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health research ethics committee 1 & 2
SERIOUS ADVERSE EVENT (SAE) REPORT FORM
(INFORMATION SHOULD BE TYPED)

Dear Investigator

Please refer to the Standard Operating Procedures for reporting local and external SAEs.  Please attach a more detailed narrative if the event occurred at your site.

	Title of Research Project:



	Protocol number:
	Project ID Number:

	Principal Investigator details: Title, First name, Surname: 


	Event Ref No
	
	Date of onset
	

	Site
	
	Date received
	

	Severity
	Death / Life threatening / Hospitalization / Incapacity or Disability / Congenital / Other

	Event (brief description)
	

	Report Type
	New / Initial / Follow up / Final

	Causality
	Related / Unrelated / Possibly related

	Outcome
	

	Event Ref No
	
	Date of onset
	

	Site
	
	Date received
	

	Severity
	Death / Life threatening / Hospitalization / Incapacity or Disability / Congenital / Other

	Event (brief description)
	

	Report Type
	New / Initial / Follow up / Final

	Causality
	Related / Unrelated / Possibly related

	Outcome
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