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	INSTRUCTIONS


	Assessment 
· In order to assess IRB reporting requirements, investigators must first determine if the adverse event is: 

· Local or Non-local Event

· Serious or Non-Serious Event

· Expected or Unexpected Event

Reporting Requirements 
· Local Serious must be reported to the IRB within 10 business days after the investigator becomes aware of the event.
· Non-local, Serious must be reported to the IRB monthly.

· Non-Serious must be reported to the IRB at the time of Continuing Review.

· Investigators will receive an adverse event receipt from the IRB Administrative Office.
· All Local and Non-local Serious adverse event reports will be reviewed at a convened meeting at which a majority of the IRB members are present.

· The investigator will be informed in writing of the IRB’s decision.



	SUBMIT 


	TO REPORT AN AE THAT IS LOCAL AND SERIOUS– SUBMIT:

·  Local Serious Adverse Event Reporting Form
TO REPORT AN AE THAT IS NON-LOCAL AND SERIOUS – SUBMIT:

· Non-local Serious Adverse Event Reporting Log
· Non-local adverse event information (e.g., MedWatch Report)
Mail submission to: 
            Allina Health System
Mail Route 10105
PO Box 43

Minneapolis, MN  55440-0043

Deliver submission to: 
Allina Health System
Mail Route 10105
2925 Chicago Avenue

Minneapolis, MN  55407-1321
Incomplete submissions will be returned to the investigator



QUESTIONS?
Call the IRB Administrative Office at 612-262-4920



Adverse Events 





Submission Checklist 
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