Clarification of rules for payment of fees for variations to the marketing authorisation of products authorised through the mutual recognition and through the decentralised procedure with regard to the new possibility for grouping marketing authorisation variations in accordance with Commission Regulation (EC) 1234/2008

Institute for State Control of Veterinary Biologicals and Medicines notifies hereby the marketing authorisation  applicants/holders about the way of payment of administrative fees and a reimbursement of costs for the scientific assessment of applications for variation to the  marketing authorisation (type IA/IB variations notification procedures) in case of grouping of variations. Above rules will also be reflected in forthcoming updated version of the guideline ÚSKVBL/UST – 4/2008 Rev.1-Administration fees and reimbursement of costs of expert activities carried out in the competency of ISCVBM.

Commission Regulation No. 1243/2008 has introduced some new principles with the aim to reduce administrative burden of procedures, and to make processing of applications faster and their scientific assessment more effective.

Having regards to the principles laid down in the Act on Pharmaceuticals (Act No. 378/2007 Coll.)., the application of Commission Regulation (EC) No. 1234/2008 as of 1.1.2010 for MRP/DCP procedures resulted in taking into account the volume of the scientific assessment activities rendered and the related adjustment of reimbursement of fees for Type IA variations to the marketing authorisations. In practice it is a new measure - fee reduction in the case of grouping of Type IA variations.

Fee reduction is not applicable in those cases entailing the same workload and/or extent of activities to be rendered by the ISCVBM and only introducing the simplification for an applicant (e.g. possibility for grouping of certain Type IB or Type II applications into a single application). 

1. Procedure for payment of reimbursement of costs for the scientific assessment with respect to variations to the marketing authorisation of products authorised by the mutual recognition and decentralised procedure. 
a) Fee reduction 
With respect to the above-mentioned facts, the applicants / MAHs can apply for fee reduction in the following case concerning Type IA variations: 

Type IA (IAIN) variations, in case of applications (grouping, annual report) comprising single variation for several marketing authorisation numbers or applications comprising a group of identical variations for several marketing authorisation numbers. Fee reduction claim, in such case, shall be laid in the cover letter submitted with the variation application and the fee shall be paid as follows: 

· Single variation for several marketing authorisation numbers – full fee shall be paid for the first marketing authorisation number, while for all the other marketing authorisation numbers included in the application, the applicant may claim 50% fee reduction
· Group of identical variations for several marketing authorisation numbers – full fee shall be paid for the first variation from the group of identical variations IA (IAIN), while for all the other variations from the group of  identical variations, the applicant may claim 50% fee reduction
b) Full fee shall be paid

Where the other cases are concerned, full fee shall be paid in accordance with Decree No. 472/2008 Coll., on fees payable for scientific activities rendered by the Institute for State Control of Veterinary Biologicals and Medicines and the related USKVBL guideline - ÚSKVBL/UST – 4/2008/REV.1, for the respective types of variations (no. of payments derives from the number of the marketing authorisation numbers included in the application and the number of variations submitted).
In case of applications comprising single variation (either Type IB or Type II) for several marketing authorisation numbers, the fee multiplied by the number of the marketing authorisation numbers shall be paid. 
In case of an application which includes a group of variations comprising several types of variations (Type IA, IB, II) for one or several marketing authorisation numbers (so called “grouping of variations or “worksharing procedure”) the fee multiplied by the number of marketing authorisation numbers included in the application and by the number of submitted variations shall be paid. 

2. Procedure for payment of administrative fees for variations to the marketing authorisation of products authorised by Mutual recognition and Decentralised procedure. 

- Payment of the administrative fee is always related to the number of applications submitted, i.e. number of administrative fees paid shall be equal to the number of applications submitted.  
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