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that institution, and research that involves team members from different institutions may 
undergo a series of reviews specific to each institution. Thus, despite the federal guidelines, 
local IRBs may reflect an institutional culture, which often creates both inconsistency 
in the review process (Schneider, 2015) and complaints from researchers (Cartwright, 
Hickman, Nelson, & Knafl, 2013).

Regulations to protect human subjects in research emerged in the mid-twentieth 
century (Frankl, cited in Williams & Ouren, 1976). Since 1950, several pieces of legisla-
tion have targeted protecting the welfare of human subjects (e.g., the National Research 
Act in 1974) and established commissions to monitor research. One important commis-
sion is the National Commission for the Protection of Human Subjects of Biomedical and 
Behavioral Research (Office for Protection from Research Risks [OPRR], 1993).

Among other duties, this commission was charged with determining the risk–benefit 
criteria to evaluate research with human subjects (National Research Act, 1974, Section 
202. B.2). The commission issued a report in 1979, known as the Belmont Report (named 
after the location where the meetings were held; http://www.hhs.gov/ohrp/humansub 
jects/guidance/belmont.html). The report provided guidelines to help resolve ethical 
problems in evaluating research with human subjects. The regulations took on more sig-
nificance when they were codified as Title 45 Part 46 of the Code of Federal Regulations 
by 1981 (Landrum, 1999; Pattullo, 1984). That code will be identified here as 45 CFR 46.

  Try This Now

Do an Internet search for “45 CFR 46,” and then bookmark the 
Health and Humans Services (HHS) site for this part of the Code of 
Federal Regulations. This is a useful webpage when you have ques-
tions about IRB regulations.

In 1991, the federal government took an additional step by adopting what is known as 
the Common Rule, which is the federal policy that protects human subjects. Institutions 
that receive federal funds for biomedical or behavioral research with human subjects must 
have an IRB according to law (National Research Act, 1974). The funds need not be for 
the specific research under review as such funds have been awarded to the institution. In 
practice, many colleges and universities, despite whether they receive such funds, have 
established an IRB.

As you might have guessed, there are a number of reasons for having an IRB:

zz Protecting the welfare of research participants
zz Improving the quality of research proposals
zz Addressing liability issues
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