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REPORT OF LOCALLY OCCURRING ADVERSE EVENT TO HREC

	Protocol No.  insert number

	HREC Reference Number:  insert number

	Protocol Title:  insert title of project



	Patient (Initials or Record No. only)
     
	Date of Birth
	dd / mm / yyyy

	
	Gender
	    M  FORMCHECKBOX 
      F  FORMCHECKBOX 


	
	Weight
	     Kg


	Initial report 
	 FORMCHECKBOX 


	Follow up report
	 FORMCHECKBOX 



	Date of Onset of Reaction
	dd / mm / yyyy


	Severity 
	YES
	NO

	Serious
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Life threatening or fatal
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Expected
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	

	Is causality suspected?
	YES
	NO

	Almost certainly:
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Probably:
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Possibly:
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Unlikely:
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	Adverse Reaction Description
     



	All Drug Therapy/Vaccines Prior to Reaction
	Daily Dosage
	Date Begun
	Date Stopped
	Reason for Use

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


	Previous Medical History:
     



	Treatment of reaction:

     



	Outcome:

     



	INVESTIGATOR’S SUMMARY AND COMMENTS
	Yes
	No

	Do you consider the event to be related to the study intervention?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Has the study sponsor been notified?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	In the light of the event, is a change required to the Participant Information Sheet  and / or other research documentation?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	If yes, will already enrolled patients be re-consented?

If no, why not?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	If yes, is the revised Participant Information Sheet attached?
	 FORMCHECKBOX 

	N/A

	Investigator comments:
     



NB. 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.  

References: National Statement on Ethical Conduct in Human Research  (2007),

      Australian Code for the Responsible Conduct of Research (2007) and  

      HREC protocol approval letter 

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

     








dd / mm / yyyy












Name of Principal Investigator
           Signature of Principal Investigator
Date
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