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Who are vulnerable subjects?

• Vulnerable research participants are those 
persons who are relatively or absolutely 
incapable of protecting their own interests.

• The research team must be aware of the 
special problems surrounding research 
involving vulnerable populations.

• The proposed involvement of vulnerable 
populations requires detailed justification and 
additional safeguards to protect their welfare 
and safety.



Nazi Human Experiments



Tuskegee Trial



1. Children

• A child is a person less than 21 years of age

• Children cannot legally give consent.

• Any study involving children requires IRB 
review and approval.

• Parental consent must be obtained in all 
cases.

• In addition to the parent or guardian’s written 
consent, research should not proceed without 
the child’s written assent to participate. 



How about youths?

• Research looking at special issues in youths:

• Sexual behavior

• Smoking

• Emotional distress

• Would a young person participate in the study 

if we asked for parental consent?



• DSRB has in certain cases waived off the 

parental consent if:

�the study yields important information

�It can only be done in this population

�Getting parental consent may have impede 

the research. 



• Researchers may discover sensitive 
information about subjects that is not 
research related e.g., sexual activity, STDs, use 
of illegal substances and child abuse.

• Investigators need to think about how they 
will handle such situations should they arise 
and indicate that in the protocol and/or in the 
consent form



2. Questionable Capacity to Consent

• Capacity to consent means a person has 

sufficient mental capacity to understand the 

information provided, to appreciate how it is 

relevant to their circumstances, and to make a 

reasoned decision about participation in the 

study.

• Patients with dementia, mental illness, 

neurological conditions etc



Acutely Psychotic Patients

• A study looking at anti-NMDA antibodies in 

patients with first-episode psychosis

• Challenges:

�Acutely unwell

�Families distressed



• Informed consent was taken from LPA or NOK

• Time was given for them carefully consider the 

study procedures and risks involved

• Consent was taken from patient when he/she 

got better and had the capacity to do so.



• Special precautions:

– Additional use of witnesses for consent

– Use of patient advocates

– Renewing consent at specific stages of the 

research

– Limiting time period for approval







3. Institutional Subjects

• Prisoners

• Students

• Nursing Home Patients



Prisoners

• Study looking at prevalence of psychiatric 

diagnosis in prisoners

• Challenges:

�coercion (intentional or not)

�participation in the study cannot be used to 

influence sentencing or parole decisions



• The risks of participating must be as 
acceptable to non-prisoner participants as to 
prisoners.

• Selection of prisoners as subjects must be fair.

• Adequate follow-up care must be provided if 
needed.

• DSRB invited a prisoner representative, that is, 
someone who is knowledgeable of prison 
inmate life.



Conclusions

• Ethical research is guided by the principles of 

justice, respect for persons, and beneficence.

• Vulnerable subjects should be included but 

also deserve special protections.  

• Think carefully about the populations you plan 

to include in your research and take steps to 

ensure their rights and welfare are protected.  



Thank You


