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Bulgarian government adopts new regulations despite industry protests

..
The Bulgarian government has given the pharmaceutical industry an early _ albeit unwanted _ Christmas present that will witness an increase in fees paid to healthcare authorities and may have drastic implications for the generic drugs sector. Along with the new regulation governing the establishment of prices for medicines, which significantly cuts wholesale and retail margins on medicines (see EURALex, Issue 189, p13), the Bulgarian government has recently adopted regulations concerning new fees for pharmaceutical services and rules governing the inclusion of medicines in the Bulgarian reimbursement list. 
The regulation on fees introduces a number of new charges _ e.g. for the issuance of a parallel trade licence _ and increases already existing fees, for example those related to dossier assessment by the country’s medicines agency. In accordance with the new tariff, the evaluation of a pharmaceutical dossier within the framework of the national procedure will cost BGN15,000 (E7,669). The price charged for the evaluation of the dossier within the mutual recognition procedure (MRP) with Bulgaria participating as a Reference Member State will amount to BGN16,000, followed by BGN8,000 if the country acts as a Concerned Member State. In the decentralised procedure, fees will amount to BGN20,000 and BGN10,000 respectively. 
The health ministry maintains that the new charges are in line with those in other Member States, including Romania, the Czech Republic or Hungary, and are 2-6 times lower that corresponding fees in Germany, the Netherlands or the United Kingdom. The new charges are, however, significantly higher when compared with those currently collected by the Bulgarian medicines agency, which are around BGN3,000 for the mutual recognition and decentralised procedures. Commenting on the new fees, Petko Vasilev, the Secretary of the Association of Bulgarian Pharmaceuticals Manufacturers (ABPhM), told EURALex: "We have raised our objections [with regard to the fees] and in several cases our opinion has been taken into consideration by the ministry of health. The increases are considerable, but that is the case in all new EU Member States.” 
And, as the association points out, a much more serious problem lies in the regulation on the uptake of medicines into the reimbursement list. The main cause for concern is a requirement stipulating that in order for a generic drug to be included in the list, its price cannot exceed 50% of the price of its reference product, said Mr Vasilev. The ABPhM, which represents the interests of Bulgarian generic manufacturers, fears that such "price linkage” may have a hugely negative impact on the pharmaceutical market in Bulgaria, as it will impede competition and limit the availability of generic medicines.
Controversy has arisen with regard to the composition of an independent commission that will decide on which medicines are to be included in the list. The commission comprises 12 members, including the representatives of the health ministry, labour and social policy ministry, the medicines agency, the national health insurance funds, as well as doctors’ and dentists’ unions. However, representatives of the pharmaceutical industry have not been invited to participate in the work of the commission. This has been met with protests from various industry associations, who fear that their interests will not be sufficiently represented in the commission. 
