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SUBJECT: NIH – SBIR/STTR National Conference Update 
 

During the April COPS meeting, the council received an update on the National Institute 
of Health SBIR/STTR Annual Conference which is scheduled for October 28-30 in Sioux Falls 
and is being hosted by the USD Research Park (see Attachment I). The National Institutes of 
Health (NIH) awards over $700 million annually to small businesses to perform innovative 
research and research & development (R&D) in the biomedical/behavioral sciences through its 
Small Business Innovation Research (SBIR) and Small Business Technology Transfer (STTR) 
Programs.  The conference theme selected by the planning committee places a focus on "How to 
Be Competitive in a World of Change: Opportunities Through SBIR/STTR Awards.”  The 
conference will offer presentations from NIH program staff and other experts, opportunities for 
one-on-one meetings with staff representing most NIH institutes and centers, a poster session 
providing examples of NIH-funded SBIR and STTR projects, and a “Pitch to Investors” panel to 
educate attendees as to investor expectations. 
 

The conference will include three tracks (see Attachment II) for organizing the 
conference sessions: 1) Navigating SBIR/STTR Processes (Reauthorization, resources, 
accounting, preparing an application, funding   opportunities); 2) Circumventing the 
Hurdles (Technology transfer, protecting your IP, workshops, FDA); and 3) Path to 
Commercialization (Equity Investors, beyond Phase II, technical assistance).  Each of these 
tracks involves a series of concurrent topic sessions oriented toward a wide range of issues 
relevant for participants with varying interest levels.                                          

 
 Dr. Lawrence A. Tabak, the principal deputy director of the National Institutes of Health, 

will provide the keynote for the event.  Tabak’s work with the NIH has focused on support of 
team science and diversity of the biomedical research workforce.  A former research dean and 
professor at the University of Rochester in New York, his major research focus is on the 
structure, biosynthesis, and function of glycoproteins. He continues his work in this area and 
maintains an active research laboratory within NIH, in addition to his administrative duties. In 
addition to serving as the keynote speaker, Dr. Tabak has coordinated additional meetings to 
discuss health care education which has become an important area of interest to NIH.  These 
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meetings will include visits with Sanford and Avera on this topic, health care education 
roundtable/lunch with postsecondary institutions, and a meeting with the Sanford School of 
Medicine, and tour of the Nursing Simulation Center. Additionally, Governor Daugaard has 
committed to speaking at the event to highlight South Dakota’s efforts to support research and 
economic develop activities in line with the NIH.  
 
SBIR Background 
 

The Small Business Innovation Research (SBIR) and Small Business Technology 
Transfer (STTR) Programs were established under the Small Business Innovation Development 
Act in 1982 to increase federal research grant opportunities for small businesses.  Specifically, 
the program seeks to foster innovation in the small business sector, facilitate research and 
development needs for the federal government, and push federal research investments into the 
marketplace.  Currently, eleven federal agencies participate in the SBIR program,1 and during 
FY12 these agencies awarded $2.5 billion to American small business and start-up companies.  
The Department of Defense ($1.2 billion) and the National Institutes of Health ($600 million) 
account for 72% of the SBIR funding awards each year.  Agencies award grants across one of 
two phases.  Phase I awards are granted during the startup phase where up to $150,000 may be 
used to provide six months of support to explore the technical merits or commercial viability for 
an idea/innovation/technology.  After a successful Phase I grant, small businesses are eligible to 
compete for up to $1 million in funding distributed over a multi-year period to facilitate the 
expansion of results from the Phase I awards.  The final phase of the process (often referred to as 
Phase III), results in no additional SBIR funding as small businesses are expected to secure 
private sector funding to support commercialization activity.   

 
The South Dakota SBIR Center, located in Sioux Falls, provides assistance to South 

Dakota small businesses, start-up companies, and university spin-offs by providing links to 
solicitation opportunities, discussing proposal strategies, partnering to federal labs or existing 
small businesses, and providing proposal preparation and review.  Over the past decade, small 
businesses have been successful in securing more than $10 million in Phase I ($3.7 million) and 
Phase II ($7 million) awards.  Table I provides an overview of the number and award amounts 
received in South Dakota over this time period.  Over the past five years a total of 192 SBIR or 
STTR proposals have been submitted by South Dakota companies, with 143 (75%) of these 
proposals created by university spin-offs and companies started by recent graduates.2  Through 
Phase III level grants, South Dakota small businesses have also been able to secure additional 
federal funding through NSF Phase I & II Bridge Funding totaling just over $3.5 million.3  When 

                                                 
1 Department of Agriculture, Department of Transportation, Department of Education, Department of Health & 
Human Services, Department of Defense, Environmental Protection Agency, Department of Energy, National 
Science Foundation, Department of Commerce (NOAA & NIST), National Space & Aeronautical Agency, and 
Homeland Security.  
2 Of the 143 total proposals submitted from university spin-offs or graduates between 2009 & 2013, SDSU (61) and 
SDSM&T (6) have accounted for the largest percentage followed by USD (12), and DSU (10).  
3 An NSF Phase I & II Bridge Funding award of $500,000 was received in 2004, and South Dakota Small 
Businesses have been successful in obtaining awards in each of the past five years totaling just over $3 million. 
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combining the federal funding obtained across each of the three phases, South Dakota has been 
successful in obtaining close to $14 million in federal funding to foster economic develop 
opportunities.   

 
Table 1 

SBIR Phase I and Phase II Awards Received by South Dakota Small Businesses  
between 2004-2013 

Year Phase I 
Awards 

Award 
Amounts 

Phase II 
Awards 

Award 
Amounts 

Total 
Awards 

Total 
Amounts 

2004 2 $156,000 4 $1,728,000 6 $1,884,000 
2005 3 $279,171 3 $1,724,789 5 $2,003,960 
2006 6 $579,945 0 $0 6 $579,945 
2007 4 $428,341 1 $749,985 5 $1,178.326 
2008 3 $329,019 0 $0 3 $329,019 
2009 2 $233,878 2 $1,109,993 4 $1,343,871 
2010 4 $409,546 0 $0 4 $409,546 
2011 4 $389,669 1 $498,884 5 $888,553 
2012 4 $499,375 1 $749,704 5 $1,249,079 
2013* 3 $423,832 1 $500,000 4 $923,832 

 35 $3,728,776 13 $7,061,355 48 $10,790,131 
       

*Several Phase I & II proposals submitted in FY13 are still awaiting final funding decisions.  These include 
a $500,000 NSF SBIR Phase II proposals from Nanofiber Separation (a SDSM&T spin-off), and a $500,000 
USDA SBIR Phase II proposal from Prairie Aquatech a SDSU spin-off.   

 
Recent SBIR Grant Activity in the Regental System   
 
 This past year, the top three winners in the Governor’s Giant Vision Award program 
represented spinoffs from innovations generated by researchers in the Regental system.  Each of 
these ventures have been very successful in obtaining SBIR funding to further advance the 
innovations generated in the laboratory into the marketplace here in South Dakota (two at SDSU 
& one at SDSM&T).  First, Prairie AquaTech utilizes proprietary technology to develop a fish 
meal replacement, using South Dakota crops like soybeans, that reduces the use of marine-
derived resources currently used in aqua-feed production.  SDSU researchers involved with this 
startup have been successful in obtaining $780,000 in SBIR Phase I & II level funding, and have 
proposals still pending for $1.1 million in additional awards.4  Additionally, Prairie AquaTech 
recently received the Innovation Award among competitors from eleven states and two countries 

                                                                                                                                                             
Kingentics (an SDSM&T collaboration with a Hawaii based company) received $150,000 in Phase III funding in 
2011, followed by a similar award to AST (an SDSU collaboration with an Illinois based company) in 2012.   
 
4 Prairie AquaTech has received four SBIR awards including an NSF Phase I ($150,000), NSF Phase IB ($30,000 
along with an equity investment match of $60,000 provided by Innovation Partners), NSF Phase II ($500,000), and 
USDA Phase I ($100,000).  Additionally, SBIR proposals that are still pending include an NSF Phase II Supplement 
($100,000 industry sponsorship required), NSF Phase IIB ($500,000 with an equity investment match of $1 million 
required which will be lead by Innovation Partners), and a USDA Phase II ($500,000).   
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at the Kansas City Animal Health Investment Forum.  Second, Tranzderm Solutions has 
developed a medical release application designed to solve current market challenges associated 
with the delivery of drugs to the skin.  Transzderm, through a collaboration with Medgene labs, 
established a partnership that received a NIH Phase I award for $135,000, and has three Phase I 
proposals pending.   
 

Each of these two spinoffs represent small business that are currently a part of the 
portfolio for South Dakota Innovation Partners, which is an early state venture capital firm which 
engages with researchers and entrepreneurs in the fields of Agriculture Technologies, Life 
Sciences, and Engineered Technologies.  Entities like SD Innovation Partners play a critical role 
in helping to secure SBIR funding due to the fact that many Phase I and II solicitations require 
that the primary investigator or CEO be an individual outside the university setting.  SD 
Innovation Partners works to evaluate the unique Intellectual Property generated by university 
faculty and aligns them with the necessary industry ties needed to generate investment capital for 
broader commercialization. In addition to their work with the two start-ups recognized by the 
Governor last spring, they have also assisted with the development of Applied NanoFilms which 
extends SDSU research activity to create more efficient solar cell technology, an important step 
in lowering the cost of solar energy.  Applied NanoFilms has earned more than $250,000 in grant 
and investment funding to help pursue development of its coating technology. The company was 
awarded $150,000 for a NSF Phase I SBIR, and received a supplemental grant of $30,000 from 
the NSF after securing an equity investment from South Dakota Innovation Partners. The 
company has a NSF Phase II proposal of $750,000 that is still pending.   
 

The top prize winner of the Governor’s Giant Vision award this past year was CalxAqua, 
LLC, a Rapid City-based firm that has developed a proprietary, patented technology to remove 
arsenic and heavy metals from drinking water using limestone-based absorbent materials.  The 
technology is driven by research conducted at South Dakota School of Mines and Technology, 
and had received $500,000 through EPA Phase I & II awards.  The implementation of an 
Entrepreneur in Residence (EIR) this past year at SDSM&T was successful in aligning this 
potential technology with an accomplished entrepreneur.  Another, SDSM&T spinoff, Nanofiber 
Separation, has also been successful at obtaining $200,000 in NSF Phase I awards over the past 
few years, and currently has a $750,000 Phase II proposal which is pending approval.  Lastly, 
one other startup, Biorefinery World, LLC, is a research and development company that 
specializes in developing novel biorefinery and bioprocessing technologies for sustainable 
production of biofuels.  Stemming from research activity undertaken through the Governors 
Research Center program, this small business has a USDA Phase I proposal for $100,000 that is 
pending. 

 
When taken together, the efforts of Regental faculty to work with investors/entrepreneurs 

in South Dakota to transition their innovations into the marketplace, demonstrates the significant 
role that university research plays in fostering economic development for the state.  
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 NIH SBIR/STTR Conference Agenda 
 
Monday, October 28th 
 

7:00 AM  -  8:00 AM Registration and Continental Breakfast  

8:00 AM  -  8:45 AM Opening Welcome 
 

 

8:45 AM  -  9:30 AM Keynote Speaker  
 

 

9:30 AM  -  10:30 AM NIH Overview and Update 
 

 

10:30 AM  -  10:40 AM Break  

10:40 AM  -  11:55 AM Receipt, Referral, and Review Process 
 

 

12:00 PM  -  1:00 PM Lunch  

1:00 PM  -  2:30 PM Concurrent Session 
  

 

2:30 PM  -  2:50 PM Break  

2:50 PM  -  5:10 PM Concurrent Sessions  
5:30 PM – 7:30 PM Sanford Reception  

 
Tuesday, October 29th 
 

7:00 AM  -  8:00 AM Registration and Continental Breakfast  

8:00 AM  -  10:20 AM Concurrent Sessions 
  

 

10:20 AM  -  10:40 AM Break  

10:40 AM  -  12:10 PM Concurrent Sessions 
  

 

12:15 PM  -  1:30 PM Lunch  

1:30 PM  -  3:00 PM Concurrent Sessions 
  

 

3:00 PM  -  3:20 PM Break  

3:20 PM  -  4:50 PM Concurrent Sessions  
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5:30 PM – 7:30 PM Avera Reception  
 
Wednesday, October 30th  
 

7:00 AM  -  8:00 AM Registration and Continental Breakfast  

8:00 AM  -  10:20 AM Concurrent Sessions 
  

 

10:20 AM  -  10:40 AM Break  

10:40 AM  -  11:20 AM Concurrent Sessions 
  

 

11:30 AM  -  11:45 AM Conference Wrap-Up  
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Conference Session Descriptions 
 
 
TRACK 1 - NAVIGATING THROUGH SBIR/STTRs 
 

Lessons Learned from Successful Applicants (Stephanie Fertig)  
 
As changes take place in the economy, going from idea to commercial product 
has become increasingly difficult.  During this highly interactive session you will 
hear from a panel of NIH investigators (including those from women owned and 
socially, economically disadvantaged businesses) who have received NIH SBIR 
and/or STTR awards.  Take advantage of the tips shared by these panelists about 
their up-and-down experiences and learn how best to approach using the SBIR 
and STTR program to commercialize your product and grow your company. 

 
NIH Technical Assistance: Niche Assessment Program & Commercialization 
Assistance Program (Lenka Fedorkova) 
 

You thought being selected for an award was difficult, but getting to the 
marketplace can be even more challenging.  Biomedical research can take 
millions of dollars and 10+ years before a product reaches consumer hands.  So 
how are you planning to get over this huge hurdle?  NIH offers several assistance 
programs to help SBIR/STTR awardees strategize how to commercialize their 
SBIR/STTR developed products.  Join this session to find out which program 
might be available for you and how to become involved. 

 
Office of Inspector General - Fraud, Waste, and Abuse (TBD) 
 

Office of Inspector General's (OIG) mission is to protect the integrity of 
Department of Health & Human Services (HHS) programs as well as the health 
and welfare of program beneficiaries.  OIG's oversight extends to programs under 
other HHS institutions, including the Centers for Disease Control and Prevention, 
Food and Drug Administration and the NIH.  This session will focus on 
identifying fraud and the procedures for reporting fraud, waste, and abuse 
concerning SBIR/STTR awards. 

 
Pre-Award: Get Your Money Faster (Jackie Boudjeda/Ted Williams) 
 

Once you know you received a fundable score, we understand that you want to 
get the award as fast as possible.  This presentation goes over Just-In-Time (JIT) 
materials that the NIH needs prior to award. Typically these are the following: 
Other Support; IRB/IACUC approvals; SBIR or STTR Verification Statement 
Forms; Other information requested by the awarding IC.  Knowing what to expect 
can help you prepare.  Good preparation will help assure that you will get your 
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award as soon as possible. Presenters will explain the usual SBIR/STTR JIT 
requirements. 

 
Phase I SBIR/STTR Proposal Development (Lisa Kurek) 
 

You’ve got a great idea. It will change the world!  All you need to do is write the 
proposal to get your project launched with SBIR/STTR funding.  But writing the 
proposal is pretty difficult.  Or is it?  Join us in this Phase I Proposal Development 
session where we will develop the framework to help you prove the following 
hypothesis - “A clear understanding of the review criteria combined with 
comprehensive strategic planning and sufficient time will make proposal 
development the easy part”. 

 
Phase II SBIR/STTR Proposal Development (Lisa Kurek) 
 

You’ve made it through the first hurdle – getting your Phase I funded.  You’ve 
achieved your aims. You’ve demonstrated feasibility.  You’re ready to write and 
submit your Phase II proposal.  Or are you?? In this session we’ll explore the key 
considerations for the Phase II proposal with specific emphasis on 
commercialization.  We’ll provide the framework for a strong commercialization 
plan, discuss key activities that you can initiate while still working on your Phase 
I project, and review the overall attributes of a strong and well-crafted proposal. 

 
Receipt, Referral, and Review Process (Lawrence Boerboom) 
 

Over the past several years, NIH embarked upon a trans-NIH Enhancing Peering 
Review Initiative resulting in the successful implementation of many internal and 
external stakeholders' recommendations to enhance the NIH peer review 
system.  These resulted in such things as deploying a new scoring system, using 
new templates for reviewer critiques, shortening the length of applications, and 
restructuring the research strategy section to align with the five NIH-wide review 
criteria.  This session will begin with a video of a mock review session that shows 
first-hand how the scientific and technical merit of an application is determined 
and provides insight about what reviewers expect to see for each of the review 
criteria.  Grantsmanship tips from the reviewer's perspective will also be 
provided.  Plenty of time is allotted for an engaging discussion based on audience 
questions and answers. 

 
Research Involving Animals (Eileen Morgan) 
 

Are you considering using live vertebrate animals in your research?  Are you 
aware that the policies and regulations regarding research animals are different 
than those involving human subjects?  This session provides information on 1) the 
requirements for using animals, 2) appropriate completion of the Vertebrate 
Animal Section of the grant application and peer review considerations, 3) the 
functions of an Institutional Animal Care and Use Committee, 4) details on the 
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various Assurance documents including which type is required if your institution 
does not have its own animal facility, and 5) the consequences of what happens 
when animal activities become noncompliant. 

 
Research Involving Human Subjects (Maria Stagnitto) 
 
Need some insights on how to address research involving human subjects in your grant 
application?  This session provides valuable information on this and other topics, 
including an overview of HHS regulations, NIH policies and guidance for research 
involving human subjects. 
 
Successfully Submitting Your Grant Application Electronically (Sheri Cummins) 
 

Nearly 1/3 of all small business applicants submit applications with errors that 
require correction by the deadline.  Many applicants don’t understand the process 
well enough to even know there is a problem until it is too late.  In this session, 
we’ll explore the process applicants must follow to prepare, submit, track and 
verify their electronic submission.  We will provide valuable tips and resources to 
help small businesses achieve error-free applications and a successful submission! 

 
TRACK 2 - CIRCUMVENTING THE HURDLES 
 

CDC - Small Business Innovation Research Program: Translating Innovation for 
Practical Solutions (Juliana Cyril) 
 

This session will provide participants with an introduction to CDC and its global 
public health mission. We will describe current CDC priorities and identify areas 
of need where the SBIR Program can have significant impact in real world public 
health settings.  Examples of past and current projects will be provided to 
demonstrate how the CDC SBIR Program has helped create practical solutions to 
public health problems worldwide. 

 
Compliance & Stewardship of Federal Funds (Lisa Scott-Morring) 
 

NIH and its grant recipients share responsibility for compliance and oversight to 
ensure proper stewardship of Federal funds.  To fulfill this administrative 
partnership, the NIH provides “compliance assistance” that consists of clear and 
easy-to-access information on federal grants financial and management 
requirements for contractors, grantees, and the public.  Compliance assistance is 
crucial to the successful administration and fiscal management of grant awards 
and it safeguards the Federal investment in America's R&D efforts.  This session 
will address the administrative requirements, cost principles, and audit 
requirements applicable to SBIR/STTR grants. 
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FDA - Overview of U.S. Regulatory Requirements: Medical Devices (Stephanie 
Fertig) 
 

The U.S. Food and Drug Administration (FDA), Center for Devices and 
Radiological Health (CDRH) is tasked with regulating the manufacture, 
distribution, and sale of medical devices in the United States. CDRH also 
regulates radiation-emitting electronic products (both medical and non-medical) 
such as lasers, x-ray systems, ultrasound equipment, and microwave ovens.  This 
presentation will address the basic regulatory requirements that manufacturers of 
medical devices must comply with in order to legally market a medical device in 
the United States.  This includes a discussion of the definition of a medical 
device, medical device classification, premarket applications (510(k) and PMA), 
establishment registration and listing, and post-market activities.  Valuable 
resources that will assist small manufacturers in complying with FDA's medical 
device regulations will also be provided. 

 
FDA - Overview of U.S. Regulatory Requirements: Pharmaceuticals (Stephanie 
Fertig) 
 

As part of the U.S. Food and Drug Administration (FDA), the Center for Drug 
Evaluation and Research (CDER) regulates over-the-counter and prescription 
drugs, including biological therapeutics and generic drugs.  This work covers 
more than just medicines.  For example, fluoride toothpaste, antiperspirants, 
dandruff shampoos and sunscreens are all considered "drugs."  This presentation 
will address the regulatory requirements for the approval of new drugs; generic 
drug approval process; overview of over-the-the counter drugs; listing and 
registration of product and companies with the agency; and small business 
assistance programs and resources for information. 

 
Indirect Cost Rates & Accounting Systems (Emma Smith & Hruta Virkar) 
 

Who needs to negotiate rates?  SBIR/STTR phases and indirect cost negotiations 
"What you need to know about -- when to negotiate versus no need to 
negotiate".  SBIR/STTR guidelines and specific rules to know in regard to 
IDC.  Special IDC costs you need to know: IR&D and Executive bonuses per the 
HSAR and NIH policy.  The what/when/who/how of the IDC submission 
duration, contents, frequency, types, contracts, status etc.  IDC rate calculations 
and helpful resources leading to preparing an adequate IDC submission.  Indirect 
rate structure One-Tier, Two-Tier, Three-Tier and more.  IDC pitfalls to avoid 
and lessons learned. 

 
NIH Resources for Small Business Success (Phyllis Mitchell) 
 

While the NIH is the major agency providing funding for biomedical research, did 
you know that it also provides resources to the biomedical community that can 
help accelerate research?  Come to this session to learn about some of the 
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resources available including the Therapeutics for Rare and Neglected Diseases 
(TRND) the Bridging Interventional Development Gaps program (BrIDG), the 
Clinical and Translational Science Awards (CTSA), and the Human Tissues and 
Organs Resource for Research (HTOR).  Hear how small businesses have used 
these opportunities to help leverage their research and development 
programs.  Note: these examples are illustrative of opportunities available at 
NIH.  In addition, individual institutes may have other resources available.  For 
information on these institute-specific resource opportunities for small businesses, 
visit the One-on-One sessions. 

 
Opportunities for Small Businesses to Address Health Disparities (Derrick Tabor) 
 

What are health disparities?  What makes eliminating health disparities 
challenging?  This session will showcase the ongoing search of the National 
Institute on Minority Health and Health Disparities (NIMHD) to identify, attract, 
and support small business innovations designed to reduce or eliminate health 
disparities.  The NIMHD envisions an America in which all populations will have 
an equal opportunity to live long, healthy and productive lives.  How can your 
small business contribute to this vision?  What populations are considered "health 
disparity populations"?  These and many other questions will be answered during 
this session and examples of innovative SBIR and STTR awards supported by 
NIMHD will be presented. 

 
Partnering with Universities and Healthcare Organizations (Moderator: Tasha 
Anderson, Panelists: Laura Jenski, William Aylor, Andrew Danielsen) 
 

The SBIR program allows and the STTR requires small businesses to partner with 
research universities, federal labs or non-profit research organizations.  This panel 
will provide information on how to approach and partner with these organizations 
for basic research, IP negotiation, and facilities contracting. 

 
Protecting Your Intellectual Property (J.P. Kim) 
 

Inventions made under a federal research award can be a company's most valuable 
asset if properly identified and managed.  But while many may embark upon the 
road to commercialization, the successful journey needs a roadmap to avoid any 
roadblocks and potholes along the way.  Effective and timely protection of 
intellectual property rights is of paramount importance for ensuring marketing and 
commercialization success.  Practical information about protecting and 
commercializing those rights will be provided. 

 
Research Integrity and the Handling of Research Misconduct Allegations at the 
NIH (Yvonne Lau) 
 

This panel will provide information on how NIH promotes research integrity, and 
the policies and procedures that are in place for handling allegations of research 
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misconduct.  Special relevance and considerations for the SBIR/STTR 
communities will be made whenever appropriate. 

 
TRACK 3 - PATH TO COMMERCIALIZATION 
 

Developing Strategic Partnerships (Moderator: Rich Naser, Panelists: David Pearce, 
Ryan Hansen, Mark Pacyna) 
 

A panel of healthcare organizations and corporations will provide conference 
attendees a view from the other side of the table providing insight and specific 
knowledge of how to develop strategic partnerships for research & development, 
animal studies, clinic trials and commercialization of innovative medical 
treatments, devices and procedures. 

 
Equity Investors - Executing the Deal (Moderator: Chad Hatch, Panelists:  Paul 
Batcheller, Mark Luecke, Lee Groeschl) 
 

This panel will provide an overview of the Small Business / Equity Investor 
relationship.  The discussion will include how small businesses should approach 
early stage Angel Investors, the due diligence process, and likely terms and 
expectations for follow-on funding, including exit strategies. 

 
Feasibility Planning / Due Diligence (Kris Bough) 
 

So you have an idea for a potential product?  Now what?  It starts with feasibility 
planning.  This session will highlight the preparation needed to put together a 
development strategy encompassing an assessment of: 

• Market (e.g.,identifying the needs of your end users) 
• Technology (e.g.,competitive landscape) 
• Potential hudlesand ways to circumvent them (e.g., government regulations, 

capitalrequirements, manufacturing). 
Dr. Bough will provide an initial overview, after which Dr. Wermeling will share his 
pharmacotherapeutic development success stories.  An interactive discussion will 
follow. 

 
Health Information Technology Multi-Media (Vincent Thomas) 
 

Information Technology, along with the explosive growth of the Web, is driving 
the development of "meaningful use" health care solutions, especially in the areas 
of outreach, education, patient-reported outcomes, and reimbursement.  This 
panel features successful SBIR-awarded companies in IT/Healthcare who will 
discuss their commercialization challenges in this area. A chair/moderator and 2 
CEOs will form the panel.  After a short introduction and overview of the sector 
and its opportunities and challenges, the CEOs will briefly present their 
stories.  An interactive exchange that follows will focus on the key issues, 
strategies and tactics involved in 1) identifying and engaging potential backers 
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before and during the Phase II, 2) collaborating with potential end-users about 
production and marketing during the research, 3) addressing barriers to marketing 
and sealing a deal, and 4) tracking the success of their products in the 
marketplace. 

 
Leveraging State Resources (Moderator: Gary Archamboult, Panelists: Christine 
Bell, Rebekah Kent, Kris Johansen) 
 

States have developed programs to specifically aid small businesses participating 
in SBIR/STTR including: Matching Funds; Incubators, Mentoring and 
more.  This panel will acquaint participants to a selection of state support 
programs and advise them how to identify and participate in program developed 
in their own state. 

 
Pitch to Investors Panel (Moderator: Mel Ustad, Panelists: Jeffery Vaske, Lane 
Wiggers, Rich Adcock, and Marcia Hendrickson) 
 

This breakout session is for educational proposes only.  The session will start with 
a panel of experienced venture capital investors providing a brief overview of 
investor expectations and how to approach investors.  The panelists will then 
listen to funding pitches from a select group of SBIR Phase II companies looking 
to practice their funding pitch, panelists will ask follow-up questions of the 
proposing small business, and provide feedback on how to improve their pitch. 
This panel will provide excellent insight for companies who will be seeking 
investment. 

 
Planning for Phase III's (Augie Diana) 
 

The SBIR funding mechanism is unique in many ways.  It is the only mechanism that 
“requires” post-funding actions, specifically around commercialization.  The SBIR 
Program at NIH funds Phases I (proof-of-concept) and II (R&D), but there is no built-
in funding for Phase III (commercialization). Yet, ironically, it could be argued that 
commercialization is the most important phase; for an SBIR grant to be successful, 
products/technologies need to reach the marketplace for public use. Typically, SBIR 
grantees treat this 3rd phase with widely divergent levels of enthusiasm and planned 
activity.  In this session, early-stage and longer-term Phase III SBIR grantees will 
share:  

• The strategies and challenges faced in Phase III 
• Lessons they have learned about starting early in planning for Phase III; what 

can be done in Phases I and II to increase the likelihood of Phase III success? 
• Recommendations for new and experienced SBIR grantees in planning for 

Phase III. 
 
Speakers in this session will be NIH Program staff and current and past SBIR 
companies. 

 



ATTACHMENT II     14 
 

Technology Transfer (Steve Ferguson) 
 

The focal point for U.S. Government investment in innovative healthcare research 
and development has been the NIH.  The intramural research program itself at the 
NIH has led to a huge variety of novel basic and clinical research discoveries - all 
of which require commercial partners in order to develop them into products for 
hospital, physician or patient use.  With over half of new NIH license agreements 
granted to small firms and over 600 products (including 24 FDA-approved drugs 
and vaccines) launched by NIH licensees, working with technologies from the 
intramural NIH and FDA research programs cannot be overlooked as part of any 
long-term growth strategy for biomedical firms.  This session will discuss ways in 
which SBIR/STTR firms can partner with NIH. 

 
University Spin-Offs, SBIR/STTR Successes (Moderator: DeVee Dykstra, Panelists: 
John Swart, Joseph Wright, Allen Young) 
 

A panel of successful SBIR/STTR companies will describe their experiences 
related to securing NIH funding, forming strategic partnerships, attracting 
investors, and commercializing their technology.  The panel will include 
discussion of how universities are looking to external organizations to assist the 
creation of spin-off companies and commercialize discoveries. 
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