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Belmont Report

2 Informed consent : principle of respect for person
0 Risk/benefit assessment : principle of beneficence
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CFR = Code of Federation Regulation
NBAC = National Bioethics Advisory Commission
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DHHS : # 2 524 % 4 & 9% 3

a Minimal risk
a Minor Increase over minimal risk
a Greater than minimal risk
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Minor Increase Over Minimal Risk
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JAMA 2004; 291:476-482
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Ethical Conduct for Research Involving
Humans (Canada, 1998)
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National Commission’s Report on
Research Involving Children
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a Financial incentives !
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Office of Human Subjects Research, NIH
IRB Protocol Review Standards
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Office of Human Subjects Research, NIH
Risk/Benefit Assessment

Check appropriate risk category:

1. The research involves no more than minimal risk
to subjects.

2. The research involves more than minimal risk to
subjects.

0 The risk(s) represents a minor increase over
minimal risk, or

0 The risk(s) represents more than a minor
Increase over minimal risk.
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Office of Human Subjects Research, NIH
Risk/Benefit Assessment

Check appropriate benefit category(ies):

1. no prospect of direct benefit to individual
subjects, but likely to yield generalizable knowledge
about the subject's disorder or condition;

2. no prospect of direct benefit to individual
subjects, but likely to yield generalizable knowledge
to further society’s understanding of the disorder or
condition under study; or

3. the research involves the prospect of direct
benefit to individual subjects.
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