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All off-site adverse events must be reported to the IRB.  This report along with the risk section of the parent permission form or adult consent form and the off-site report documentation must be submitted for review in a timely manner (e.g., 30 days from receipt).  If there is a table of accumulated study events, also include a copy of the table.  Please submit three complete packets, including the signed original form.








Principal Investigator:	                                                                IRB #: 








		   	


Study Title: 				








Manufacturer Report # ________________         	Follow-up Report: ( YES #         ( NO








Date of event:     					Date report received: 	











Date this report was submitted to the IRB:





			      	





Describe the event and any known outcome (indicate whether this is an initial or follow up report): 














Specify whether the event was caused by the study (drug, device, procedure, etc).  The designation should assess the causal relationship (e.g., none, unlikely, possibly, likely, related):  











Indicate whether the event requires notification to subjects and consent/assent form revisions:

















______________________________________________		______________


SIGNATURE OF PRINCIPAL INVESTIGATOR			DATE
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