
CO-DECISION PROCEDURE – First reading

European Parliament legislative resolution on the proposal for a European Parliament and Council Regulation on Food Enzymes

1.
Rapporteur: Avril Doyle
2.
EP No: A6-0177/2007

3.
Date of adoption: 10 July 2007

4.
Subject: food enzymes 
5.
Inter-institutional reference: 2006/0144(COD)

6.
Legal basis: Article 95 of the EC Treaty

7.
Competent Parliamentary Committee: Committee on the Environment, Public Health and Food Safety (ENVI)
8.

Commission’s position: The Commission can accept certain amendments.
The Commission accepts 12 amendments: 2, 3, 8, 10, 22, 23, 25, 27, 28, 30, 31 and 35. Most of these amendments bring technical clarification to the proposal. 

The Commission accepts partially 2 amendments: 4 and 19.

Amendment 4, second part introduces clarification of what is meant by misleading the consumer. This part of amendment 4 is accepted.

The Commission accepts partially and subject to redrafting 3 amendments: 12, 14, and 21.

Amendment 12, first part: the Commission retains the exclusion of cultures that are ‘traditionally’ used in the production of foods such as cheese, wine etc, and which may incidentally produce enzymes. The deletion of the word “traditionally” would enlarge the scope of the exclusion and could result in cultures which are added to food for the technological function of the enzyme that they produce (e.g. preservation) not being regulated and this is not accepted.

Amendment 12, second part, clarifies that the proposal does not apply to enzymes intended for direct human consumption, such as enzymes for nutritional purposes or enzymes used as digestive aids. This is in line with the Commission proposal and therefore accepted.

Amendment 14 introduces the definition of “produced by GMOs”. Such definition relates to GM food in general and it is therefore not appropriate to address this issue in the proposed sector specific Regulation on food enzymes.

The definition of ‘quantum satis’ is laid down in the definitions of the proposal on food additives. Since all definitions of food additives apply also for food enzymes, its repetition in the proposal on food enzymes is not necessary.

Amendment 21 restructures and simplifies the labelling provisions for enzymes sold from business to business. The Commission endorses the main ideas of this amendment but re-drafting is necessary to take into account similar amendments of the Council and to ensure coherence with the other proposals of the Food Improvement Agents package.
The provision requiring information on the “side-effects of their use in excessive quantities” is not relevant, as enzymes will be evaluated for their safety by the European Food Safety Authority (EFSA) and any side effects would be taken into account when authorizing the enzyme, if necessary with appropriate conditions of use that should be respected by all operators.

On another point, amendment 21 requires that enzymes should be added to foods only in a dose which is strictly necessary in order to attain the purpose of which they are used. This is the quantum satis principle which is in line with the Commission proposal and therefore acceptable in principle but subject to redrafting and not under the labelling provisions.
The Commission accepts in principle and subject to redrafting, 9 amendments: 7, 11, 15, 17, 18, 24, 29, 34 and 36. These suggested amendments are generally in line with the objectives of the proposal however the proposed text needs to be amended for reasons of legal drafting, and for consistency with legislation which already exists or with the other proposals of the Food Improvement Agents Package.

Amendment 29 in particular, provides for enzymes which are currently on the market to be transferred directly on the Community list. EFSA is the risk assessment body in the Community. An automatic transfer of food enzymes into the Community list, without a previous evaluation by EFSA, is not appropriate. As part of usual practice, when EFSA evaluates substances it considers any relevant scientific assessments undertaken by other bodies. The Commission accepts wording to clarify that EFSA could consider existing opinions as part of their evaluation.

The Commission rejects 7 amendments: 6, 9, 13, 16, 32, 37 and 38.

Amendments 6 and 16 require the authorisation of food enzymes to be based on the precautionary principle. The precautionary principle and the conditions for its application are already laid down in the General Food Law (Regulation (EC) 178/2002) and it should not be repeated in the proposed Regulation on food enzymes.

Amendments 4 (first part) and 16 also require food enzymes to bring a clear benefit to the consumer in order to be authorised. Most enzymes are used as processing aids. Such uses can improve the environmental performance of production processes, through lower energy consumption, less raw materials, fewer waste and better biodegradability. This cannot always be translated into a direct benefit to the consumer, although there is an indirect benefit from the environmental advantage. These provisions are therefore not accepted.

Amendment 9 introduces a regular review of the evaluation and authorisation of all food enzymes every 10 years.
Such requirement would impose a significant administrative burden. For reasons of proportionality and since the proposal already provides that substances will be under continuous observation and be evaluated whenever necessary in the light of new scientific or technological information, this amendment is not accepted.

The Commission accepts in general the alignment of the proposal to the new regulatory procedure with scrutiny. However, amendment 13 introduces the regulatory procedure with scrutiny for deciding whether or not a given substance falls within the scope of the Regulation. The application of this provision is an implementation of the rules contained in the basic act ('food enzyme' definition) and therefore does not fall within the regulatory procedure with scrutiny. The normal regulatory procedure should apply in this case.

Amendment 32 would introduce labelling of all enzymes present in the final food, irrespective of the level of residues and whether they continue to function or not. The labelling should also indicate whether the enzymes are still active or not in the final product.

Amendment 37 requires information about all enzymes used in the production process to be made available to consumers, if not on the label at least through other information channels. Both amendments are not compatible with Directive 2000/13/EC which excludes from labelling processing aids, i.e. substances which are present in the final product only as technically unavoidable residues and do not have any technological effect on the finished product. Labelling of food enzymes used as processing aids would be therefore disproportionate. In addition labelling of enzymes on food as active or inactive, may give misleading information to the consumer as what is meant by active or inactive, e.g. it could be associated with a nutritional effect.

With regard to labelling of GMOs, Article 12 of Regulation (EC) 1829/2003 already provides for labelling of food, including food enzymes, produced from GMOs. Therefore the inclusion here is redundant.

Amendment 37 also requires labelling of the technological function of food enzymes sold directly to the final consumer. Directive 2000/13/EC already provides that on the label of a food, including a food enzyme, instructions for use should be included. This information will be more useful for the consumer than a technical description of the function of the enzyme which could lead to confusion and misunderstanding.

Therefore, amendments 32 and 37 are not accepted by the Commission.
Amendment 38 concerns the inclusion of the unique identifier of the GMO in the specifications of the enzymes, for those food enzymes which are produced with or by a GMO. This amendment is not compatible with the provisions of Regulation (EC) 1830/2003 and it is therefore not acceptable as such.

9.
Outlook for amendment of the proposal: The Commission will prepare a revised proposal taking into account the acceptable amendments. The amended proposal will be further brought in line with the amendments accepted in the other three proposals of the Package on Food Improvement Agents: proposals on Food Additives, Flavourings and the Common Authorisation Procedure.

10.
Outlook for the adoption of a common position: A General Approach was reached in Council (EPSCO) on the 31st May. The Commission amended proposal will be available so that the Council can take this and the amendments adopted by the European Parliament into account when it adopts a Common Position.
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