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UEAPME POSITION ON AMENDMENTS TO DIRECTIVE 91/414/EEC

According to the agreement reached at the meeting held in Brussels on January 30, 2004, we want to confirm the point of view of UEAPME as already expressed during the above-mentioned meeting by our representative and which concerns the amendments to Directive 91/414.

As clearly stated during the January meeting, the main amendment our Association is interested in concerns the provisions on data protection. Any other improvement to the same Directive, which UEAPME could in theory welcome from a theoretical point of view, will be of no relevance if the rules on data protection remain as they are now.

Once again we underline that we are always referring to data protection of EXISTING active ingredients and the consequent problem of access to such data for registration holders other than notifiers; some of our member had already raised their concern about this issue at the time when the Directive 91/414 was still a draft. 

It has always been clear since the beginning – at least in those Countries where the presence of SMEs are higher – that a regulation of this topic like the one actually present in article 13 would cause severe affections to EU SMEs, in particular to formulators of PPP.

The authorities, both European and national ones, have always underlined that the current provision on data protection is due to the need of notifying companies (almost or only big multinational companies) to recover the costs supported to include active ingredients in Annex I. 

We understand the Commission’s sensitivity regarding this problem at the time, which took to introduce in the text of Directive 91/414 a commercial issue, when the real target of the law was of a complete different nature.

The aim of Directive 91/414 is in fact to harmonise the different pre-existing rules in the Member States in order to authorise safer PPP for consumers, operators and the environment.

We believe that everybody agrees with this target. Everyone of us is first of all a citizen and a consumer.

We can in some way even share the point of view of the notifying companies: financial efforts – and not only – to build up a dossier in order to obtain the possible inclusion in Annex I of an active ingredient are highest, with the risk at the same time, of an eventual withdrawal of the same substance. 

Nevertheless, we never will understand why entreaties of similar validity as are those of SMEs, who will be disappearing in a short while if nothing changes, did not attract the same attention in the past. 

The SMEs, and above all formulators, have been asking for years to have access to protected data by paying the data holder a fair compensation, proportional to the quantity of used substance, in order to keep their registrations. We continue to underline that access to data is requested for existing active ingredient, already on the market and out of patent since 15, 20 or more years.

The compulsory access to all data under fair compensation does not imply any damage to the interests of big multinational companies; this simply does not allow them to restore a monopoly for substances out of patent. 

Leaving the situation as it presently stands means, on the contrary, granting a dominant position to the big companies to the detriment of SMEs.

SMEs already suffer the hard impact of the non-inclusion of many active substances which have not been considered as sufficiently profitable by multinational companies; if these are put out from the market also for the included substances because no access is granted, their only alternative is to disappear or, at best, to be distributor of big companies for less profitable products to conditions imposed by others.

We ask to know the reason why generic producers are considered as a positive actor for pharmaceuticals, while they have to be discouraged in the PPP field. Their role in the different field is exactly the same. 

Now, we have had the feeling, hopefully right, that the European Commission has realised that a market distortion comes out from the present ruling of data protection.

We think the main problem is not the way in which the data sharing will be ruled. Many proposals have been made in the last years and a summary has been submitted to the Commission by the French authorities in charge of this task during the Corfu meeting of July 2002, which can be sharable.

UEAPME is convinced, anyhow, that the simpler the rules, the better these can be applied by the different actors in this scenario. 

It should not be so difficult, once the basic criteria like cut-off date, market share, cost of studies, etc. have been established, to find a clear solution to determine a sort of automatic mechanism which foresees for EXISTING ACTIVE INGREDIENTS a compulsory access, under fair compensation, to all data which deserve protection (and not only to vertebrates ones, which cover only a part of the dossiers).

Last, but not least, it should not be forgotten that, while any amendment will be approved registration holders different from notifiers are loosing their authorisations in force of the actual provisions. In order to save the situation, where a decision will be taken in the sense suggested by UEAPME, we suggest having a moratorium period until the new rules come into force.

We look forward to receiving from the Commission the proposal for amendments to Directive 91/414. We are confident of the attention that will paid to the situation of SMEs, generic producers of active ingredients and above all formulators. If not, many European Companies will close their enterprises and the same consumers will pay a high price.

Brussels, 26 March 2004

NOTE

We take the opportunity to remind you that the above position has already been expressed by our Association to the Commission Services during previous meetings and in the following documents:

· “Amendments to the Directive 91/414/EEC concerning the placing of plant protection products on the market” (presentation for Corfu meeting);

· “Summary of the proposal for the amendment of council directive 91/414/EEC regarding the data protection provisions”.

· “Full proposal for a new text of article 13 of Directive 91/414/EEC

