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Vos médicaments et produits de santé, notre préoccupation




Reporting an incident or a potential incident with a medical device

A.R. of 18 March 1999 art.11 §2
Some items are indispensable for our departments.
These are in bold type.

1. Origin of report:

	Report Date: 
	

	Name of the person making the declaration: 
	

	Address :


	

	Function :
	

	Phone :
	

	Fax :
	

	e-mail : 
	


2. Information about the concerned medical device (MD):

	Description of the MD : 
	

	Commercial name of MD
 :
	

	Model / Catalogue Number:  
	

	Serial or Batch number 1 :
	

	Accessories or related devices :
	

	Current location of MD :
	

	Software version (if applicable):
	

	CE marking
 : 
	· Yes
· No

	Distributor Name:
	

	Contact person of the distributor:
	

	Contactdata :

	

	
	

	Name of the legal manufacturer 
 :
	

	Contact information of the legal manufacturer 4 : 
	


3. Description of the incident :

	Date the incident occurred: 
	

	Location of incident :
	

	Event description and consequences for the patient (death, serious deterioration in state of health of health, none, ...) :

	

	Corrective action taken:

	

	Has the manufacturer or the distributor been informed about the incident?
	· Yes. please specify the date …………….

· No

	Medical device current location
	

	Are there plans to send it to someone else?
	· Yes
· No

	If yes, to whom?
	· Physician
· Pharmacist

· Distributor
· Other, please specify :………………….


This form should be sent by email to meddev@afmps.be
Or by mail to the following address:
Federal Agency for Medicines and Health Products
Vigilance Division
Eurostation II

Place Victor Horta 40 Bte 40

1060 Brussels
Phone : +32 2 524 81 13/ +32 2 524 82 20 / +32 2 524 .81.78

Fax : +32 2 524 81 20

E-mail : meddev@afmps.be
� This information can be found on the packaging and/or the medical device





� The CE mark is on the outer packaging. This CE mark may eventually be followed by four digits corresponding to the notified body.


� The manufacturer’s name is found either on the outer packaging or on the device itself


4 Contact information will be completed as specified on the packaging





