International Case Number : 	
Local case number :
 French case  Foreign case, country : 

Project number:
Protocol number:
Patient number:
Case status (open /closed):

	
	DATABASE (including the narrative)
	SOURCE DATA
	Comments

	Patient Initials
	
	
	

	Sex
	
	
	

	DOB
	
	
	

	Suspected Drug


	
	
	

	Date information received by first LABO Representative (start clock date)
	
	
	

	First recipient at LABO
(local DS, or sales representatives, etc.)
	
	
	

	EVENT LEVEL

	Event 1 (verbatim and PT)

	
	
	

	Seriousness criteria



	
	
	

	Causality with IMP (Yes / No / Unknown / Empty)

	Investigator

	Sponsor


	Investigator

	Sponsor


	

	Unlisted / Unlabelled (Yes /No / Empty)

	
	
	

	Unexpected (Yes /No / Empty)

	
	
	

	Outcome 

	
	
	

	Event 2 (verbatim and PT)

	
	
	

	Seriousness criteria





	
	
	

	Causality with IMP (Yes / No / Unknown / Empty)

	Investigator

	Sponsor


	Investigator

	Sponsor


	

	Unlisted / Unlabelled (Yes /No / Empty)

	
	
	

	Unexpected (Yes /No / Empty)
[bookmark: _GoBack]
	
	
	

	Outcome 

	
	
	

	CASE LEVEL

	Causality with IMP (Yes / No / Unknown / Empty)

	Investigator

	Sponsor


	Investigator

	Sponsor


	

	Unlisted / Unlabelled (Yes /No / Empty)

	
	
	

	Unexpected (Yes /No / Empty)

	
	
	

	Outcome
	
	
	

	RECEPTION PAR L’INTERNATIONAL
Date sent by the country to GDS :
	
	
	

	CONFIDENTIALITY KEPT
	
	
	




Case review conclusion:

	Non – compliance / issue
	Yes / No
	Comments

	Reportable case not reported to Competent Authorities and Ethics Committees

	
	

	Timing for labo INTERNATIONAL

	
	

	Timing for AFSSAPS

	
	

	Inaccuracies



	
	

	Other



	
	

	Other



	
	

	Other



	
	

	Other



	
	



Documentation des cas?
Levée d'aveugle (Y/N)?
QC (performed and documented in case file or database, if defined as part of the process)
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