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Reporting Unanticipated Problems 

(UAPs) to Subjects or Others

�‹ The IRB is responsible per federal 
guidelines to review any unanticipated 
problems involving risks to subjects or 
others occurring in approved research 
(FDA: 21 CFR 56.108 (b)(1) & DHHS: 45 
CFR 46.103(b)(5)( i)) 

�‹ IRB needs to identify risks and 
events that could change the 
risk/benefit ratio of a study or affect 
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