Information for Applicants / Holders of Marketing Authorisation for Veterinary Medicinal Products with respect to the implementation of the Commission Regulation (EC) No. 1234/2008 concerning the examination of variations to the terms of marketing authorisations for medicinal products for human use and veterinary medicinal products. 

Institute for State Control of Veterinary Biologicals and Medicinal products informs hereby the Applicants / Holders of Marketing Authorisation for Veterinary Medicinal Products that a new Commission Regulation (EC) No 1234/2008 of 24 November 2008 concerning the examination of variations to the terms of marketing authorisations for medicinal products for human use and veterinary medicinal products was published in the Official Journal of the European Union (see the Czech and English version of the regulation in the Annex). The two previous regulations, namely Commission Regulation (EC) No 1084/2003 concerning the examination of variations to the terms of a marketing authorisation for medicinal products for human use and veterinary medicinal products granted by a competent authority of a Member State and Commission Regulation (EC) No 1085/2003 concerning the examination of variations to the terms of a marketing authorisation for medicinal products for human use and veterinary medicinal products falling within the scope of Council Regulation (EEC) No 2309/93 (variations to the centrally authorised products), were repealed by this new regulation. 
In line with the information communicated to the Applicants / Holders of Marketing Authorisation for VMPs at the workshop organized by the ISCVBM in June 2009, the new Regulation will enter into force and it will be directly applicable for authorizations granted under mutual recognition and decentralized procedures from the 1st January 2010.

ISCVBM further informs, that another workshop will be held in the second half of January 2010, which will address issues related to the new regulation and related procedural guidelines.

With respect to the validity of the new regulation, the veterinary co-ordination group for the MRP/DCP procedures (CMDv) has issued new guidelines addressing the variations to the marketing authorisation (guidelines for Type IA, IB and Type II variations, grouping of variations, work sharing and for unforeseen variations. These guidelines are available at the website of the CMDv co-ordination group - http://www.hma.eu/163.html . The application form for the unforeseen variations is available at the above mentioned website as well.

Clarification guidelines to the new regulation „Communication from the Commission – Guideline on the operation of the procedures laid down in Chapters II, III and IV of Commission Regulation (EC) No 1234/2008 of 24 November 2008 concerning the examination of variations to the terms of marketing authorisations for medicinal products for human use and veterinary medicinal products“ a „Communication from the Commission – Guideline on the details of the various categories of variations to the terms of marketing authorisations for medicinal products for human use and veterinary medicinal products“ have been published at the website of the European Commission (http://ec.europa.eu/enterprise/sectors/pharmaceuticals/better-regulation-variations-regulations-developments_en.htm). 

The aforesaid guidelines are awaited to be formally approved by the European Commission and published in the Official Journal of the EU.

New application form for the variation to the marketing authorisation will be published in the coming days at the European Commission website as well (http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/vol6_en.htm ) 
Submission of applications for variation to the marketing authorisation or notifications of Type IA/IB variations within the MRP/DCP procedures in the transitional period until the 31st December 2009. 

In line with the approach agreed by the co-ordination group CMDv the ISCVBM informs Applicants / Holders of Marketing Authorisation that 

· The applications for a variation to the marketing authorization submitted until the 31st December 2009 shall be submitted, and they will be preceded, in accordance with the Commission Regulation (EC) No. 1084/2003
· In order to facilitate the transitional period, all Member States adopted a unified recommendation for the applicants that the applications for variations to the marketing authorisations according to the Commission Regulation (EC) No. 1084/2003 are to be submitted by 15th December 2009 at the latest.
· The date of receipt of an application by the relevant competent authority of a reference Member State is regarded as the date of submission of the application (it is the responsibility of the applicant to verify the date of receipt of the application in all Member States).
· Applications for a variation to the Marketing Authorization submitted after the 1st January 2010 must be submitted and they will be proceeded in accordance with the new Commission Regulation (EC) No. 1234/ 2008.
Important notice regarding the applications for a variation to the Marketing Authorisation under the National Procedure 

The new regulation applies to the mutual recognition and decentralised marketing authorization procedures. Where the national applications are concerned, existing rules provided for in the Act No. 378/2007 Coll. and Decree No. 228/2008 Coll. will apply to the applications for a variation to the marketing authorization and/or notifications of Type IA/IB variations. New harmonised rules encompassing national authorizations will be implemented with delay. Amendment to the legislation (Act on Pharmaceuticals) is anticipated in the 3rd Q 2011.

Dpt. of administrative support of the marketing authorisation procedures and approval procedure of the ISCVBM.

2nd December 2009 

