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Vulnerable populations include individuals who may be vulnerable to coercion or 
undue influence to participate in research projects, or who may be at greater risk 
when participating in research. They may also include research populations, or be 
associated with populations, that are simply unable or have limited capacity to 
provide consent. Thus, federal regulations require additional protections for special 
participant populations, such as:  (1) children, (2) prisoners, (3) pregnant women, (4) 
activities involving fetuses and human in vitro fertilization, (5) persons with 
cognitive impairment, (6) economically or educationally disadvantaged persons, and 
(7) other potentially vulnerable groups. 

It is important to note that, in some cases, state and local laws will also be relevant in 
these considerations. 

 

 

According to 45 CFR 46.303(c), a prisoner is defined as any individual involuntarily 
confined or detained in a penal institution. This 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 which provide alternatives to criminal prosecution or incarceration in a 
penal institution, and individuals detained pending arraignment, trial, or sentencing. 
It is important to note that this category of special protections also includes 
situations where a research participant may become a prisoner after the research 
has commenced.  
   
Only certain types of research may be conducted utilizing prisoners as 
participants:  (1) study of the possible causes, effects, and processes of 
incarceration, and of criminal behavior, provided that the study presents no more 
than minimal risk and no more than inconvenience to the participants; (2) study of 
prisons as institutional structures or of prisoners as incarcerated persons, provided 
that the study presents no more than minimal risk and no more than inconvenience 
to the participants; (3) research on conditions particularly affecting prisoners as a 
class (for example, vaccine trials and other research on hepatitis which is much 
more prevalent in prisons than elsewhere, or research on social and psychological 
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problems such as alcoholism, drug addiction, and sexual assaults); and (4) research 
on practices, both innovative and accepted, which have the intent and reasonable 
probability of improving the health or well-being of the participant.   

Coercion is the IRB’s main concern when reviewing studies involving prisoners. 
Many factors will be taken into account regarding this issue before a study may be 
approved. When prisoner research is reviewed by the IRB, IRB membership in 
attendance at that meeting will include a prisoner representative with appropriate 
background and experience to serve in that capacity. 

 


