
Decision Chart for Promptly Reporting  
Unexpected Events (local and external) 

According to Aurora IRB SOP RR 403 

No

Yes 

Yes 

Is the event UNEXPECTED?  
• The nature of the event is NOT 

listed in the investigator’s brochure 
or with current risk information,  

OR 
• It is an anticipated event that has 

occurred more frequently OR is 
more serious than expected. 

Is the event RELATED or PROBABLY 
RELATED to the research?  That is, 
the event is more likely than not to 
be caused by the research procedures 
or it is more likely than not that the 
event affects the rights and welfare of 
current subjects. 

Report the event using form RR 403-A 
for local events or form RR 403-B for 
external events (available on the 
Aurora RSPP web site) to the IRB 
within 10 working days. 

YES 

YES 

No

Submit the event promptly once the 
sponsor or local investigator is able to 
make a relatedness determination 
(provided it meets criteria for prompt 
reporting). 

Currently unable to assess relatedness

Submit the event at the time of 
continuing review only if the sponsor 
requires reporting of the event to the 
IRB. At continuing review, use the AE 
Reporting Template available on the 
Aurora RSPP web site. 

For more specific information regarding prompt reporting of unexpected events, please 
review Aurora IRB SOP RR 403. For a memo that can be shared with sponsors and 
other interested parties, please download “Event Reporting Summary Memo for 
Sponsors v4.8.08” from the RSPP web site located at www.aurora.org/irb. 
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