
ASSESSING A POTENTIAL 
UNANTICIPATED PROBLEM
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Does the site rely on 
the NMDP IRB for 
the study?

Was the protocol 
followed as written?

Review for potential 
non-compliance.

STOP HERE
This is not an unanticipated 
problem and does not 
require reporting to the 
NMDP IRB.

Is the incident, experience, or 
outcome unexpected (in nature, 
severity, or frequency) given

A: The research procedures 
described in the protocol, consent 
documents, and Investigator’s 
Brochure, and 

B: The characteristics of the 
subject population being studied?

Is it related or possibly 
related to the participation 
in the research?

Does it suggest that the research 
participants or others may be at a 
greater risk of harm than previously 
recognized?

This is a potential 
unanticipated problem 
and must be reported to 
the NMDP IRB.

Does the incident, 
experience, or outcome 
impact NMDP unrelated 
donors participating on 
the study? 

STOP HERE
Reporting to NMDP 
IRB is not required.

NO
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