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DECLARATION FORM FOR SUBMISSION OF DDPS
(Detailed Description of the Pharmacovigilance System)
ALREADY APPROVED BY MEMBER STATES DURING A PREVIOUS MR/DC/CENTRALISED PROCEDURE.
to be completed by the applicant.
[Note: DDPS must still be submitted in annex 5.20 to the application form]
1. Current procedure number:



2. Name of the applicant:



3.  Product name in RMS of current procedure:



4. 
DDPS (version and date) to which this declaration relates:


5. 
Previous MR/DC/EU procedure number(s) and dates for which this version of the DDPS has previously been assessed:


6. Member States included in the procedure(s) when the DDPS was previously assessed during a MR/DC procedure:


	7 .     Have all issues raised at the time of previous assessment of the DDPS been addressed?


 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No
(Please clarify).

8.
Have all product/application specific information/details been provided as an annex to the DDPS submitted with the present application (if applicable)?

	 FORMCHECKBOX 
 Yes 


 FORMCHECKBOX 
 No
(Please clarify).


9.
Declaration by applicant: (Please complete the following declaration)
The undersigned hereby declares that:

· the DDPS version submitted with this application is the same as that previously assessed and approved in <MR/DC/EU procedure number(s)> on <date of end of procedure(s)>.

· all issues raised during the previous assessment of this version of the DDPS <have been addressed / will be addressed at the time of next update of the DDPS>. 

· all product/application specific information/details have been provided as an annex to the DDPS submitted with the present application.
Name of the applicant/MAH:
Name of contact person: 
Function: 
Signature: 
Date: 
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