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

HUMAN RESEARCH ETHICS COMMITTEE (HREC)

Drug or Therapeutic Substance Serious Adverse Event (SAE) Report

	Action regarding the study drug
	Relationship to study intervention (PI opinion)

	none
	
	not related

	interrupted
	
	unlikely

	ceased
	
	possibly related

	reduce dose
	
	definitely related

	increase dose
	
	

	delay dose
	
	


Initial / follow up report                      date: ________________________
	Title 
	

	Reference No.
	

	Principal Investigator / Dept
	

	Participant initials
	Participant ID
	Date of Birth
	Weight

	Start date of SAE
	 Stop date SAE:
	

	Report of event

	

	

	

	

	

	Study drug / study intervention:

	drug
	dose/ frequency
	route
	start
	stop

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


	Severity of event
	Outcome of event

	mild 
	recovering

	moderate
	recovered

	severe
	recovered with sequelae

	
	not recovered

	
	unknown


	Procedures, vital signs, and/or laboratory results: 

	

	

	

	

	Medical  history: 

	

	

	

	

	Concomitant medication: 

	

	

	

	

	Reported to

	REC /DTC 
Date     /      /    

	TGA 
Date     /      /    

	Sponsor 
Date     /      /    

	Investigator / reporter

	name
	

	title
	

	address / dept
	

	signature
	

	Additional information 

	

	

	

	


