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NOTE: Only those SAEs that meet the definition of an unanticipated problem (unexpected and related or possibly related) will be accepted for acknowledgement by the HSREB (refer to SOP 410 HSREB Adverse Event Reporting for more information)
	Study Title/TRAQ #:


	Adverse Event ID or Reference Code
	AGE & SEX
(e.g. 51M)
	OUTCOME
O=Ongoing
P=Partial Recovery
R=Recovered
F=Fatal
U=Unknown
	RELATIONSHIP TO TREATMENT
P = Possibly related
R = Related 
	UNEXPECTED
· 
(Must be unexpected per HSREB SOP 410)
	EVENT DESCRIPTION
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