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WESTERN HEALTH LOW RISK ETHICS PANEL

Adverse Event (AE) & Serious Adverse Event (SAE) Report Form
Western Health Low Risk Ethics Panel (LREP) requires the reporting of all adverse or unforeseen events. This Report Form must be used, but it may be accompanied by a report submitted in another format. 
	1. RESEARCH PROJECT DETAILS

	Date of this Form:
	      

	Project Number:
	     

	Project Title:
	     

	Principal Investigator:
	     

	Study Site/s approved:
	     

	Date of Original Approval:
	     

	2. EVENT DETAILS

*Material impact is defined as an impact which will result in a change to the ethical acceptability of the research

	Participant ID
	Start date of Event
	Relationship to Intervention
	Site of Event
	Is event considered to have a material impact*
	Action Recommended by Investigator

	     
	     
	 FORMCHECKBOX 
 Definitely related

 FORMCHECKBOX 
 Probably related

 FORMCHECKBOX 
 Possibly related

 FORMCHECKBOX 
 Unrelated

 FORMCHECKBOX 
 Unknown
	     
	 FORMCHECKBOX 
 Definitely

 FORMCHECKBOX 
 Possibly

 FORMCHECKBOX 
 No

If Definitely or Possibly, give details below in Sec 3.
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes

If Yes, give details below in Sec 4.

	Description of Event

	     

	3. ETHICAL ISSUES

	If Definitely or Possibly was selected in the Event Details table above, provide detail on the material impact and ethical issues raised by the occurrence of this adverse event/serious adverse event:

	     

	4. RECOMMENDED ACTION

If changes are made to the Protocol, Participant Information Sheet and Consent Form/s, or any other documents approved by the LREP, the Investigators must submit the amended document/s together with a WH LREP Amendment Request Form for review by the WH LREP.

	If Yes was selected in the Event Details table above, provide the action/s recommended by the Investigator:

	     

	5. DECLARATION

	I confirm that the information provided is accurate and true and that this project is being conducted as originally approved by the Western Health Low Risk Human Research Ethics Panel. 

I confirm that the project is being conducted in compliance with the NHMRC National Statement on Ethical Conduct in Human Research (NHMRC, 2007) and the Western Health Researchers’ Code of Conduct (2012) or as amended.

	Principal Investigator ( or delegate):
	     

	Signature:


	Date:

	Email:
	     

	Telephone:
	     


Please send an electronic copy of this AE & SAE Report Form via email to ethics@wh.org.au and ONE original signed hard copy of the completed form to:

Office for Research
Level 3 Western Health Centre for Health Research & Education - Sunshine Hospital
Furlong Road, St Albans VIC 3021
WH LREP AE & SAE Form Template June 2016
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