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	LISTA SAE
	CODICE

	
	Clinical Trial Office
	CTO/SOP/021 rev.1-ALL2



SAEs occurring during study- to be included with Annual report

Reporting period from :                          To:                                                                 
Investigator Study Number: EUDRACT …..
Study ……..
Investigator Name: ………
Study Drug: ….
Reporting period from / /  to / /
	Study Subject Number
	Date of birth / gender
	Reported event(s)
	Type (initial/ follow-up) 
	Event Onset date
	Follow up date
	Suspect Product(s)
	Serious Criteria
	Causality
	Resolved/not resolved

	
	                                                                                                                                                                                                                                                                                                                                                                                                                                                           
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


************* In attesa di follow up
1
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