Sydney Adventist Hospital HREC’s SAE & SUSAR- Individual Event Report Form

Individual local SAE  Serious Adverse Events (SAEs) and any other sponsor safety reports
Individual local SUSAR Serious Unexpected Suspected Adverse Events (SUSAR’s) 


HREC Project No:

Full title of study:

Sponsor Protocol No: (if applicable)

Name of Coordinating/Principal Investigator:

Name and contact address for return:

PLEASE ATTACH RELEVANT DOCUMENTATION AND NOTE THAT MORE THAN ONE EVENT CAN BE LISTED ON THIS FORM

	Date event occurred (include report number & patient code)
	Description of Event
	Frequency of event in relation to total number of participants
	Indicate which site under  SAH HREC approval the event occurred at
	Coordinating/Principal  Investigator’s opinion re: relationship of the event to the study drug/device 

(Unlikely/possible/probable/definite/unknown)  
	Sponsors opinion re relationship of the event to the study drug/device 

(Unlikely/possible/probable/definite/unknown)
	Are there any ethical implications of the event on the conduct of the trial? (Investigator’s comment)

	
	
	
	
	
	
	

	
	
	
	
	
	
	


Please indicate if any of the above adverse event/s necessitates an amendment to the project and/or the Patient Information Sheet/Consent Form.


Have any SUSAR’s been submitted on this form? Yes (

No (
Signature of Coordinating Investigator or Principal Investigator/Co-investigator:…………………………………………....
Date: ………………………

	HREC:

· Acknowledged Receipt of Event




Signature of HREC Ethics Officer: _____________________________________


Date………………………………………………….













Version: 1st Feb 2010, Updated 16th Oct 2010 
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