Kosovo Medicines Agency                                                                
                                                                   

KMAG11
Guidelines for the simplified marketing authorisation procedure pursuant to the EU decentralised procedure (CADREAC - EU Decentralised)

Pursuant to the document ‘procedure on the granting of marketing authorisations by CADREAC
 Drug Regulatory Authorities for human medicinal products already authorised in EU Member States following the decentralised Procedure, 1st Revision June 10 2001 CADREAC’, the Kosovo Medicines Agency has adopted the following procedure. 

This is an optional procedure to obtain marketing authorisation in Kosovo for medicinal products already authorised in the European Union through the decentralised procedure (Mutual Recognition Procedure) including subsequent variations and renewals, and allows for a marketing authorisation to be granted within a 90 day period.
Background

It can be assumed that differences in medical practice between the EU Member States (MSs), the CADREAC area and Kosovo are generally not of major importance for public health, hence the assessment of the EU Reference Member State (RMS) can be assumed to be relevant for the CADREAC area and Kosovo.  

The procedure offers the possibility of harmonisation of the SPC, Package leaflet (Patient Information Leaflet – PIL) and documentation of medicinal products authorised in Kosovo with both in the EU MSs following the Decentralised Procedure (DP) and the CADREAC countries. 

Principles 

1. The use of this procedure is not obligatory either for the applicant or for Kosovo Medicines Agency. The simplified procedure as such is initiated by an applicant by virtue of submission of an application for marketing authorisation to the Kosovo Medicines Agency (KMA) with additional procedure specific documentation.

2. According to national legislation the KMA retains its responsibilities for granting marketing authorisations, approving variations and renewals and supervising safety measures within its territory.

3. Medicinal products which are subject to the procedure are specified by the KMA individually (see Appendix 3 to this Annex). Medicinal products that qualify for this procedure are those submitted under the DP in MSs with a full dossier and submitted for the simplified procedure to KMA also with a full dossier and subsequently for their line extensions.

4. KMA shall initiate this procedure when the Marketing authorisation is granted by the RMS.
5. The basic principle is the identity of the dossier and SPC submitted, as well as identical post-approval development, urgent safety measures and variations of the product in both the EU-MSs and the concerned CADREAC countries (C-CMSs); this has to be guaranteed by the applicant.

6. The only differences acceptable are the name of the medicinal product and name of the marketing authorisation holder and not all package sizes have to be applied for and authorised in Kosovo. The legal status of the product in Kosovo shall be determined by the decision of the KMA.

7. RMS should make the Updated Assessment Report available to the applicant. RMS should provide KMA with all necessary information also in the post-approval phase (rapid alerts, urgent safety restrictions) via the applicant or directly, based on the declaration on information sharing of the RMS marketing authorisation holder (MAH). Contact points between on the one hand in each EU-MS and CADREAC DRA and on the other hand the KMA shall be established for communication.

8. In cases when questions or concerns are raised by the KMA to the EU-RMS assessment report, additional documents to the dossier may be required from the applicant, or additional assessment according to the usual national procedure may be carried out.

9. Requirements for dossier submission, e.g. number of copies, samples, acceptance of electronic dossiers and fees are specified elsewhere in the Kosovo marketing authorisation regulation and its Annexes.

Responsibilities of concerned parties 

The applicant/marketing authorisation holder will ensure that

· the dossier submitted is identical to the dossier submitted in the CMS

· the declaration according to Annex 1 will be available also from the restricted part of DMF holder (manufacturer of the active substance), if European Drug Master File Procedure has been used

· the medicinal product will be kept identical in the post-marketing phase

 all information on the course of the DP as required for variant II will be submitted to the CADREAC DRA in time

The Competent Authority of the RMS

· will make available the Updated Assessment Report and post-approval information (rapid alerts, urgent safety restrictions) to MAH in the EU, if necessary
The Kosovo Medicines Agency will

· keep information obtained during this procedure confidential

PROCEDURE 

INITIATION

The RMS MAH initiates the procedure and notifies the EU-RMS that an application will be submitted in Kosovo and declares that the Competent Authority of the RMS may make available to the Kosovo Medicines Agency any information on the quality, safety and efficacy of the product. 

SUBMISSION

The submission must comply with the administrative requirements of the KMA.

Timing

Application for this simplified procedure is submitted any time after completion of the respective DP, when the Updated Assessment Report is available.

Documents to be submitted by the applicant

· Application form and samples 

· Dossier identical with the dossier submitted in the EU-CMSs in DP

· Consolidated list of questions raised by CMSs within the DP and Applicant’s response document in DP (day 65 responses to questions raised by CMSs within the DP) and later responses

· Updated Assessment Report of RMS, including harmonised SPC (if European Drug Master File Procedure has been used, the assessment report on the restricted part should be requested from RMS directly)

If there is only the RMS Assessment Report available the applicant should provide information on the DP:

· list of CMSs

· history of the DP

· break out session minutes, if applicable

· information about the reasons for withdrawal(s)

· the letter of RMS about the completion of the procedure with SPC attached

· In case that variations have been accepted after conclusion of the DP, a list of these variations has to be part of the submission; the documentation submitted in the EU-MSs to support these variations shall be annexed to the original dossier

· variation assessment report(s), if applicable

· In case the application in Kosovo is submitted later than 9 months after the authorisation in EU-RMS and concerns a new active substance, the latest available PSUR

· List of post-authorisation commitments imposed in DP and the status of their fulfilment, if any

· Declaration of the applicant that

· he will deal with the KMA similarly as he or relevant MAH deals with competent authorities of EU-MSs and CADREAC states, especially he will keep the product authorised by the KMA identical with the EU-MSs and CADREAC states, i.e. in the post-authorisation phase he will notify and implement all urgent safety measures simultaneously in the EU-MSs, C-CMSs and Kosovo and he will submit and implement all variations, once accepted in the EU-MSs and CADREAC states, without unnecessary delay 

· dossier submitted to the KMA is identical to the dossier submitted in the EU-CMSs and C-CMSs for DP, including all information submitted to support any variation which has been applied for and accepted at the time of submission of the application in Kosovo as well as information concerning post-authorisation commitments, if any (i.e. the documentation reflects the situation of the product, which is in the EU-MSs and C-CMSs at the time of submission of the application in Kosovo)

· the submitted proposal of SPC in local language is the translation of SPC as last approved in DP

· Declaration of the marketing authorisation holder in RMS and if necessary, also of the holder of restricted part of DMF (see Annex 1)

Assessment and marketing authorisation

The report on the assessment outcome (see Annex 2) shall be sent by the KMA to the RMS. 
Variations of marketing authorisation of the medicinal product, which has been authorised following the DP in the EU

As the marketing authorisation holder declared that he will keep during post-authorisation phase the medicinal product harmonised in Kosovo with the C-CMSs and the EU-MSs, he should submit and implement identical variations in Kosovo as in both C-CMSs and EU-MSs. 

Documents to be submitted by the Marketing Authorisation Holder in Kosovo

The KMA variations application form shall be submitted together with the appropriate annexes and samples required by the KMA. The application should be accompanied by the following: 

· Letter of acceptance of the variation in question, sent by the RMS to the MAH and to EU-CMSs and C-CMSs (if applicable)

· Updated Assessment Report of the RMS or amendment to the Assessment Report or Variation Assessment Report, if issued

· Supporting documentation identical with that submitted within the DP relevant for the variation

· Updated SPC in English in the case that the variation resulted in its modification, and than also the SPC, PIL and/or labelling text (as appropriate) in national language with all proposed changes against the approved version highlighted

Annex 1

Text in italics should be replaced by the data specific to individual submissions.

Name of the product:

Mutual Recognition Procedure No.:

Approval of Information Sharing between the National Authority of the Reference Member State 

and the Kosovo Medicines Agency
The Marketing Authorisation Holder (Drug Master File Holder) in the Reference Member State hereby notifies to the National Authority of the Reference Member State of the submission of an application for the marketing authorisation of the following medicinal product to the Kosovo Medicines Agency:

name of the medicinal product, dosage form, strength, package size/s

(differences in brand name, if any)
proposed marketing authorisation holder in Kosovo
The Marketing Authorisation Holder (Drug Master File Holder) in the Reference Member State agrees that the National Authority of the Reference Member State may make available to the Kosovo Medicines Agency any information concerning the quality, safety and efficacy of the above medicinal product. The extent of this information shall not exceed that which is made available to EU Member States. 
The information will be used by the Kosovo Medicines Agency in accordance with applicable laws and regulations for the marketing authorisation and safe use of medicinal products in Kosovo.

This Declaration is made as of the date first written below and remains valid for the period during which the product is authorised or registered in the Member States of the EU and Kosovo respectively.



Date
Signature of the Marketing Authorisation Holder




     (Drug Master File Holder)


First name, family name:


Address:

Annex 2

Kosovo Medicines Agency

TO: Competent Authority of the Reference Member State
REPORT  ON  THE  MARKETING  AUTHORISATION  GRANTED BY  KOSOVO MEDICINES AGENCY  OF  THE  MEDICINAL  PRODUCT  SUBJECTED  TO  THE  DECENTRALISED  PROCEDURE  IN  THE  EU

Name of the product in the RMS, pharmaceutical form/s, strength/s relevant to this report

INN or common name of the active ingredient/s
DP number/s of the product
Name of the MA holder in the RMS

· Report on acceptance of the DP MA

· Report on disagreement with the DP MA*

· Report on refusal of variation*
· Request to RMS*
Name of the product in Kosovo:

Kosovo Marketing authorisation number/s:
Date of issue of Kosovo marketing authorisation decision:

Name of the marketing authorisation holder in Kosovo:

Authorised dosage forms, strengths, package sizes in Kosovo:

Modifications of SPC and PIL (specifying differences, except different name of the product, 

MA holder, national MA number):

Modifications of labelling (specifying differences, except different name of the product, 

MA holder, national MA number)
Explanatory notes* :

Enclosures:

Date:





Signature 



Marketing Authorisation Department



Kosovo Medicines Agency
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