
CO-DECISION procedure - First reading
European Parliament legislative resolution on the proposal for a regulation of the European Parliament and of the Council laying down Community procedures for the establishment of residue limits of pharmacologically active substances in foodstuffs of animal origin and repealing Regulation (EEC) N°2377/90
1.
Rapporteur: Avril DOYLE (EPP-ED/IRL)
2.
EP reference number: A6-0190/2008 / P6_TA-PROV(2008)0285

3.
Date of adoption of the resolution: 17 June 2008

4.
Subject: Establishment of residue limits of pharmacologically active substances in foodstuffs of animal origin
5.
Inter-institutional reference number: 2007/0064(COD)

6.
Legal basis: Article 251(2) and Articles 37 and 152(4)(b) 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 or accept in principle a large number of the amendments adopted by Parliament.

The most sensitive amendments adopted by Parliament are the following:

Availability of veterinary medicinal products - Amendments 17, 18, 20, 31 and 34: These amendments aim at enhancing the availability of veterinary medicinal products. While the idea of enhancing availability is a key objective of the proposal and is supported by the Commission, not all amendments are acceptable as they are proposed by the Parliament. Amendments 17 and 18 intend to introduce nominal withdrawal periods for horses. The setting of withdrawal periods is relevant in the framework of applications for veterinary medicinal products according to the provisions of Directive 2001/82/EC. Consequently, the substance of the two above-mentioned amendments is to be addressed through a minor change to the relevant provisions of Directive 2001/82/EC.

Amendments 31 and 34 which aim at establishing an accelerated procedure for the setting of MRLs are acceptable.

MRL-requests by the Commission and Member States - Amendment 21: Amendment 21 relates to Article 9 of the Commission proposal in which it is foreseen that the Commission and Member States may forward requests to the Agency for an opinion on an MRL for substances not intended to be used in veterinary medicinal products. The proposed amendment is of importance as it clarifies the proposed provision as regards the conditions under which requests may be forwarded. Additionally, it is clarified that – under specifically mentioned circumstances (i.e. minor uses minor species) – also third parties may forward requests directly to the Agency. However, it is not supported to establish a general rule according to which interested parties pursuing a legitimate interest should be allowed to do this. Experience shows that this option could be used to circumvent the ban on certain substances. Amendment 21 can be accepted with certain redrafting.

Reference Points for Action - Amendments 27, 30, 36, 39, 41 and 42: These amendments relate to the so-called Reference Points for Action (RPA). These are harmonised analytical tools for food control purposes set at the lowest level practicable to detect residues of banned and not-authorised pharmacologically active substances in foodstuff of animal origin. While RPA are intended to ensure harmonized controls throughout the Community, they should not lead to a lowering of standards as regards the protection of public health with a view to banned or non-authorised substances. Where residues of these substances are detected in foodstuffs of animal origin, follow-up measures are undertaken following Directive 96/23/EC on measures to monitor certain substances and residues hereof in live animals and animal products. The amendments proposed aim at prohibiting the entry into the food chain of foodstuff where residues of pharmacologically active substances are found at whatever level and cannot be accepted as such as a distinction should be drawn between residues above or below the RPA, while clarifying the wording of the proposal to refer to the measures to be taken if illegal administration of a substance is detected, whether above or below the RPA. However, the wording of amendment 36 (and linked herewith 42), 30 and 27 needs clarification in order to ensure that the proposed system of RPA will be workable for Member States Food Control Services. Amendments 39, 41 and 42 aim at introducing follow-up measures into the scope of the proposed regulation. Amendment 39 is not acceptable as an acceptance would run counter to the notion of RPA. Amendments 41 and 42 can be accepted with a different wording.
Codex Alimentarius - Amendment 28: Amendment 28 refers to Article 13 of the Commission Proposal. This provision foresees the inclusion of MRLs set in the framework of Codex Alimentarius Commission of FAO/WHO without a further scientific assessment by the EMEA. The amendment proposed is acceptable. It clarifies conditions under which a further scientific assessment by the EMEA is not required.

Parliamentary Scrutiny and change of Standing Committee - Amendments 25, 33 and 43: Amendments 25, 33 and 43 change the Commission Proposal insofar as the regulatory procedure with scrutiny shall replace the foreseen regulatory procedure for the adoption of methodological principles of the risk assessment and risk management recommendations for the setting of MRLs (amendment 25), the establishment of an MRL (amendment 33) and the adoption of a regulation intended to take over the existing Annexes of Regulation (EEC) No 2377/90. Furthermore, amendment 25 foresees that the Standing Committee on the Food Chain and Animal Health replaces the Standing Committee on Veterinary Medicinal Products as the relevant Committee in the framework of the adoption of methodological principles of the risk assessment and risk management recommendations.

In case of amendment 25 the change of the procedure but not the change of the relevant Committee can be accepted. The EMEA, the scientific evaluation body for veterinary medicinal products, shall be tasked to deal with applications and requests referred to in Articles 3 and 9. Consequently, both the formal requirements and methodological principles for risk assessment should be laid down by experts on veterinary medicinal products. Amendments 33 and 43 are not acceptable as the requirements agreed between the institutions for the regulatory procedure with scrutiny are not met.

Amendments accepted in full: 3, 4, 6, 9, 10, 14, 15 (1st part – “and animal feed..”), 16, 19, 23, 25 (to change of procedure), 26, 28, 29, 30 (2nd part – “risk”), 32, 34, 42 (1st paragraph, 3rd paragraph), 44.
Amendments accepted in principle: 2, 5, 8, 11, 17, 18, 20, 21, 30 (1st part), 31, 35, 36 (1st part – 1st subparagraph), 38, 40, 41, 42 (2nd paragraph), 45.
Amendments rejected: 1, 15 (2nd part, 3rd part), 24, 25 (to change of committee), 27, 33, 36 (2nd part – 2nd subparagraph), 37, 39, 43.
9.
Outlook for amendment of the proposal: With a view to supporting rapid progress in the Council framework, the Commission intends to draw the Council's attention to the Commission's position on Parliament's first reading amendments orally.
10.
Outlook for the adoption of the common position: At this stage, it is hoped that the adoption of a common position will be during the French Presidency in 2008.
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