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Relationships between Academic 
Investigators and Industry are Important 

• The public benefits when academic researchers 
collaborate with industry to develop innovative 
products that promote individual and public health 
 

• Academic researchers do most of the basic research 
that underpins much of the advances in medicine. 
 

• Industry often builds on that basic research to develop 
therapeutic drugs and devices.  Therefore, it is 
essential not to stifle these relationships.   
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Maintaining Objectivity in Research is 
Equally Important 

• Preserves the public trust 
• Promotes integrity of:  

 Institution 
 Investigator 
 Data 
 HHS/NIH 

• Provides transparency 
 
• Therefore, in 1995 HHS published regulations to 

promote objectivity in research. 
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Common Misconceptions 

Financial 
Interest 

Conflict Misconduct 

NIH Funds 
Research 

Institution Investigator 

All Financial Interests are Conflicts and 
Therefore Misconduct 

NIH has a direct relationship with 
Extramural Investigators, therefore NIH 
should directly manage their financial 
interests 

Mistakenly 
Defined as  
Only PI/PD 

ALWAYS ALWAYS 
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Financial Conflict of Interest (FCOI) Regulations 
• HHS is the only agency that has regulations governing financial conflicts of 

interest of extramural investigators 

• First promulgated in 1995, revised in 2011 (implemented in August 2012) with the 
same basic framework 

• 42 CFR Part 50 Subpart F (PHS-funded grants and cooperative agreements) 

• 45 CFR Part 94 (PHS-funded contracts) 
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These regulations promote objectivity in research 
by establishing standards that provide a 
reasonable expectation that the design, conduct, 
and reporting of research funded under Public 
Health Service (PHS) grants or cooperative 
agreements will be free from bias resulting from 
Investigator financial conflicts of interest. 
 



FCOI Regulations Framework 

Compliance with Regulations 
Reporting to NIH 

Institutional Policy 
Implementation 
Training 
Evaluation of SFI 
Identification of FCOI 
Management Institution 

Disclosure of SFI 
Compliance with Institutional Policy 

Investigator 

Oversight 

NIH 

PHS regulation 42 CFR Part 50, Subpart F and 45 CFR Part 94 
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(2010) http://www.b-d30.org/ 

http://www.b-d30.org/
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