
  USA IRB Policy and Procedure 
 

Page 1 of 4 
 

 

 
IRB SOP 806 

Involvement in Clinical Research for  
Non-Health Care Providers 

 
  
 
Purpose 
 
The University encourages and supports clinical research led by Principal Investigators who 
are not primary health care providers (e.g. basic scientists) and also the involvement of 
non-health care providers in clinical trials.  This document clarifies the role and restrictions 
for basic scientists and other non-primary health care providers involved in clinical 
research. 
 
Scope 
 
This policy and procedure apply to all researchers and the USA IRB members where research is 
engaged at the University of South Alabama. 
 
Definitions 
 
NIH Definitions of Clinical Research and Clinical Trials - 
 
Clinical research is research that directly involves a particular person or group of people or 
that uses materials from humans, such as their behavior or samples of their tissue. 
 
A  clinical  trial  is  one  type  of  clinical  research  that  follows  a  pre-defined  plan  or 
protocol. By taking part in clinical trials, participants can not only play a more active role 
in their own health care, but they can also access new treatments and help others by 
contributing to medical research.” 
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HISTORY 
 
Effective Date:   February 22, 2016 
Revisions:  
 
Responsible Parties: 
 
Director, Mitchell Cancer Institute 
Vice President for Research and Economic Development 
Office of Research Compliance and Assurance 
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