

SUMMARY OF PHARMACOVIGILANCE SYSTEM
1. Contact Details of the QPPV and his Deputy
The QPPV of [company] resides and carries out his task in [Germany]. In the absence of the QPPV, [company] has one nominated deputy (for details see below).
	Qualified Person for Pharmacovigilance (QPPV)
	Name
	

	
	Function
	

	
	Address
	

	
	Phone
	

	
	Fax
	

	
	24h availability
	

	
	Email
	

	
	

	Deputy Qualified Person for Pharmacovigilance
(Deputy QPPV)
	Name
	

	
	Function
	

	
	Address
	

	
	Phone
	

	
	Fax
	

	
	24h availability
	

	
	Email
	


2. PSMF Location

The PSMF is located in the EU at [company], Germany, where the QPPV operates and the main pharmacovigilance activities are performed. The document outlines the routine pharmacovigilance activities that are carried out by [company] in collaboration with its affiliates and license / distribution partners worldwide.
	PSMF location
	Name
	

	
	Address
	

	
	Phone
	

	
	Fax
	

	
	Email
	


Details about the QPPV and the location of the PSMF (ev_code: XXX) are also entered and maintained in the extended Eudravigilance Medicinal Product Dictionary (xEVMPD) in accordance with Article 57 (1) of Regulation (EC) No 726/2004 and IR Article 4 (4). 
3. Statement of the MAH and the QPPV regarding their availability and the means for notification of adverse reaction

The signatories hereby declare that [company]
· has services available of a Qualified Person responsible for Pharmacovigilance (QPPV) who is sufficiently trained and aware of the responsibilities outlined in EU Directive 2001/83/EC, as amended,

· [company] and the QPPV have the necessary means for the collection and notification of any adverse reaction occurring either in the Community or in a third country within the given timeline.

[City, Date]
___________________________
XXX 


Chief Scientific Officer
[company]
[City, Date]
___________________________

XXX
Qualified Person for Pharmacovigilance
[company]
