Brussels 18 December 2006

 

 

Mr. Sergei Stanishev 
Prime Minister of Republic of Bulgaria

1, Dondukov Blvd, Sofia, Bulgaria
 

Mr. Olli Rehn 
Commissioner, DG Enlargement
Address: Rue de la Loi 200
1040 Brussels, 
 

Mrs. Meglena Kuneva 
Minister of European Affairs

2 Al. Zhendov Str
Sofia, Bulgaria
 

Mr. Kostadin Manev 
President of Patent office of the Republic of Bulgaria
52b, Dr G.M.Dimitrov BLVD 
1040 Sofia, Bulgaria
 

Mr Erik Nooteboom
Head of DG Market Unit 2
B-1049 Bruxelles


Re: Incorrect Application of Patent Extensions by Supplementary Protection Certificates
Dear Mr. Stanishev, Mr. Rehn, Mrs. Kuneva, Mr. Manev and Mr. Nooteboom

I am writing to you on behalf of the European generic pharmaceutical industry, which is currently manufacturing and supplying almost 50% of medicines in Europe. We are particularly concerned by recent developments concerning Bulgaria. This is an important market for generic medicines companies both European and local which are investing substantially in the market in preparation for EU Accession.

 

We have been made aware by our full member - the Association of Bulgarian Pharmaceutical Manufacturers that there has been recently made an unofficial consultation by a policy officer from DG MARKT D.2. to the Bulgarian Patent Office to apply national and EU patent legislation in terms of patent extensions by Supplementary Protection Certificates whilst taking into consideration only the interests of the originator pharmaceutical industry.

 

The Bulgarian Patent Office is in a position to secure the proper implementation of Regulation 1768/92 of the Council of Europe and the EU Accession Agreement of Bulgaria objectively and without letting any interference of corporate interests; Moreover, the Accession Agreement of Bulgaria which is a consequence of the country’s negotiations with the European Commission includes, in the most clear and explicit manner the procedure and the timing of the implementation of the Supplementary Protection Certificates in the national legislation. 

 

According to the Regulation 1768/92 of the Council of Europe and the EU Accession Agreement of Bulgaria and Romania, Supplementary Protection Certificates should be given only to medicinal products having their Marketing Authorisations granted after year 2000. This is also the case with all the ten CEE countries who became EU members in 2004.

 

As the representative association of the European generic medicines industry we are concerned that as a result of the unofficial opinion coming from within DG Market Unit 2, which should not be viewed as binding at all, the Bulgarian Patent Office may fall in a misguided position and include in the daft Ordinance on SPCs a compensation for curtailed rights based on the only argument that “a significant number of affected companies based their applications for extended patents on EU patents and hence would not be covered by the text of the current text of the draft ordinance.”, as implied in correspondence from Mr Gaster in DG Market Unit 2.
We must clearly state that such unofficial consultation, as the above could provide misleading argumentation and should not be accepted at any administrative or political level. 
 

We also believe that, as in some recent cases in EU, the abusing of the national patent systems to block competition from generic medicines should be strictly monitored. Such practice does not only infringe rights of competitor companies but,  more important, it curtails the rights of the patients and healthcare systems which bear the weight of the improperly extended patent monopoly of any pharmaceutical products.

 

Therefore we think that the Bulgarian Patent Office should consider the views of all interested parties in order to be able to draw the most appropriate text of the Ordinance on SPCs.

 

 

 

Yours sincerely,

 

Greg Perry

Director General

EGA
