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Criteria For ApprovalCriteria For Approval
45 CFR 46.111 45 CFR 46.111 
25 CFR 56.11125 CFR 56.111

Minimized risks
Reasonable risk/benefit ratio
Equitable subject selection
Informed consent process
Informed consent documentation
Data monitored for safety 
Confidentiality/privacy maintained
Vulnerable populations protected



Review CriteriaReview Criteria
45 CFR 46.11145 CFR 46.111
21 CFR 56.11121 CFR 56.111

• (4) Informed consent will be sought from 
each prospective subject or the 
subject's legally authorized 
representative, in accordance with, and 
to the extent required by §46.116.[part 
50]



Issues to ConsiderIssues to Consider

• Who approaches potential subject? 
Training and oversight?

• When is subject approached? Is there a 
better time?

• Therapeutic misconception?
• Coercion vs voluntary?
• Time to consider participation?
• Understanding of alternatives?



The Belmont Report
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