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Adverse Event is identified by PI or Sponsor

Is the AE 
local?

PI includes all AE reports with 
continuing review materials –

acknowledged by IRB

Unanticipated No Reporting

Yes

No

No

Yes

Moderate to High Risk Study

Minimal Risk Study

Is the AE 
Serious?

Report to IRB

No Reporting

No

Is the AE 
Serious? No Further Reporting RequiredNo

Is the SAE Possibly, 
Probably or Definitely 

Related?

Yes
Yes

No Reporting Out of 
Facility

Report to the Director & ORO 
per SOP and 1058.01 NoYes
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