
 

 INSTITUTIONAL REVIEW BOARD 

 

Guidance: Vulnerable Population – Persons with 
Cognitive Impairment (last updated June 4, 2022) 

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. 

 

 

A cognitively impaired person is defined as having either a psychiatric disorder (e.g., 
psychosis, neurosis, personality or behavior disorders), an organic impairment (e.g., 
dementia), or a developmental disorder (e.g., mental retardation) that affects 
cognitive or emotional functions to the extent that capacity for judgment and 
reasoning is significantly diminished. In addition, persons under the influence of or 
dependent on drugs or alcohol, persons suffering from degenerative diseases 
affecting the brain, terminally ill patients, and persons with severely disabling 
physical handicaps, may also be compromised in their ability to make decisions in 
their best interests.   

Thus, the major ethical concern in research involving individuals with psychiatric, 
cognitive, or developmental disorders, or those who are substance abusers, is that 
their disorders may affect their capacity to understand the information presented 
and their ability to make a reasoned decision about participation. Also, many 
individuals with such disabilities may be residents of institutions responsible for 
their total care and treatment and this factor may have an impact on or further 
compromise these individuals’ ability to exercise free choice (voluntariness) in 
participating in research. (For example, these individuals may agree too readily to 
requests for their "cooperation" or may be vulnerable to perceived or actual 
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pressures for fear of being denied services.) It is for these reasons that special 
protections must be considered by the IRB when reviewing research involving 
cognitively impaired persons. The IRB's questions may include: 

• Do such individuals comprise the only appropriate participant population? In 
other words, do the research questions focus on issues unrelated to their 
disorders or institutionalization? 

• Are there sufficient protections for privacy and confidentiality of information 
gathered? 

• How are issues of consent and competence addressed?   

As a general rule, there should be specific evidence of individuals’ incapacity to 
understand and to make a choice before they are deemed unable to consent. If 
cognitive impairment cannot be judged a priori, then mental status testing should be 
included in the research design. If a person is capable of understanding the nature 
of the project, consent should be obtained from both the participant and a parent, 
guardian, or advocate as appropriate. In instances where the person is not 
competent to consent, parental or guardian consent alone is sufficient. When 
individuals are deemed unable to consent, investigators and IRBs must consider 
state and local laws governing the selection of an appropriate representative to 
consent on behalf of these individuals. The IRB will consider the possibility of 
obtaining "assent" (see the discussion on involving children in research) from 
potential research participants when they are cognitively impaired. 
 


