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REPORT FOR RELEASE 

Meeting of 20-21 April 2006

Reference Member State to notify EMEA in case of disagreement in CMD(v). Change of reference vaccine considered a Type IB variation. Subgroup facilitates IFAH-Europe – CMD(v) survey.

Referrals to CVMP

In case where the Coordination Group fails to reach an agreement on an application following the Mutual Recognition Procedure or Decentralised Procedure, the European Medicines Agency should be informed immediately, with view to arbitration by the Committee for Medicinal Products for Veterinary Use (CVMP). Whereas the Directive
 does not state who has to inform the Agency, the Group has agreed that the Reference Member State will collect the detailed description of the matters on which agreement could not be reached, prepared by the objecting Concerned Member State(s). The RMS will add an overview on the reasons for the disagreement and send these documents to the EMEA.

Change of reference vaccine

The Coordination Group was informed by the European Commission that the replacement of a reference vaccine batch should be handled as laid down in Variation 38(b), Annex I to Commission Regulation (EC) No 1084/2003, provided the applicant can demonstrate that all the conditions specified in the Regulation are met. In particular:

· the test procedure itself must be ‘approved’, i.e. suitably described in the marketing authorisation dossier;

· the new reference batch must be properly compared and calibrated against the old one: validation results must show that the ‘new’ test procedure (with the new reference) is at least equivalent to the former procedure.

If not all conditions are met, the application should be handled as a Type II variation.

Product discussion

Seven applications were discussed at day 78 of the Mutual Recognition Procedure (MRP). One application was discussed for the first time in accordance with the 60 day referral procedure and one for the second time.

It was noted that following the March meeting 4 MRP applications were approved. 
Adopted documents

The mandate of the Subgroup for Joint IFAH- CMD(v) survey was adopted. The subgroup will:

1. collaborate with IFAH-Europe

a. in the preparation of the annual questionnaire for collection of data;

b. in order to progress the preparation of the Survey Report and facilitate its annual publication within a reasonable timeframe;

2. encourage Reference Member States to fill in the questionnaires in a timely manner;

3. ensure that the data collected are correct and that conclusions given within the Survey report are balanced;
4. analyse the report in order to identify possible improvements to the MRP and DCP process and report these to the plenary session of CMD(v) for further debate. 

Information

For questions and further information please contact the CMD(v) secretariat at the European Medicines Agency, for the attention of Wim Riepma, 7 Westferry Circus, Canary Wharf, London, E14 4HB, UK wim.riepma@emea.eu.int
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� Article 33(4) of Directive 2001/82/EC as amended by Directive 2004/28/EC
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