DECLARATION FORM SUBMISSION DDPS (DETAILED DESCRIPTION PHARMACOVIGILANCE SYSTEM) ALREADY APPROVED BY A COMPETENT AUTHORITY (CA)
Introductory notes
All new applications require the submission of a detailed description of the Pharmacovigilance system (DDPS) in section 1.8.1.

When submitting a new application via the DCP/MRP procedure, the application may include more than one future MAH different from the applicant (included in section 2.4.1 of the application form), since future MAHs could be applied for in each member state. This entails different DDPSs.

The DDPS of a proposed future MAH should be submitted as part of the MRP/DCP application at day 0 of the procedure.
To facilitate the assessment of the RMS applicants are requested to use the declaration form below when submitting a DDPS for a future MAH already approved by a competent authority (CA). The declaration form should be completed and submitted as an annex to the application form.
NB: 
- It is not possible to include future MAHs in the application form, different from the applicant, with a DDPS which has not been approved by a CA yet.

- It is not possible to change the proposed future MAH during the MRP/DCP procedure.

__________________________________________________________________________
Procedure number:

Product name in RMS:

Product name in CMS:

MS to whom the change in proposed MAH is applicable:

Current applicant:

Proposed new MAH (in member state where transfer of MAH after completion of the MRP/DCP is applicable):

The undersigned (new MAH) hereby declares:

- that it has a suitable pharmacovigilance system in place that allows < name new marketing authorisation holder> to safeguard its responsibilities with respect to the products and can, if necessary, take appropriate action. This means that <new marketing authorisation holder> must have permanent access to a sufficiently Qualified Person for Pharmacovigilance purposes. This Qualified Person resides within the European Economic Area. <New marketing authorisation holder> also has access to a permanent Pharmacovigilance system. 
- that the detailed description of the Pharmacovigilance system (DDPS) with version number  <XXXXX> is the actual version and has already been approved as part of a marketing authorisation by <name Members state or European Commission > on < latest date of approval> ,< procedure number( if applicable)>
New MAH in RMS/CMS:
Name of contact person:

Function:

Date:

Signature:
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