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	FEDERAL AGENCY FOR MEDICINES AND HEALTH PRODUCTS 

	
	DG Inspection – Industry Division

	
	
	Form no. 001

	
	
	


application TO BE REGISTERED as THE person responsible for pharmacovigilance
Please tick the chosen registration:


□  Medicinal products for human use (Art. 68, §1, of the RD of 14.12.2006)


□  Medicinal products for veterinary use (Art. 194 of the RD of 14.12.2006)  

	I. PERSONAL DETAILS

	Last name 
	

	
	

	First name(s) 
	

	
	

	Address
	

	
	

	
	
	

	Country
	

	Telephone number 
	_ _ _ _ / _ _ _ _ _ _ _ _

	Mobile number
	_ _ _ _ / _ _ _ _ _ _ _ _

	Fax number
	_ _ _ _ / _ _ _ _ _ _ _ _

	E-mail
	

	
	@
	


	II. DIPLOMA(S) (please complete the appropriate table(s))

	A. Diploma in pharmacy or of master in pharmaceutical sciences or equivalent professional qualification

	Official name of diploma
	

	Granted by
	

	Granted on
	

	Include a copy of the diploma or certificate of EC/EU/EEA recognized professional qualification for citizens of another EU member state or another state which is a contracting party to the Agreement on the European Economic Area


	B. Diploma in medicine or of master in medicine or equivalent professional qualification

	Official name of diploma
	

	Granted by
	

	Granted on
	

	Include a copy of the diploma or certificate of EC/EU/EEA recognized professional qualification for citizens of another EU member state or another state which is a contracting party to the Agreement on the European Economic Area


	C. Diploma in veterinary medicine or of master in veterinary medicine or equivalent professional qualification

	Official name of diploma
	

	Granted by
	

	Granted on
	

	Include a copy of the diploma or certificate of EC/EU/EEA recognized professional qualification for citizens of another EU member state or another state which is a contracting party to the Agreement on the European Economic Area


	III. PROOF OF GAINED EXPERIENCE IN THE FIELD OF PHARMACOVIGILANCE 

	Add a statement as proof of having gained at least one year1 experience in the field of pharmacovigilance 
· the statement, signed and dated by the applicant, has to provide a detailed description of the performed tasks as proof of having gained at least one year1 experience in the field of pharmacovigilance

· this solemn statement has to be co-signed and dated by: 

* either a person responsible for pharmacovigilance registered in Belgium with whom the experience was gained;

* either the CEO of the company where the experience was gained (in another EU member state or another state which is a contracting party to the Agreement on the European Economic Area).

	A. If the statement is co-signed by a person responsible for pharmacovigilance

	Name of the person responsible for pharmacovigilance who has co-signed the statement
	

	His registration number in Belgium 
	

	Name of the company
	

	Address of the company
	

	Postal code
	

	City 
	

	Country
	

	Periode during which the applicant has gained the experience1
	from 
	Till


	B. If the statement is co-signed by the CEO of a pharmaceutical company

	Name of the CEO of the company who has co-signed the statement
	

	Name of the company
	

	Address of the company
	

	Postal code
	

	City 
	

	Country
	

	Periode during which the applicant has gained the experience1
	from
	Till


	Actual professional activities of the applicant
	

	
	

	
	

	
	


	Remarks
	

	
	

	
	

	
	

	
	


	overview of documents to attach to this form when submitting an application to be registered as the person responsible FOR pharmacovigilance2

	· Copy of the diploma or certificate of EC/EU/EEA recognized professional qualification,
· Dated and signed statement(s) providing a description of the performed tasks 
· 


	Date
	Signature

	______ / ______ / ______
	


1 The experience may be gained in several companies having a system for pharmacovigilance in conformity with the actual legislation, and may be cumulated.
2 Please also refer to circular letter no. 544 of 16.11.2009
	

	Contact person: 

E-mail: 

Tel: 
	Ingeborg Dhaese
Ingeborg.dhaese@fagg.be

32 2  524 80 45 
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	Eurostation II

Place Victor Horta 40/40,

1060 Brussels (Belgium)

www.fagg-afmps.be
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