIR Phase I R43 60 $11.183 

SBIR Phase II R44 91 $56.314 

Total 171 $76.322 
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NHLBI Success Rates for Small Business Grants (FY 2007)

STTR Phase - I R41 9%

STTR Phase - II R42 23%

SBIR Phase - I R43 17%

SBIR Phase - II R44 38%

Research Grant R01 26%



NHLBI SBIR/STTR Award Levels
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• The stated Phase I and II award levels and project

periods are guidelines not ceilings.  So applicants

are encouraged to propose a budget and project

duration period that is reasonable and appropriate

for completion of the research project.

• Discuss deviations with NIH program staff prior 

to submission of the application.

• Institutes differ on how much deviation is allowed.



SBIR-STTR Comparisons

Requirements SBIR (Grants & Contracts) STTR (Grants only)

Purpose To support high-risk feasibility projects To support high-risk feasibility projects with 

research institution partnership

Applicant Small Business (SB) Small Business (SB)

Award Period Phase I – 6 months, normally

Phase II – 2 years, normally

Phase I – year, normally

Phase II – 2 years, normally

Total Costs Phase I - $100K, normally

Phase II - $750K, normally

Phase I $100K, normally

Phase II $750K, normally

PI Employed by company more than 50% of time 

during award.* Minimum level of effort on the 

project not stipulated.

Employment not stipulated.

PI must spend a minimum of 10% effort on 

the project 

Subcontracts/

Consultants

Phase I – Total amount normally may not 

exceed 33% of total cost*

Phase II – Total amount normally may not 

exceed 50% of total cost*

Phase I and II SB must perform minimum 

40% of work and the single, partnering U.S. 

non-profit research institution must perform 

at least 30% of the work.  No deviations 

allowed. There must be an IP agreement 

established at time of award.

Performance Site Must be entirely in U.S.*

Part of research must take place in company-

controlled space.

Must be entirely in U.S.* Part of research 

must take place in company-controlled space 

and part in the partnering U.S. research 

institution.

* = Deviations permitted 

with written justification 

and approval from 

program



Sampling of Topics of Interest to NHLBI

FY 2010 Omnibus Solicitation
 Interventions to promote healthy lifestyles, adherence to medications, and 

cardiac rehabilitation, including stress and exercise

 New medical imaging systems, enhancements and applications 

 Circulatory support systems 

 Point-of-care (POC) devices for monitoring, diagnostics, and personalized 

medicine

 Novel use of information technology to enhance adherence to medical 

regimens or promote translational research

 Technologies for gene discovery, assessment, and diagnostics

 Tools to diagnose and treat respiratory abnormalities during sleep in 

infants, children, and adults

 Virtual bronchoscopy (this is a radiologic 3D reconstruction of the lungs 

with imaging to approximate bronchoscopy)

 Innovative smoking cessation 

 Personal exposure monitors for aeroallergens and other environmental 

pollutants

 Methods to inactivate or remove microorganisms and other infectious 

moieties from blood, blood components, and plasma derivatives
66



Sampling of Topics of Interest to NHLBI

FY 2010 Omnibus Solicitation

MAIN MESSAGE 

Research topics of interest to the National Heart,

Lung, and Blood Institute include, but are not 

limited to the topics listed in the Omnibus 

Solicitation

 Call NHLBI contacts and send an abstract of your 

project.  We are glad to talk to applicants about  

SBIR/STTR ideas and provide advice

 Visit staff and present your idea
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NHLBI Phase II Competing Renewal

 Applications from NHLBI Phase II Grantees

 Develop medical devices, biological 

products, and drugs related to NHLBI 

mission

 To obtain FDA clearance/approval of the 

Phase II product

 $1 million total costs per year for 3 years

 Applicant must have had interaction with 

the FDA
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NHLBI Phase II Competing Renewal –Examples

 FDA-required pre-clinical studies beyond those 
conducted under the Phase I (R43) and initial Phase II 
(R44) grants.
 Completion of pre-clinical and clinical studies required 

by the FDA for an Investigational New Drug (IND) 
application and New Drug Application (NDA).
 FDA-required pre-clinical and clinical safety and 

effectiveness studies of medical devices and tissue 
engineered products for an IDE, 510(k) clearance of 
PMA approval.
 FDA-required biocompatibility studies of surface 

materials of putative medical implants or other studies 
needed for 510(k) clearance or PMA approval. 



Research Portfolio Online Reporting Tool

(RePORT)

70 http://report.nih.gov



NHLBI SBIR/STTR online search using RePORT

71 http://report.nih.gov

MRI

2008 & 2009

NHLBI

SBIR & STTR



SBIR/STTR Grants With MRI Focus Funded by NHLBI in the 

Past Two Years

72 http://report.nih.gov



SBIR/STTR –NHLBI Funded Imaging Grants

73 http://report.nih.gov
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SBIR Contracts

http://grants.nih.gov/grants/funding/sbirsttr1/2009-2_SBIR-STTR-topics.pdf
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NHLBI SBIR Contract Solicitation FY2010

051 Technologies for In Vivo Electrophysiology Studies in Transgenic and 

Knock Out Mice and Other Small Animals (DCVS)

052 Protein Capture Agents for Cardiovascular Research (DCVS)

053 Innovative Tools, Techniques, and Software for the Screening, 

Recruitment, and Follow-up of Participants in Pediatric Research –(DCVS)

054 Interventional MRI and X-ray Invasive Hemodynamics Telemetry (IR)

055 Catheter for Delivering High Intensity Focused Ultrasound for Transluminal

and Endocavitary Interventional MRI –(IR)

056 Development of Blood Donor Screening Tests for the Presence of Human 

Babesia Microorganisms (DBDR)



NHLBI Program Announcements
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New Technology for Proteomics and Glycomics

http://grants.nih.gov/grants/guide/pa-files/PA-07-451.html (R43/R44) SBIR

http://grants.nih.gov/grants/guide/pa-files/PA-07-452.html (R41/R42) STTR

(expires August 6, 2010)

Bioengineering Approaches to Energy Balance and Obesity 

http://grants.nih.gov/grants/guide/pa-files/PA-07-435.html (R43/R44) SBIR

http://grants.nih.gov/grants/guide/pa-files/PA-07-436.html (R41/R42) STTR

(expires August 6, 2010)

Bioengineering Nanotechnology Initiative 

http://grants.nih.gov/grants/guide/pa-files/PA-09-267.html (R43/R44) SBIR

http://grants.nih.gov/grants/guide/pa-files/PA-09-266.html (R41/R42)  STTR

Expires: January 8, 2010
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Energy Efficiency and Renewable Energy System Technology Research and 

Development

http://grants.nih.gov/grants/guide/pa-files/PA-09-100.html (R43/R44) SBIR

http://grants.nih.gov/grants/guide/pa-files/PA-09-101.html (R41, R42) STTR

(expires January 8, 2010) 

Manufacturing Processes of Medical, Dental, and Biological Technologies

http://grants.nih.gov/grants/guide/pa-files/PA-09-113.html (R43/R44) SBIR

http://grants.nih.gov/grants/guide/pa-files/PA-09-114.html (R43/R44)STTR

(expires January 8, 2012)

Directed Stem Cell Differentiation for Cell-Based Therapies for Heart, Lung, 

and Blood Diseases

http://grants.nih.gov/grants/guide/pa-files/PA-09-249.html (R43/R44) SBIR

http://grants.nih.gov/grants/guide/pa-files/PA-09-250.html (R41/R42) STTR

(expires September 8, 2012) 
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Innovations in Biomedical Computational Science and Technology 

Initiative 

http://grants.nih.gov/grants/guide/pa-files/PAR-09-220.html (R43/R44) SBIR

http://grants.nih.gov/grants/guide/pa-files/PAR-09-221.html (R43/R44) STTR

(expires September 8, 2012) 
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NIH OHIO PHASE II AWARDEES –FY 2009

$26.936  MIL OHIO NIH ALL SBIR/STTR AWARDS
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IDEAS, INC BERTEC INC

CLEVELAND MEDICAL DEVICES, INC IBET, INC

INTERHYR CORP ELECTRODYNAMICS, INC

CARDIOENERGETICS, INC SILOAM BIOSCIENCES

IMALUX CORP ORBITAL RESEARCH, INC

GLC BIOTECHNOLOGY, INC VISION OPTIMIZATION, LLC

OPTIMUM THERAPEUTICS, LLC MRI RESEARCH, INC

COLUMBUS NANOWORKS GREAT LAKES PHARMACEUTICALS

BIOVISION, INC NOVELMED THERAPEUTICS, INC

P2D, INC PERITEC BIOSCIENCES

OSMIC ENTERPRISES, INC ELECTROSONICS MEDICAL, INC

GUILD ASSOCIATES, INC NEUROWAVE SYSTEMS, INC

ATHERSYS, INC ONCOIMMUNE, LTD

http://projectreporter.nih.gov/reporter_SearchResults.cfm

http://projectreporter.nih.gov/reporter_SearchResults.cfm
http://grants.nih.gov/grants/guide/pa-files/PAR-09-220.html
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NIH SBIR/STTR Home PAGE:

http://grants.nih.gov/grants/funding/sbir.htm

FY 2010 NIH SBIR Omnibus Solicitation:

http://grants.nih.gov/grants/guide/pa-files/PA-10-050.html

FY 2010 NIH STTR Omnibus Solicitation:

http://grants.nih.gov/grants/guide/pa-files/PA-10-051.html

NIH Guide to Grants and Contracts ListServ

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

NIH SBIR/STTR ListServ

http://grants.nih.gov/grants/funding/listserv.htm

http://grants.nih.gov/grants/funding/sbir.htm
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SAVE THE DATE
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12th Annual NIH SBIR/STTR Conference

June 2-3, 2010

Raleigh, NC

(Hosted by North Carolina Small Business 

Technology Development Center) 

Stay tuned at: 

http://grants.nih.gov/grants/funding/sbir.htm

http://grants.nih.gov/grants/funding/sbir.htm
http://grants.nih.gov/grants/guide/pa-files/PAR-09-220.html


National Institute of Biomedical Imaging & Bioengineering, NIH, DHHS

Todd Merchak
Program Specialist

National Institute of Biomedical Imaging 

and Bioengineering

NIBIB SBIR/STTR

Funding Opportunities



NIBIB Mission

• Improving health by leading the development 

and accelerating the application of biomedical 

technologies

• Integrating the physical and engineering 

sciences with the life sciences to advance basic 

research and medical care



Research Areas

• Biosensors

• Biomaterials

• Biomechanics

• Biomedical Informatics

• Drug & Gene Delivery Systems

• MEMS/Microfluidics

• Medical Devices & Implant Science

• Modeling, Simulation and Analysis 

• Nanotechnology

• Rehabilitation Engineering

• Surgical Tools & Techniques

• Telehealth

• Tissue Engineering

• Imaging Agents & Molecular Probes

• Image Displays

• Image Guided Therapies & Interventions 

• Image Perception 

• Image Processing

• Magnetic, Biomagnetic & Bioelectric 

Devices

• Magnetic Resonance Imaging & 

Spectroscopy

• Nuclear Medicine

• Optical Imaging & Spectroscopy

• Ultrasound and Acoustics

• X ray, Electron & Ion Beam 



Special Funding Opportunities

Development and Translation of Medical Technologies that 

Reduce Health Disparities (EB-09-001)

• Receipt Dates: May 20, September 22

• “Appropriate technologies”

• Requires partnership with community health care provider

• SBIR only

Bioengineering Nanotechnology Initiatives 

(PA-09-266 and PA-09-267)

• Standard receipt dates

• Nano: 1 – 100nm

• SBIR and STTR



Contact

Todd Merchak

NIBIB SBIR/STTR Program
Phone: 301-496-8592

Email: merchakt@mail.nih.gov



© 2010 BioOhio

Today’s Agenda

• Intro by Matt Schutte, BioOhio Director of Corp. Comm.

• Kay Etzler, NIH SBIR/STTR Program, Office of Extramural Programs

– Q&A to follow

• David Beylin, MS, DABSNM, Program Director, SBIR Development 

Center, National Cancer Institute, NIH

• Susan Pucie, SBIR/STTR Program Coordinator, National Heart, 

Lung, and Blood Institute, NIH

• Todd Merchak, Program Specialist, Div. of Extramural Science 

Prgms., National Institute of Biomedical Imaging and Bioengineering

– Q&A to follow

• Concluding Remarks and Q&A

– CGK Consultants, Bill Timmons 
wtimmons@CGKconsultants.com



NIH SBIR Funding & 

Application Update

Link to slides will be sent to all attendees

Recorded webinar for members only: 

www.bioohio.com/membership/members.aspx

Sponsored by: CGK Consultants

http://www.bioohio.com/membership/members.aspx

