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	Event
	Date

	(
	Local Serious Adverse Event Report (SAE)

**** Please include UR in description in case Riskman is required 
	

	(
	Non -Local Serious Adverse Event Report (SAE)
	

	(
	Serious, Unexpected, Suspected Adverse Reaction (SUSAR)
	


	BH HREC Project Number:
	

	Investigator:

	

	Project Title:

	

	Date of this report:

	


	Event identifier 


	Date event occurred
	Description  
	Outcome
	Relationship to Trial

	
	
	
	
	Unrelated
	Possibly related
	Probably related
	Definitely related
	Unknown 

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


Recommended Action:

	
	Yes
	No 

	Reported to ‘Riskman’
	(
	(

	Change to the protocol 
	(*
	(

	Change to the Participant Information and Consent form/s  
	(*
	(

	Previously Enrolled Participants to be notified 
	(
	(

	The study to be stopped /suspended
	(
	(

	No action
	(
	(


*If yes, please attach Document/s highlighting any significance

Reported by 

	
	Principal researcher 
	Data  manager 

	Name
	
	

	Signature
	
	

	Date 
	
	


Human Research Ethics Committee received on   ……………………..(Date):

Further action to be taken as a result of this event?    Yes     (
No     (

Name: …………………………………………………………..


Signature: 

Return address for correspondence   














