	
Clinical Investigation

Committee (CIC)
	EVENT REPORT SUMMARY SHEET 
Form to be used to submit a summary report of Protocol Major Deviations/ Violations.

Submit to Clinical Investigation Committee (CIC)

· As an attachment to the Continuing Review Application
or

· When the sponsor requires prompt reporting to the CIC 
DO NOT USE TO SUBMIT SPONSOR GENERATED IND SAFETY REPORTS

	CIC Application Number:       
	Principal Investigator:        

	Sponsor:       
	Date Submitted to the CIC:       

	Date of Problem/Event 
	Study ID


	Description of Event (attach extra pages, if needed)
	Was the event reported to the CIC during the past approval period? If yes, provide date of report.
	Sponsor Notification Date (required for IND/IDE studies)
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