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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. 

 

 

Research involving women who are or may become pregnant receives special 
attention from IRBs because of women’s additional health concerns during 
pregnancy and because of the need to avoid unnecessary risk to the fetus.  

Pregnancy is defined as the period from confirmation of implantation of a fertilized 
egg within the uterus until the fetus has entirely left the uterus (i.e., has been 
delivered). In studies involving pregnant women, IRBs must also determine when 
the informed consent of the father is necessary. Additionally, because of the 
involvement of the fetus (who cannot give consent), the IRB must consider the need 
to prevent harm or injury to future members of society. At the same time, IRBs must 
also recognize that the inclusion of women in research study populations is 
important so that research findings can be generalizable and of benefit to all 
persons at risk of a disease, disorder, or condition under study. Therefore, pregnant 
women may be involved in several kinds of research which present differing IRB 
duties for each kind of research. 

The three basic types of research are: 

• Studies in which pregnancy is coincidental to participant selection. Any 
study where women of childbearing potential are possible participants 
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could inadvertently include pregnant women. Depending on the research 
procedures, these participants may need to be notified that a particular 
treatment or procedure "may involve risks to the participant (or to the 
embryo or fetus if the participant is or becomes pregnant) that are 
currently unforeseeable." Non-pregnant participants may need to be 
advised to avoid pregnancy or nursing while involved in or for a period of 
time following the research. 

• Studies directed primarily toward the mother’s health. As women’s health 
can be positively or negatively affected by pregnancy, some research 
may be undertaken to explore these issues. As such, a woman’s needs 
generally take precedence over those of the fetus. The IRB will, however, 
attempt to ensure that the risks to the fetus are minimized. 

• Studies directed toward pregnancy. Many studies are directed to 
examine the normal and abnormal processes of pregnancy, labor, and 
delivery. In these cases, the IRB must determine that the risk to the fetus 
is "minimal." "Minimal" is defined as where the risk to the fetus is no more 
than that from established procedures routinely used in an 
uncomplicated pregnancy or in a pregnancy with complications 
comparable to those being studied. If the IRB cannot conclude that the 
risk is minimal, it can consult with experts for advice. Basically, it must 
then be determined that the risks are far outweighed by the benefits to 
the participant and the importance of the knowledge to be gained. 

 


