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Metro North Hospital and Health Service

Research
Serious adverse event report (not occuring at local site) 

	Protocol Number:
	HREC project number
	Principal Investigator:
	     

	Protocol Title:
	     


	Description of Serious Adverse Event
	Participant ID
	Date of event
	Study drug/ Intervention
	Degree of adverse event
	Is causality suspected?
	Site where event occurred
	Initial or follow-up report

	e.g. Atrial Thrombosis

	e.g. ABC 21789

	dd/mm/yyyy
	     
	 FORMCHECKBOX 

	Fatal or life threatening
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	Almost certainly

Probably

Possibly

Unlikely
	 FORMCHECKBOX 

	Elsewhere in Australia
	 FORMCHECKBOX 

	Initial

	
	
	
	
	 FORMCHECKBOX 

	Not fatal or life threatening
	
	
	 FORMCHECKBOX 

	Overseas
	 FORMCHECKBOX 

	Follow-up

	e.g. Atrial Thrombosis

	e.g. ABC 21789
	dd/mm/yyyy
	     
	 FORMCHECKBOX 

	Fatal or life threatening
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	Almost certainly

Probably

Possibly

Unlikely
	 FORMCHECKBOX 

	Elsewhere in Australia
	 FORMCHECKBOX 

	Initial

	
	
	
	
	 FORMCHECKBOX 

	Not fatal or life threatening
	
	
	 FORMCHECKBOX 

	Overseas
	 FORMCHECKBOX 

	Follow-up

	Investigator’s summary and comments:
       


References: National Statement on Ethical Conduct in Human Research (2007), Australian Code for the Responsible Conduct of Research (2007) and HREC protocol approval letter 

I confirm that I have read the above reports of serious adverse events and recommend:

 FORMCHECKBOX 
 Continuing with the trial unchanged
 FORMCHECKBOX 
 *Continuing with the trial with changes
 FORMCHECKBOX 
 Interrupting recruitment
 FORMCHECKBOX 
 Withdrawal from the trial

Note: If any changes to the study are required these must be submitted to the HREC for approval.

	Signature of Principal Investigator: 
	
	
	Date:      /      /      


� The Human Research Ethics Committee requires the Principal Investigator’s comments on (a) whether the event was caused by the study drug-intervention, and (b) whether in the light of the event, changes need to be made to the already approved Patient Information and Consent Form and/or other study documentation.
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