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Lysine sulphate products present on the European market: specific case and principle implications.

FEFANA was informed about the issue raised by the possible presence of Lysine sulphate on the EU market that is not, or not clearly, produced according to the manufacturing process included in the authorisation of this additive.

FEFANA would like to contribute to the dossier with the following elements:

· Initial authorisation. Lysine sulphate was initially authorised under Directive 82/471/EC. The authorised product is “L-Lysine sulphate produced by fermentation with Corynebacterium glutamicum”. Furthermore, the authorisation includes restrictions on the type of substrate that can be utilised for the fermentation process. 

· Current authorisation. The authorisation of all amino acid authorised under Directive 82/471/EEC was transferred under the scope of Regulation 1831/2003/EC. Amino acid previously authorised were submitted to the Article 10 procedure of Regulation 1831/2003. Following notification procedure, these amino acids can continue to be placed on the market under the conditions specified under Directive 82/471/EEC. L-Lysine sulphate was duly notified and is included in the EU Register of feed additives since its first publication. This authorisation refers to the details of the initial authorisation under 82/471/EEC.
· Authorisation criteria. The EU feed additive regime, as ruled by Regulation 1831/2003/EC provides that only the authorised additives can be placed on the market. The definition, specification, purity criteria, production process, conditions of use, etc. are intrinsic part of this authorisation; no additive can be placed on the market if it does not fulfil one of the criteria included in the authorisation.
· Lysine sulphate authorisation already contains details. In the case of Lysine sulphate, the authorisation includes a clear restriction on the fact that it must be produced by fermentation, and that this fermentation must be carried out with a specific bacteria species:  Corynebacterium glutamicum. The authorisation is not linked to any specific bacterial strain, as sometime wrongly reported, but to the bacteria species. Practically this means that Lysine sulphate produced by another process, or even another bacteria species than C. glutamicum, cannot be placed on the EU market without a specific authorisation.
· Each operator responsibilities. It is the legal responsibility of each operator (producer, operator placing an additive on the market, operator using an additive) to make sure that the additive, they place on the market or use fulfils entirely the criteria of the authorisation.

· Role of control authorities. FEFANA sees a close link between the Feed additives Regulation 1831/2003, which basically list the additives that can be placed on the market, and Regulation 183/2005/EC (Feed Hygiene Regulation), which rules the operators’ licence to operate (i.e. their legitimacy to put a given authorised additive on the market). Under the Feed Hygiene Regulation the control authorities should make sure, especially for additives that are granted a non-holder specific authorisation, that what each operator places on the market fits to the specific conditions set in the regulation authorising it. 
· Need for enforcement. When the authorisation already includes a high degree of specificity, FEFANA considers that it must be enforced by the control authorities in this context. The EU Food Law (178/2002/EC) and the Feed Hygiene Regulation sets the same rules for all products on the EU market, whether they are produced in Europe or imported from third countries.
· Generic, not general. Non-holder specific authorisations under 1831/2003 is sometimes, wrongly, understood as “generic authorisation”. It must actually be made clear that such an authorisation, though not restricted to any operator, is actually very restrictive regarding the additive itself; it does not means that all “similar” products are authorised, but that all operators are entitled to place the additive on the market under the exact and specific conditions set in the regulation authorising it.
· Full Registration of existing products. The re-authorisation process of all additives foreseen under Article 10 of Regulation 1831/2003 has started with a notification exercise that closed in November 2004. At present stage, the specifics of the authorisation are still relatively imprecise for many additives (though quite precise already for the Lysine sulphate). This shall clearly change with the full registration process of all authorised additives, to be completed by November 2010. At this time, one can expect that all authorisations will clearly specify purity criteria, specification, process parameters, etc.

· Wake-up. In this respect, the Lysine sulphate case should be seen as a wake-up signal, which can be followed by many more, if operators do not react properly

· Operators need to foresee the future. It is obviously important in this context that each operator takes its responsibilities and makes steps in order to make sure that the authorisation under 1831/2003 covers the various additives that it places on the market. This requires each operator to file a dossier for authorisation at EU level, or preferably for different operators to organise themselves and file common dossiers. FEFANA shall obviously support its members through this most important exercise.
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