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Learning Objectives 

• Understand the types of funding opportunities that are 

available for industry-academic clinical research 

• Describe the types of relationships that may occur between 

industry and academics in the setting of clinical research  

• Be aware of the ethical issues that are pertinent to industry-

academia interactions, as well as methods of mitigation 



Bayh-Dole Act 

 Non-profits, including universities, and small businesses 

may elect to retain title to innovations developed under 

federally-funded research programs 

 Universities are encouraged to collaborate with 

commercial concerns to promote the utilization of 

inventions arising from federal funding 

 Universities are expected to file patents on inventions 

they elect to own 
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Bayh-Dole Act 

 Universities are expected to give licensing 

preference to small businesses 

 The government retains a non-exclusive license 

to practice the patent throughout the world 

 The government retains march-in rights. 
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Industry-Academia Funding 

•Grants  

– SBIR 

– STTR 

• Investigator-initiated research 

•Clinical trials 

•Academic training grants/fellowships 

•Other 
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SBIR/STTR Program Goals 

•Meet Federal research and development needs 

• Increase private-sector commercialization of 

innovations derived from Federal R&D funding 

•Stimulate technological innovation 

•Foster and encourage participation in innovation 

and entrepreneurship by socially and economically 

disadvantaged persons 
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SBIR/STTR Program History 

• Created by Roland Tibbetts at the 

National Science Foundation and 

made into Federal program by 

Ronald Reagan in 1982 

• SBIR programs awarded >$40 

billion 

• Grants to ~450,000 engineers and 

scientists 

• 11 Federal agencies participate 
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Small Business Innovation Research (SBIR) 
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Small Business Technology Transfer (STTR) 
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Small Business Technology Transfer (STTR) 

• Joint venture opportunities for small business and 

nonprofit research institutions 

•Small business must formally collaborate with a 

research institution in Phase I and Phase II 

•Bridges the gap between basic science research 

and commercialization of resulting inventions 

11 https://www.sbir.gov/about/about-sttr 



STTR Three-Phase Program 

• Phase I – establish technical merit, feasibility and 

commercial potential (budget <$225,000, 6 months) 

• Phase II – continue R&D efforts with funding based on 

Phase I results and merit (budget <$1.5 million, 2 years) 

• Phase III – small business pursues commercialization (not 

funded by STTR program) 
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SBIR/STTR Comparison 
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https://www.niaid.nih.gov/researchfunding/tool/pages/sbirsttrcomp.aspx 



SBIR/STTR Comparison 
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https://www.niaid.nih.gov/researchfunding/tool/pages/sbirsttrcomp.aspx 



SBIR Participating Agencies 

• Department of Defense 

• Department of Energy 

• Department of Health and Human 

Service 

• National Aeronautics and Space 

Administration 

• National Science Foundation 

• Department of Agriculture 

 

 

• Department of Commerce 

• Department of Education 

• Department of Homeland Security 

• Department of Transportation 

• Environmental Protection Agency 
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STTR Participating Agencies 

•Department of Defense 

•Department of Energy 

•Department of Health and Human Service 

•National Aeronautics and Space Administration 

•National Science Foundation 
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SBIR/STTR Funding 

•Federal agencies with extramural R&D budgets 

exceeding $100 million are required to allocate 

2.8% to SBIR program 

•Federal agencies with extramural R&D budgets 

exceeding $1 billion are required to reserve 0.3% 

for small business STTR awards 
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SBIR/STTR Budgets FY2015 

•DHSS/NIH - $797 million 

•National Science Foundation - $176 million 

•Department of Defense - $1.07 billion 

•Department of Energy - $206 million 

•NASA - $180 million 
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SBIR Funding Past 4 Years 
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Top total award dollars went primarily to 10 states:  

CA, MA, VA, MD, NY, CO, TX, PA, OH and FL 



Investigator-Initiated Research 

•Clinical studies/small clinical trials 

•Observational studies 

•Diagnostic test development 

•Specific disease targets 

•Basic research 

– In vitro experiments 

– Animal studies 
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Clinical Trials 

• Sponsor initiated 

• Principal investigator, co-PI, sub-investigator 

• Clinical trial protocol established 

• Investigator’s Brochure 

• Schedule of events 

• Data safety monitoring board 

• Contract between sponsor and university 
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Company Drug Indication Trial Design Primary 
Outcome 

Enrollment 

Edison EPI-743 Leigh syndrome Phase 2B 
RDBPC 

NPMDS 1-3 30 

Raptor RP-103 Mitochondrial 
disease 

Open-label NPMDS  
Quality of life 

32 

Reata RTA 408 Mitochondrial 
myopathy 

Phase 2 
RDBPC 

Exercise testing 52 

Stealth Peptides MTP-131 Mitochondrial 
myopathy 

Phase 1/2 
RDBPC 

Adverse events, 
vitals, lab tests 

36 

Santhera Idebenone MELAS Phase 2A 
RDBPC 

Cerebral lactate 21 

Cardero (-)-epicatechin Becker muscular 
dystrophy 

Phase 1/2A 
Open-label 

Muscle function 
and strength 

10 

Wellstat PN401 Mitochondrial 
disease 

In development - - 

Mitobridge In development - - - - 









Other Industry Grant Types 

•Charitable donation 

•Patient organization grant 

•CME meeting support 

•Travel awards 

•General grants 

– Equipment 

– Educational funding 
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Relationships 

• Clinical trial investigator 

• Data safety monitoring board member 

• Consultant 

– Formal 

– Informal 

• Investigator-initiated study investigator 

• Emergency IND 
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What is a conflict of interest? 

 1˚ INTEREST/DUTY 

Patient welfare 

OR Education 

OR Research integrity 

 2˚ INTEREST 

Personal financial gain 

Institutional interests 

Research integrity 

JUDGEMENT UNDUE INFLUENCE 

ADVERSE OUTCOME 
Slide courtesy of Dr. Mildred Cho 



Financial conflicts of interest 

What are financial interests for biomedical 
researchers?  
 having external sponsorship of research 

 being a paid consultant for a sponsor of research 

 being an employee or board member of a 
sponsor of research 

 testing a technology for which the researcher 
holds a patent and would receive royalties 

 having stock in a company sponsoring their 
research 
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Duties in research 
 Designing study 

 Enrolling subjects 

 Analyzing & interpreting data 

 Serving on DSMB 

 Reviewing and editing publications 

 Developing clinical guidelines 

 Serving on advisory committees for regulatory approval 
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Mitigating COI 

 Federal and state policies 
 Disclosure 
 Prohibition of financial interests 

 Professional society guidelines 
 Disclosure 
 Prohibition of financial interests 

 Institutional conflict of interest committees 
 Disclosure 
 Prohibition of financial interests 
 Oversight, mediation 
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Mitigating COI 

 Disclosure 

 Mediation 

 Abstention 

 Divestiture 

 Prohibition 

 publication of 2˚ interest 

 blind trust (2˚), oversight (1˚) 

 recusal from 1˚ interest 

 removal of 2˚ interest 

 permanent withdrawal from 2˚ 
interests 

(Thompson, 1993 NEJM 329:573-576) 

Slide courtesy of Dr. Mildred Cho 



34 

https://med.stanford.edu/coi/siip/policy.html 



35 http://www.nhlbi.nih.gov/health-pro/guidelines/in-develop/cardiovascular-risk-reduction/conflict-of-interest-policy 
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http://grants.nih.gov/grants/intell-

property.htm 
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Summary 

• Interactions between industry and academic institutions are 

common in clinical trials and other forms of clinical 

research 

• Various types of grants/funding mechanisms in place  

• Relationships between university faculty and industry may 

be formal or informal, and include participation as 

investigators in clinical trials, investigator-initiated research, 

DSMB participation and consulting 

• Ethical issues related to COI are important considerations 
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