
 
 
 

 
I. Unanticipated Events 

 
 
 

YES 

Is this an Unanticipated Event that Involves Risk 
to Participants or others? (See Policy 103.6(b)) 
for definition of this type of event and the time 
line for reporting) 

NO 

Is the event death of a JHM 
participant? 

 

Is this an “Adverse Event” defined by a sponsor, the sponsor 
requires submission of a report but the event does not meet the 

JHM requirement for reporting? 

YES NO 
YES

See Policy 103.6(b)(i) 
for reporting 
Requirements , Submit 
Form R.F.2 for paper 
studies OR use the 
Problem/Event Report 
Form in eIRB 

Submit Form 
R.F.3 

Submit Form R.F.1 
for paper studies OR 
use the 
Problem/Event 
Report Form in eIRB. 
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