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Adverse Event Report for an Approved Research Project
It is a condition of HREC approval that researchers must immediately report unexpected or adverse events experienced by participants involved in their research project.

Before completing this form, please contact the Research Ethics Officer on (08) 9433 0943 or research@nd.edu.au to discuss the adverse event.

1.
Project Title

2.
HREC approval

HREC Reference Number: 
     




Date of HREC Approval:  
     
 



3.
School / Institute:
     
4.

Research Team Details

a)

Chief Investigator / Supervisor:
	Name:
	     

	School:
	     

	Email:
	     


b)
Details for all other researchers involved in the Project:

	Name
	School/Centre
	Research Team Role

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     


5.
Adverse Event Details
Please answer each question of this section and attach further documentation as necessary.

a)
Please provide a detailed description of the adverse event, including date the adverse event occurred, number of participants affected by the event, location of the event and the likely cause of the event.
	     



b)
Please provide a detailed description of the actions taken to address the event.

	     



c)
Was this adverse event anticipated in the original research protocol? 
	  YES
	  NO
	If YES, provide details below.


	     


d)
Was this adverse event described as a risk in the Participant Information Sheet? 
	  YES
	  NO
	If YES, provide details below.


	     


6.
Implications for the Research Project
Please answer each question of this section and attach further documentation as necessary.
a)
Do you believe this event raises any additional safety concerns for participants? 
	  YES
	  NO
	If YES, provide details below.

If NO, please explain why:


	     


b)
Will there be changes to the research protocol as a result of this event? 
	  YES
	  NO
	If YES, provide details below and submit an Amendment application form for HREC review.

If NO, please explain why:


	     


c)
Will there be changes to the Participant documentation (i.e. Participant Information Sheet, Consent Form etc.) as a result of this event? 
	  YES
	  NO
	If YES, provide details below.

If NO, please explain why:


	     


d)
Are there any other issues raised by this adverse event that may have wider implications? e.g. for provision of advice to other researchers conducting similar research in the future? 
	  YES
	  NO
	If YES, provide details below and explain how you will address them.


	     


e)
Are there any other issues raised by this adverse event? 
	  YES
	  NO
	If YES, provide details below and explain how you will address them.


	     


7.
Declaration by Researchers
· The information provided in this form is truthful and to the best of my/our knowledge, accurate. 
	Researcher Name 
	Signature
	Date
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