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SERIOUS ADVERSE EVENT LOG
	R&D Study Ref:
	
	REC Number:
	
	Investigator Name:
	

	Study Title:
	


	Participant No.
	Date of Event
	Event
	Expected or Unexpected event
	Severity
 


	Causality 
 


	Action Taken

	Date reported to
	Outcome 
 
	Date resolved

	
	
	
	
	
	
	
	Sponsor
	Ethics
	MHRA*
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	


*For Clinical Trials of a Medicinal Product / Medical Device Trials only.
Chief/Principal Investigator Signature: __________________________________________ Date: __________________________
� Severity – 1=Minor / 2=Moderate / 3=Severe


� Causality – 1=Not related / 2=Unlikely related / 3=Possibly related / 4=Probably related / 5=Definitely related


� Action – 1=None / 2=Dose reduced temporarily / 3=Dose reduced / 4=Dose discontinued temporarily / 5=Dose discontinued


4 Outcome - 1=Resolved / 2=Resolved with sequelae / 3=Continuing / 4=Fatal 
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