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WOMEN’S AND CHILDREN’S HEALTH NETWORK (WCHN)

HUMAN RESEARCH ETHICS COMMITTEE (HREC)

Drug or Therapeutic Substance Serious Adverse Event Report
HREC No.                            /    /         

	Title:


	     

	Dept:      
	Protocol:     

	Participant initials:     
	Participant number:     
	Date of Birth:    /    /     

	Treating centre:     



	Report of event:     



	Study Drug


	Name
	Dose
	Route
	Date started
	Date stopped

	     
	     
	     
	   /    /     
	   /    /     

	     
	     
	     
	   /    /     
	   /    /     

	     
	     
	     
	   /    /     
	   /    /     


	Concomitant medication used:    Yes / No (list or attach copy of medications)
     


	Relevant tests physical findings and/or laboratory results: Yes / No (list or attach copy of results).
     


	Relevant medical history or other relevant factors: 

     


	Investigator / Reporter


	Name:      

	Address / Dept:      

	Telephone:      
	Signature:      


	Reported to


	REC
	date:    /    /     
	Name:      

	TGA
	date:    /    /     
	Name:      
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