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Title: …

SERIOUS ADVERSE EVENT FORM
	Report Type:
	( Initial Report

( Follow-up Report n°…..



	GENERAL INFORMATION:

	Number of patients enrolled to date:
	

	Number of investigational devices used to date:
	


	MEDICAL DEVICE INFORMATION:

	Device ID number:
	

	Date of first use:
	

	Treatment arm (device/ control group/ blinded/ NA)
	


	SUBJECT INFORMATION:

	Subject number:
	

	Year of birth:
	


	DESCRIPTION OF SAE:
(detailed information can be provided in the narrative)
	

	Previously reported as :

(if applicable) 
	

	Criterion for considering the AE as serious.


	Adverse event that: 

( led to death, injury or permanent impairment to a body structure or function.

( led to a serious deterioration in health of the subject, that either resulted in: 
       ( a life-threatening illness or injury
       ( a permanent impairment of a body structure or a body function
       ( in-patient hospitalization or prolongation of existing hospitalization
       ( in medical or surgical intervention to prevent life threatening illness
( led to foetal distress, foetal death or a congenital abnormality or birth defect

	Date of event onset (dd/mm/yy) 
	

	Date of study personnel’s awareness of event (dd/mm/yy)
	
	
	

	Actions taken

(please provide all actions taken, i.e. diagnostic procedures, treatment, referral to other departments,…)

	
	
	

	Outcome of the event:
	( Death                         
( Resolved with sequelae; 

date and time:    
                                                                  
	( Ongoing                      
	( Resolved; 
date and time:    
                                    

	Changed Outcome of the reaction in case of Follow-up Report:
	(Death
(Unknown 

please explain:
                        
	( Ongoing                      
	( Resolved; 

date (dd/mm/yy) and time:     
( Resolved with sequelae; 

date (dd/mm/yy) and time:     
                                                                 

	Setting (hospital, home, …):
	


	SAE NARRATIVE: 

Please describe more in detail the serious adverse event

	


	ASSESSMENT OF CAUSALITY:
	

	Is SAE related to the device ?
(see CIP for definition)
	( Not related
( Unlikely related
( Possible related
	( Probable related
( Causal relationship                               

	Is SAE related to the procedure ?
(see CIP for definition)
	( Not related
( Unlikely related
( Possible related
	( Probable related
( Causal relationship 
( Not applicable                           

	Is the SAE unanticipated ?
	( Yes

( No
	If yes, explain:



	Is this event related to a device deficiency?*
	( Yes

( No
	If yes, explain:




*Device deficiency: inadequacy of an investigational medical device related to its identity, quality, durability, reliability, safety or performance. This may include malfunctions, use error, or inadequacy in the information supplied by the manufacturer.
	REMARKS:


	


	SIGNATURES:

	Report completed by:
Print Name: 

Signature:                                                                    
	                                                                                       Date (dd/mm/yy):  

	I have reviewed this serious adverse event report and find it to be complete and accurate.
Signature of investigator:                                                                                        Date (dd/mm/yy):


Please fax or e-mail to HIRUZ CTU: 09/332 05 20 – hiruz.ctu@uzgent.be 
SAE form meddev_v4.0_03/APR/2019

