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1. Describe the adverse event and management:
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2. Indicate how the adverse event relates to the project and the relationship of the study drug with this event:
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3. Summarise any ethical issues raised by the occurrence of this adverse event:
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4. Outcome of the adverse event:
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5. Recommended action:
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Change to the protocol					     Yes  �    No �


Change to the Participant Information & Consent Form       Yes  �    No �


Previously enrolled participants to be notified                      Yes  �    No �


The study to be stopped 				                  Yes  �    No �


No action 							      Yes  �    No �





Fatal:					 �


Life Threatening:			 �


Hospitalisation required:		 �		


Permanent/significant disability:	 �


Other (please specify):		 �


…………………………………………………………………………………….
































Study Drug:			……………………………………………………….


Dosage:			……………………………………………………….


Date Commenced on Study:   ……./……./……


Date of Onset of SAE:	……./……./……
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