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SERIOUS ADVERSE EVENT REPORT COVER SHEET
	SAE Number

study #-year-SAE #-Report #-site # - participant #,
	

	Report Type
	( Initial   ( Follow-up

	Report Number 

initial report = 00, 1st follow report = 01, 2nd follow up report = 02, etc
	

	
	

	STUDY / SITE INFORMATION
	

	Study Protocol No.
	

	Multi-centre study:
	( Yes   ( No

	Study Site Name and No.:
	

	Qualified Investigator:
	

	
	

	PARTICIPANT INFORMATION
	

	Participant Initials:
	[ABC]

	Participant ID:
	

	Participant Date of Birth:
	[DD-MMM-YYYY]

	
	

	SAE INFORMATION
	

	SAE Onset Date:
	[DD-MMM-YYYY]

	Date Report  Received by CTN/CHEOS
	[DD-MMM-YYYY]

	Brief SAE Description:

e.g., elevated glucose, generalized weakness, myalgias
	

	List of Attached SAE documentation
	( SAE CRF

( Draft CIOMS I form
( [list]


MEDICAL MONITOR ASSESSMENT

	Is this an Expedited Report?
	( YES, 7-day report
( YES, 8-day follow-up report
( YES, 15-day report

( No

	Medical Monitor assessment consistent with QI assessment 
	( Yes

( No

	Reporting deadline
	[DD-MMM-YYYY]

	
	

	Comments:




	
	
	

	Name and Title
	
	Signature

	
	
	

	Date:
	
	


SOPPM_07_T01_02 – SAE Report Cover Sheet                            Uncontrolled when printed
Page 2 of 2

