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IRB SOP 903 

Research Involving Prisoners 
 
  
 
Purpose 
 
This Standard Operating Procedure (SOP) describes the additional responsibilities and 
procedures involved when reviewing research that involves prisoners as subjects.  
 
Scope 
 
This SOP applies to all research involving prisoners, regardless of funding source.   
 
Applicability 
 
This policy applies to all biomedical and behavioral research conducted under the auspices of 
University of South Alabama involving prisoners as subjects.  

 
Definitions 

Prisoner:  Any individual involuntarily confined or detained in a penal institution.  The term is 
intended to encompass individuals sentenced to such an institution under a criminal or civil 
statute, individuals detained in other facilities by virtue of statutes or commitment procedures 
that provide alternatives to criminal prosecution or incarceration in a penal institution, and 
individuals detained pending arraignment, trial, or sentencing. [45 CFR 46.303(c)] 

Minimal Risk:  The probability and magnitude of physical or psychological harm that is normally 
encountered in the daily lives, or in the routine medical, dental, or psychological examination of 
healthy persons. Note: This definition of minimal risk differs from that in 45 CFR 46 Subpart A by 
replacing “harm or discomfort” with “physical or psychological harm” and using “healthy 
person” as the reference point for the medical, dental or psychological examinations.  
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for all types of review of protocols, including initial review, continuing 
review, review of protocol modifications, review of reports of adverse 
events or unanticipated problems involving risk to participants or others, 
or in the event an individual becomes a prisoner while participating in a 
research protocol.  

 
2.1.3 The prisoner representative must review research involving prisoners, 

focusing on the requirements in Subpart C or equivalent protections. The 
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2.6 Certification of prisoner research 

Institutions that conduct HHS-supported research involving prisoners as 
human subjects must take several steps to certify that the research is 
permissible according to federal regulations.  The Office of Research 
Compliance will send a brief certification letter to OHRP that simply includes 
the certification statement required in 45 CFR 46.305(a) and a statement 
indicating that the IRB chose one of the four permissible categories of 
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Regulated Documents 
45 CFR 46.101(b) 
45 CFR Part 46, Subpart C  46.301-46.306 
 
University Related Documents 
SOP 701: Informed Consent  
SOP 702: Consent Documentation 
 
Related Forms 
Investigator Checklist for Research Involving Prisoners (located in IRBNet forms/templates) 
 
References 
Prisoner Research FAQs, DHHS OHRP 
Prisoner Involvement in Research (2003), DHHS OHRP 
Prisoner Research Certification, DHHS OHRP 
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https://www.southalabama.edu/departments/research/compliance/humansubjects/resources/701.informed.consent.pdf
/departments/research/compliance/humansubjects/resources/702.consentdocumentation.v2024.02.pdf
https://www.hhs.gov/ohrp/regulations-and-policy/guidance/faq/prisoner-research/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/guidance/prisoner-research-ohrp-guidance-2003/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/guidance/prisoner-research-certification/index.html
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