Form 55.015A - SAE Processing Form
Version 7.1

	SAE Report Details 
	
	

	Subject no.
	
	Report no.
	

	Trial short name
	
	EudraCT no.
	

	Sent by
	
	Method
	

	Date received by PV Office
	
	Date acknowledged by PV Office (if applicable)
	

	Date of report
	
	Report type
	

	Diagnosis
	


	SAE Data Checks
	Yes
	       No
	      N/A

	Reported within 24 hours of site awareness 
	· 
	· 
	· 

	Diagnosis provided
	· 
	· 
	· 

	Seriousness criteria assigned
	· 
	· 
	· 

	Causality & expectedness assigned
	· 
	· 
	· 

	Outcome provided
	· 
	· 
	· 

	Investigator review required
	· 
	· 
	· 

	Comments/Actions
	

	

	
	
	

	PV Office Processing
	
	Onward Reporting

	Form completed /

SAE entered to tracker by
	
	Date
	
	
	Sent to
	

	Tracker entry QC by
	
	Date
	
	
	Date
	


	Investigator Review
	

	Date reviewed by PI (or delegate)
	
	
	Date reviewed by CI (or delegate)   
	


	
	
	
	

	PV & Safety Manager Review
	Yes
	        No
	       N/A

	Agree that the event is an SAE
	· 
	· 
	· 

	Agree with assessment of causality
	· 
	· 
	· 

	Agree with assessment of expectedness
	· 
	· 
	· 

	Event is a SUSAR
	· 
	· 
	· 

	If SAR, date expectedness 

assessed against RSI
	
	
	RSI version
	

	Reviewed by
	
	
	Date
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