


										


VICTORIAN DEPARTMENT OF HUMAN SERVICES HUMAN RESEARCH ETHICS COMMITTEE


ADVERSE EVENT REPORT


						


The Department of Human Services HREC requires the reporting of all adverse or unforeseen events. This Report Form must be used, but it may be accompanied by a report submitted in another format. 





Project No:


Project Title:


Principal Investigator:


Institution:


Date of Original Approval:�
�



1) Describe the adverse event.
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2) Indicate how the adverse event relates to the project.














�
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3) Summarise any ethical issues raised by the occurrence of this adverse event.
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4) Are there any implications for the project protocol or Participant Information and Consent Forms?
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PRINCIPAL INVESTIGATOR’S SIGNATURE …………………………………..DATE ……………………





-------------------------------------------------------------------------------------------------------------------------------------------------------





COMMITTEE USE ONLY:





Recommended Action:


Modification to the protocol				Y / N


Modification to the Plain Language Statement	Y / N


Participants to be notified				Y / N


The study to be stopped				Y / N


No action						Y / N
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