
CO-DECISION PROCEDURE – First reading

European Parliament legislative resolution on the proposal for a regulation of the European Parliament and of the Council concerning the placing of plant protection products on the market

1.
Rapporteur: Hiltrud BREYER (Verts/ALE/DE)
2.
EP reference number: A6 0359/2007 / P6_TA-PROV(2007)0445
3.
Date of adoption of the resolution: 23 October 2007

4.
Subject: Proposal for a European Parliament and Council Regulation concerning the placing of plant protection products on the market

5.
Inter-institutional reference: 2006/0136(COD)
6.
Legal basis: Articles 37 and 152 (4)(b) EC Treaty

7.
Competent Parliamentary Committee: Committee of Environment, Public health and Food Safety (ENVI)

8.
Commission’s position: The Commission can accept certain amendments adopted by the European Parliament.

The Commission accepts 60 amendments directly or subject to rewording : 9, 11, 20, 22, 26, 29, 31, 32, 33, 36, 41, 43, 45, 49, 51, 56, 57, 64, 67, 75, 78, 79, 82,  84, 92, 93, 96,107, 114, 119, 124, 130, 131, 140, 145, 153, 155, 156, 157, 159, 160, 167, 170, 181, 184, 190, 195, 196, 197, 201, 203, 206, 212, 213, 215, 217, 220, 274, 286, 301.
Most of these amendments clarify the proposal or add provisions which are in line with its objectives.

These suggested amendments need to be checked for correct legal drafting and for consistency with existing legislation and with the proposal for a Directive on the Sustainable use of pesticides in the framework of the Thematic Strategy for sustainable use of pesticides.

The Commission accepts in principle or partially 60 amendments : 5, 6, 7, 10, 14, 18, 19, 21, 24, 25, 34, 39, 46, 50, 53, 54, 59, 62, 66, 76, 77, 80, 87, 89, 94, 95, 98, 99, 100, 108, 109, 115, 116, 121, 122, 133, 134, 136,  149, 163, 169, 175, 176, 177, 180, 183, 188, 189, 199, 209, 218, 225, 244, 248, 251, 252, 296, 297, 300, 305.
These suggested amendments were mostly in line with the objectives of the Regulation.

The Commission rejects 128 amendments:

1, 2, 3, 8, 12, 13, 15, 16, 17, 23, 28, 30, 35, 37, 38, 40, 42, 44, 47, 48, 52, 55, 58, 68, 69, 70, 71, 73, 74, 81, 83, 85, 86, 88, 90, 91, 97, 101, 103, 104, 105, 106, 110, 111, 113, 117, 118, 120, 126, 127, 128, 129, 132, 135, 137, 138, 139, 141, 142, 143, 144, 146, 147, 148, 150, 151, 152, 154, 158, 161, 162, 164, 165, 166, 168, 171,173, 179, 185, 186, 187, 191, 192, 194, 198, 202, 204, 205, 207, 208, 210, 211, 214, 216, 219, 221, 222, 223, 224, 226, 227, 228, 229, 230, 232, 235, 236, 237, 238, 239, 240, 241, 242, 245, 246, 249, 250, 253, 255, 267, 276, 281, 287, 293, 295, 299, 303, 304.

Legal basis

Amendment 1 proposed Articles 152(4) b and 175 (1) of the EC Treaty as the legal basis for the Regulation. In Commission proposal, the first is a “classic” basis (equivalent to Article 43 EEC which was the basis for Directive 91/414). The second covers plant or animal health but “has as its direct object” protecting human health. This legal basis implies the co-decision procedure.

As the two procedures are incompatible, the Commission has proposed the co-decision procedure. This approach has been followed in the past – e.g. Regulation 396/2005 on pesticide residues and Regulation 183/2005 on feed hygiene. Other texts have also combined Articles 37 and 152(4)(b).

The fact that an agricultural measure may also take account of environmental or health issues does not bring it within the scope of the environmental or health rules of the Treaty. The same applies to public health: all EC legislation must take account of public health, so a text remains agricultural even if it has an effect on health.

Therefore, there is no need to change the current legal basis to reflect any aspects of the text which might assist the free movement of goods or the protection of the environment.
Scope (Article 2)

Amendment 35 aims to introduce a future limitation to the scope excluding micro-organisms, viruses, pheromones and biological products once a specific regulation related to these products will be adopted. The Commission retains that there is no need for a specific regulation as specific data requirements are already in place and for some of these substances the provisions concerning low risk substances could potentially apply. Therefore, the amendment has not been endorsed by the Commission.
Approval criteria and range of uses (Article 4)

Extensions of criteria for the approval of active substances are proposed in amendments to Annex II (235-236-237-238-239-240-241-242-245-246-248-249-293-300-304): they have been partly or totally rejected. The Commission has kept the original proposal in line with related European legislation and accepted to amend the text to introduce as a clarification that neurotoxic and immunotoxic substances should be approved as candidates for substitution.

The precision introduced by amendment 300 on negligible exposure is acceptable because it keeps the risk based approach foreseen in the original Commission proposal and further clarifies it.

Amendment 232 establishes the provision for evaluation of an "extensive" number of representative uses. As it is impossible to know the complete range of potential uses in the evaluation phase, on the basis of the subsidiarity principle and for efficiency reasons, the Commission has kept the original proposal that a limited number of uses must be evaluated at EU level and other uses are left to Member States which have to apply uniform criteria when granting authorisations.

Approval procedure, renewal and review (Article 7 to 21)

Amendments from 69 to 89 refer to procedural aspects which only partly have been taken up, the amendment 69 regarding the role of EFSA as coordinator of the approval procedure has been rejected as one of the basic principles of Food law is the separation of risk assessment and risk management. The variations proposed as extension or reduction of durations foreseen for various consultations and decisional phases (81-83-85-86-141-154) were rejected. Amendment 90 on repeated renewal has been rejected on the basis of the need for reduction of administrative burden and costs. In any case, the Commission can always review the approval of an active substance if unfavourable information becomes available. This is also done in other sectors (e.g. medicines).
Low risk and basic substances (Article 22 and 23)

Amendment 103 has been rejected as the Commission does not see the need to apply different criteria to biological control agents. Also amendments 101, 104, 105 were rejected as the Commission considers that basic substances should be approved for an unlimited period and on the basis of evaluations performed in other areas. Amendment 168 aims to introduce a new article 46 (a) for the placing on the market and using "reduced risk plant protection products" and amendment 287 foresees different periods of data protection for the new categories of low risk products. The Commission has not included these proposals in the amended text as it already provides for specific rules for low risk substances.

Safeners, synergists and co-formulants (Article 25 to27)

Amendments 118 and 229 deleting temporary derogation for safeners and synergists have been rejected. Amendments 109, 110, 113,129 and 250 on the approval of co-formulants are rejected as the Commission considers that it would create an overlapping obligation with respect to existing legislation on chemical (REACH).

Zonal authorisation system

The European Parliament rejects the zonal authorisation system for plant protection products, linked to compulsory mutual recognition of authorisation within a zone (amendments 52, 126, 128, 137, 138, 147, 150, 151, 152, 161, 166, 230). The amendments have not been accepted as they would have considerably undermined the Commission Proposal and would have removed one of its key elements. Currently, as the proposal stands, Member States can only impose stricter national measures for worker protection, as EU legislation in this field achieves minimum harmonisation only. Introduction of flexibility for other aspects, such as specific agricultural or environmental conditions, would negate the objectives of the zonal system.

Amendment 281 would introduce a system of provisional authorisation which the Commission has rejected being in contrast with the zonal authorisation system and the principles of the Commission proposal.

Systematic information
Amendment 216 on accessibility of the records of farmers to the public/residents and retailers and on the introduction of a "pesticide passport" has not been included. The Commission has kept the original text of the proposal which provides that information should be made available to neighbours upon request. Furthermore, a pesticide passport for every lot of fruit and vegetables would be unrealistic because batches of crops are mixed in trade. Moreover, it could have the effect that controls would be done only on declared pesticides.

Comparative assessment and substitution principle
Amendments 106, 171, 173 and 251 and amendment 253 to Annex IV propose to extend comparative assessment to all plant protection products and to reduce the approval period for substances which are candidates for substitution. The Commission has not endorsed these proposals because they are not risk based. Also the additional administrative workload is not justified and would have only a minor effect on protection of human/animal health or the environment.

Minor uses (Article 49)

Amendment 276 proposes to create an European Promotion Fund for minor uses. This has been rejected as it does not fall in the aim of this proposal.
Data protection and data sharing
Amendments 194 and 198 undermine the data protection system proposed, in particular by introducing data protection for studies submitted for renewal or review of authorisations. It would weaken competition of SMEs and reduce availability of plant protection products to farmers. This issue has been carefully analysed in the impact assessment, which compared three options for the data protection at renewal: no data protection, forced data sharing with financial compensation or status-quo (which means 5 year data protection). The economical impact of no data protection or forced data sharing at renewal would be similar, but the administrative burden would be very high for the latter. The status quo reduces competition.

Amendments 205 and 208 have been rejected as the Commission is of the opinion that all studies on vertebrate animals should be protected in the same way as other studies but there is a related obligation to share results and to not repeat studies.

Confidentiality and public access to information
Amendment 210 provides for the confidentiality of the names of institutes and persons involved in vertebrate studies. It is correct that such institutes and persons can be targeted by animal welfare associations, but under Article 60 of the proposal, any person can request that disclosure of information which may undermine the protection of his/her privacy and integrity shall be refused, in line with the general legislation on access to documents and protection of personal data.

Integrated Pest Management and Good environmental practice
Part of amendment 305 provides to make the principles of integrated pest management (IPM) obligatory from 2012 onwards.

Amendment 185 deletes the obligation for compulsory compliance with the principles of good environmental practice.

The Commission rejected both amendments and kept the original proposal in consistency with the Directive on the sustainable use of pesticides.

Comitology and link between the proposed Regulation and Regulation 396/2005

Since the proposal was adopted before Decision 2006/512/EC amending Decision 1999/468/EC laying down the procedures for the exercise of implementing powers conferred on the Commission was adopted, the Commission proposal referred to the normal regulatory procedure. Therefore the need for an alignment of the amended proposal with Decision 2006/512/EC is generally endorsed by the Commission.

However, amendments 88, 94, 99, 100, 142, 143, 158, 185, 219, 224 226, 227 introduce the regulatory procedure with scrutiny in cases where the Commission sees the need for curtailment of time limits for certain cases (e.g. efficiency to respect time limits of renewal of approvals, urgency to be applied in case of threat to human or animal health).

The part of amendment 77 which proposes Co-Decision for setting data requirements for safeners and synergists is not acceptable. The Commission could accept scrutiny.

Amendments 108, 120, 204, 221, 225 and 267 are not acceptable as the legislative procedure would be too demanding for such technical provisions which need to be continuously updated.

9.
Outlook for amendment of the proposal: The Commission will prepare a revised proposal taking into account the amendments which it accepted.

10.
Outlook for the adoption of a common position: The Commission's amended proposal will be made available to Council, so that it can be taken into account for the elaboration of the Common Position. It is expected that Council adopts a common position in the first half of 2008.
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