DECLARATION FORM FOR SUBMISSION OF DDPS
(Detailed Description Pharmacovigilance System)
ALREADY APPROVED BY A COMPETENT AUTHORITY (CA)
to be completed by the applicant
1. 
Procedure number:
_ _ _ _ _ _ _ _ _ _ _ _ _ _ 
2.
Name of the applicant:
_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
3.
Product name in RMS:
_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ 
4. 
Does the submission only concern the DDPS of the applicant/MAH (the latter  applicable to  a type ib variation)?
(
YES
Go directly to Section 6

( 
NO 
Go to Section 5
5.
Submission of a DDPS for a future MAH, different from the applicant (for new applications only)

The following information should be included in the table below:

-  product name(s) of all CMSs for which the future MAH will be different from the applicant (and for which a separate DDPS has been submitted)
- all MSs  for which the future MAH will be different from the applicant

- Applicant 

- proposed future MAH in member state where transfer of MAH after completion of the MRP/DCP is applicable

	CMS(s) to whom the change in proposed future MAH is applicable
	Product name(s) CMS
	Applicant 
	Proposed future MAH

	
	
	
	

	
	
	
	


6.
Declaration from the applicant/MAH (the latter applicable to  a type ib variation) 
Please fill in the declaration below using the most appropriate wording
The undersigned hereby declares:

· that <name applicant/MAH and/or name(s) future/new MAH(s)>  has/have a suitable pharmacovigilance system(s) in place that allows <name applicant/MAH and/or name future/new marketing authorisation holder(s)> to safeguard its responsibilities with respect to the products and can, if necessary, take appropriate action. This means that <name applicant/MAH and/or name future/new marketing authorisation holder(s) > must have permanent access to a sufficiently Qualified Person for Pharmacovigilance purposes. This Qualified Person resides within the European Economic Area. <name applicant/MAH and/or name future/new marketing authorisation holder(s) > also has/have access to a permanent Pharmacovigilance system. 

· that the detailed description of the Pharmacovigilance system (DDPS), see below for further information, is the actual version and has already been approved as part of a marketing authorisation. The version numbers/and further information of these DDPSs concern: 
- DDPS <name applicant/MAH>: version number <XXXX>; approved by <name EEA Member state or EMA> on <latest date of approval>; <procedure number>
- DDPS <name future/new MAH 1>: version number <XXXX>; approved by <name EEA Member state or EMA> on <latest date of approval>; <procedure number*>
DDPS <name future/new MAH 2> etc….
Name of the applicant/MAH:
_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
Name of contact person: _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
Function: _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
Date: _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
Signature: _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
* In case the DDPS has been approved by a CA in a separate (national) procedure without a specific procedure number, it should be mentioned “procedure number: not applicable”.
1

