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Commission communication
on the action taken on opinions and resolutions adopted by Parliament at the March I and II 2009 part-sessions
CO-DECISION PROCEDURE - First Reading
European Parliament legislative resolution on the proposal for a regulation of the European Parliament and of the Council on Novel Foods and amending Regulation (EC) No XXX/XXXX (common procedure)
1.
Rapporteur: Kartika Tamara LIOTARD (GUE/NGL/NL)
2.
EP reference number: A6-0512/2008 / P6-TA_PROV(2009)0171
3.
Date of adoption of the resolution: 25 march 2009
4.
Subject: Novel foods (common procedure)
5.
Inter-institutional reference number: 2008/0002(COD)
6.
Legal basis: Article 95
7.
Competent Parliamentary Committee: Committee on the Environment, Public health and Food Safety (ENVI)
8.

Commission’s position:
The Commission accepts 19 amendments directly or in principle: 3, 7, 8, 12, 15, 20, 35, 41, 42, 44, 45, 53, 63, 64, 65, 76, 87, 88, 89.

Most of these amendments clarify the proposal or add provisions which are in line with its objectives.
The Commission accepts 14 amendments partially or subject to rewriting: 1, 6, 10, 25, 30, 31, 40, 66, 67, 69, 77, 82, 85, 93.

These suggested amendments need to be checked for correct legal drafting and for consistency with existing legislation.
The Commission rejects 57 amendments:
2, 4, 5, 9, 10, 11, 13, 14, 16, 17, 18, 19, 21, 22, 23, 24, 26, 27, 28, 29, 31, 32, 33, 37, 38, 43, 46, 47, 48, 49, 50, 51, 52, 54, 55, 56, 57, 59, 60, 61, 62, 68, 70, 71, 72, 73, 74, 75, 78, 79, 80, 81, 83, 86, 90, 91, 92.

Clarification of Commission position on amendments approved by the European Parliament in Plenary:
Scope (amendments 9, 16, 17, 31, 91)
The Commission proposal aims at avoiding a double risk assessment and authorization procedure at EU level for food ingredients. Therefore when a specific EU legislation, which already entails an EFSA assessment, applies for some categories of food ingredients, these food ingredients are excluded from the scope of the novel food legislation.
As it is the case with the use of nanotechnologies, that principle also applies when a food additive, flavouring or enzyme is produced with a new process giving rise to significant change or from a new source previously not assessed. The substance need to be re-assessed and authorized under the relevant specific legislation.
Therefore, amendments 9, 16, 17 are rejected while amendment 31 is accepted subject to rewriting.
Cloning (amendments 5, 10, 12, 14, 51, 91, 92, 93)
The Commission proposal keeps the "status quo" and ensures that all foods derived from cloned animals require a pre-marketing authorization before being put on the EU market.
Therefore, the Commission does not agree with amendments 5, 14, 31, 33, 51, 91, 92 which exclude foods from cloned animals and their offspring (first generation) from the scope of the novel food Regulation and request the Commission to present a proposal to ban the placing on the market of food products derived from such animals.
The legal implications of the exclusion of food from cloned animals and from their offspring from the scope of this proposal would be that if a Commission legislative proposal on cloning were not adopted and applicable before the entry into application of this regulation, the marketing of food from cloned animals would be completely unregulated in the EU.
Amendment 10 raises the issue of the compatibility of animal cloning with Council Directive 98/58/EC on the protection of animals kept for farming purposes. It is accepted subject to redrafting.
Amendment 12, referring to the European Group of Ethics and the EFSA opinions on cloning, is accepted.
Amendment 93 introduces a requirement for the Commission to report to the Council and the EP, no later than one year after the entry into force of the Regulation, on all aspects of food produced from animals obtained by using a cloning technique and from their offspring, followed where appropriate by any legislative proposal. It is accepted subject to redrafting.
Nanotechnologies (amendments 6, 11, 13, 50, 90, 91, 92)
The Commission agrees with the inclusion of the definition of "engineered nanomaterials" (amendment 92) which could be modified afterwards through comitology with scrutiny. It also agrees with the inclusion of a provision which clarifies that all the "engineered nanomaterials" used in foods and food ingredients need a pre-marketing authorization.
The Commission does not agree with the assumption that the general methodology used for the risk assessment of foodstuffs would not apply for the risk assessment of nanomaterials in food (amendments 6, 11, 13, 50). However, as underlined in the EFSA opinion on nanotechnologies, additional tests and control measures need still to be developed.
The Commission does not also agree with a systematic labelling (amendment 90) of all foods produced with the aid of nanotechnology. As defined in the common authorization procedure, labelling must be decided on a case by case basis, following the scientific assessment and after consideration of other relevant factors.
Precautionary principle, protection of animal welfare and environment, ethical aspects (amendments 1, 3, 19, 20, 23, 28, 29, 30, 43, 46, 47, 48, 52, 74, 76)
The Commission agrees with amendments 1, 3, 20, 30 and 76 which make a clear reference to the protection of animal welfare and the environment in the objectives of the legislation while amendments 19, 23, 28, 29, 43, 46, 47, 48, 52, 74 are rejected.
Animal testing (amendments 21, 79)
It is not possible to ban animal testing for novel foods as innovative products often require toxicological studies. However, the repetition of these tests on vertebrates should be avoided as already laid down in the EU legislation on cosmetics. Amendments 21 and 79 which ban animal testing are rejected.
Traditional foods from third countries (amendments 28, 35, 63, 64, 65, 66, 67, 68)
The Commission agrees with amendment 35 which fix at 30 years (instead of one generation) the period of history of safe food use and with amendment 63 which takes into account the consumption in any third country (instead of only the country which submits an application). It also agrees with amendments 64, 65 and 67 subject to redrafting while amendments 28, 66 and 68 are rejected.
Implementing rules and report (amendments 8, 15, 68 and 69)
Amendments 8, 15 and 69 which introduce a commitment for the Commission to adopt implementing rules for the application of the various definitions of novel foods and for facilitating applications by small and medium businesses are accepted while amendment 68 is rejected.
Data protection (amendments 25, 27, 54, 77, 78, 80)
The Commission agrees with amendment 25 laying down that an applicant who receives data protection for an innovative product would have an exclusive right to put it on the market for a 5 year period. It also agrees with amendment 77 which provides for further eligibility criteria for the granting of data protection.
Other amendments (27, 54, 78 and 80) which refer to official controls or introduce a systematic synchronization between the data protection periods provided under the novel food and the claims legislations are rejected.
9.
Outlook for amendment of the proposal: The Commission does not intend to prepare a revised proposal.
10.
Outlook for the adoption of a common position: The Council is likely to adopt its common position in the second half of 2009.
