Follow-up to the European Parliament resolution on the proposal for a Council Decision concerning the placing on the market for cultivation, in accordance with Directive 2001/18/EC of the European Parliament and of the Council, of a maize product (Zea mays L., line 1507) genetically modified for resistance to certain Lepidopteran pests, adopted by the Commission on 2 April 2014
1.
Resolution tabled pursuant to Rule 88(2) and (3) of the European Parliament's Rules of procedure by the Committee on the Environment, Public Health and Food Safety (ENVI)
2.
EP reference number: B7-0007/2014 / P7_TA-PROV(2014)0036

3.
Date of adoption of the resolution: 16 January 2014

4.
Subject: Placing on the market for cultivation of the genetically modified maize 1507

5.
Brief analysis/assessment of resolution and requests made in it:

The European Parliament Resolution opposes the adoption of the proposal for a Council Decision concerning the placing on the market for cultivation of the genetically modified (GM) maize 1507, argues that the Commission has exceeded its implementing powers conferred under Directive 2001/18/EC; and calls upon the Council to reject the Commission proposal for GM maize 1507. It also asks the Commission to withhold the authorisation of any new GMO variety including renewal applications until risk assessment methods have been significantly improved.

6.
Response to requests and overview of action taken, or intended to be taken, by the Commission:

In the Resolution, there were points addressed to the Commission and to the Council.

This reply focuses on the points in the resolution which were addressed to the Commission and which relate 1) to the claim that the Council proposal exceeds the implementing powers conferred by Directive 2001/18/EC; and 2) to the call of the European Parliament not to propose any new GMO variety and not to renew authorised ones until the risk assessment methods have been significantly improved.

(1) The proposal for a Council Decision exceeds the implementing powers conferred under Directive 2001/18/EC (points A to Q)

The claims of the European Parliament concerning the alleged exceeding of powers are divided into three main sections: procedural issues, concerns linked to the EFSA risk assessment and the use of glufosinate. The Commission considers that none of the arguments raised in these different chapters allows the European Parliament to establish that the Commission has exceeded the implementing powers conferred by the Directive and would like to explain these arguments.

· Concerns on the procedure (points A to H)

The Commission is of the opinion that the proposal which was submitted to the Council on 11/11/2013 complied with the procedural requirements of Directive 2001/18/EC. The proposal is based on the first subparagraph of Article 18(1) of Directive 2001/18/EC. The procedure laid down in Article 30(2) referred - at the moment when the procedure was launched in 2009 - to the Committee set out in Articles 5 and 7 of Council Decision 1999/468/EC, “having regards to the provisions of Article 8 thereof”. On this basis, the Commission submitted on 25/02/2009 a draft proposal of authorisation to the vote of the representatives of Member States in the Regulatory Committee established by Directive 2001/18/EC which delivered a “no opinion” (no qualified majority in favour or against the draft measure). Article 5(4) of Council Decision 1999/468/EC foresees that “if no opinion is delivered, the Commission shall, without delay, submit to the Council a proposal relating to the measures to be taken and shall inform the European Parliament.”
The obligation for the Commission to submit a draft Decision to the Council after the Committee delivered a “no opinion” was confirmed by the General Court of 26 September 2013
. In this ruling the Court declared that the Commission had, since March 2010, not fulfilled its obligations under Directive 2001/18/EC by failing to submit to the Council a proposal in accordance with Article 5(4) of Council Decision 1999/468/EC. To execute the judgement, the Commission submitted on 11 November 2013 a proposal to the Council in accordance with Article 5(5) of Council Decision 1999/468/EC.  Article 5(5) remains applicable since the adoption of Regulation (EU) No 182/2011 of the European Parliament and of the Council laying down the rules and general principles concerning mechanisms for control by Member States of the Commission’s exercise of implementing powers, by virtue of the transitional arrangement contained in Article 14 of the Regulation
.

Concerning the statement that the Commission has modified the proposal and has not consulted Member States via the Standing Committee before submitting the proposal to the Council, the Commission would like to highlight that Article 5(4) of Council Decision 1999/468/EC does not require the Commission to submit to the Council exactly the same proposal as the one which has been voted in the Committee. This position has been confirmed by the Court in point 109 of the Amflora ruling
.

In the proposal submitted to the Council, the Commission slightly updated the Decision discussed by Member States in the Standing Committee 2009 in order to take into account the EFSA recommendations of 2011 and 2012 and the concerns raised by Member States at the 2009 Committee meeting. These changes do not alter the essential elements of the proposal, and the fundamental principles of the Decision remain the same (i.e. insect resistance management measures, mitigation measures, monitoring of non-target organisms and the prohibited use of glufosinate herbicides on this GM plant). The changes related to the use of glufosinate only update the text to reflect changes in pesticides legislation since 2009.

In the part related to procedural issues, points A, B and C of the European Parliament’s resolution indicate that following Article 18(1) of Directive 2001/18/EC a decision on the deliberate release of a GMO shall contain the same information as in Article 19(3) which shall, in all cases, explicitly specify conditions for the protection of particular ecosystems/environments and/or geographical areas. However, according to the resolution, this is missing in the proposal submitted to the Council. It should be pointed out that the protection of particular ecosystems/environments and/or geographical areas has been taken duly into account by EFSA when carrying out its risk assessment and by the Commission when proposing risk mitigations measures which will apply to all regions and ecosystems in accordance with the legislation.

For these reasons, the Commission considers the Commission’s proposal to the Council constitutes the correct implementation of the procedural requirements set out in Directive 2001/18/EC and in Council Decision 1999/468/EC, and thereby that it has not exceeded its implementing powers on procedural grounds.

· Concerns on EFSA risk assessment (points I to M)

The Commission would like to stress that none of the points raised in this part of the Resolution demonstrate that the Commission has exceeded the implementing powers conferred to it by Directive 2001/18/EC.

In point J, the European Parliament observes that in its opinion of February 2012, EFSA disagreed with the applicant’s conclusion that the study cited by the applicant provided adequate evidence that there is negligible risk, but on the contrary pointed out that highly sensitive non-target butterflies and moths may be at risk when exposed to maize 1507 pollen. Based on new relevant scientific developments, EFSA updated its evaluation through the adoption of its February 2012 opinion and did not identify negative impacts on non-target organisms but potential risks to highly sensitive non target species, which to date have not been identified and whose existence is currently hypothetical. Therefore the case specific monitoring which is required in the proposal does not have the purpose to determine whether or not there is a risk but to confirm the assumptions that were made during the environmental risk assessment by EFSA by determining if such highly sensitive non target species exist and are exposed to maize 1507 pollen. EFSA recommended in its opinions of 2005, 2011 and 2012 specific risk management measures in order to mitigate the possible risk to highly sensitive non-target organisms in the case that they do exist and are exposed. This approach of EFSA – which was endorsed by the Commission in its draft Decision - constitutes a full application of the precautionary principle.

In point K, the European Parliament stresses that the Bt toxin (Cry1F protein) produced by maize 1507 is different from the usual types of Bt toxins and has been shown to have different effects on non-target Lepidoptera. It is highlighted that according to EFSA, the amount of Cry1F protein expressed in maize 1507 pollen is about 350 times greater than the Cry1Ab protein content expressed in MON 810 pollen. Maize 1507 and maize MON 810 express different types of Cry proteins, and the levels of expression of the proteins are different. However it should be noted that the sensitivity of different insect species is specific to the type of Cry protein. This is the reason why EFSA has applied its model to assess the mortality of non-target Lepidoptera, to both 1507 maize and MON810 maize, taking into account the sensitivity of the different species to the relevant toxin (Cry1Ab or Cry1F) and its concentration. Therefore the characteristics and concentrations of maize 1507 Cry protein have been fully taken into account by EFSA during its risk assessment.

In point L, the European Parliament stresses that the application has not been revised by the applicant following a request by the Commission, and that the applicant has not presented additional documents regarding monitoring and risk-mitigating measures for non-target organisms.

The Commission would like to indicate that the proposal which has been made to the Council contains the mitigation measures recommended in the 2011 and 2012 EFSA opinions. As regards the monitoring plan, the proposal clearly states under Article 4 that the written consent shall be granted only after the monitoring plan is modified and consolidated in accordance with the provisions of the Decision. This is not possible until the Decision of authorisation has been adopted. The updated plan will be presented to Member States before final consent is given by Spain.

· Concerns on glufosinate (points M to Q)

In Points M, N and P, the European Parliament stresses that EFSA acknowledges that it did not, in its risk assessment, consider potential risks linked to its tolerance to the herbicide glufosinate, although this characteristic might result in an increased use of that substance. The European Parliament observes that EFSA is required to evaluate “indirect effects such as a usage of pesticides (…) as part of the environmental risk assessment” and to assess “the possible effects on biodiversity and non-target organisms which any individual GM herbicide-tolerant crop may cause due to the change in agricultural practices”. Finally, the European Parliament notes that in other countries (USA, Canada) maize 1507 is marketed by its producer as a glufosinate-tolerant crop, while the applicant argues that the gene for glufosinate tolerance was only to be used as a marker gene.

The Commission would like to stress that given that the scope of the initial application included the marketing of the herbicide tolerance trait, the first EFSA opinion published in 2005 considered inter alia the potential adverse effects on the environment of the use of the glufosinate herbicide during the cultivation of maize 1507. However, in 2007, the applicant informed the Commission that maize 1507 would not be marketed in the EU for the purpose of tolerance to glufosinate herbicides but for insect resistance only and that the PAT gene conferring resistance to glufosinate would be used only as a marker gene.  The later EFSA opinions took into account this change of scope, and the risk assessment on the possible impacts of the use of glufosinate in association with maize 1507 was thus consequently not updated. The Commission would like to stress that the provisions of the Directive regarding the assessment of the potential effects of a product that may be used in association with a GMO are only applicable where the marketing of the tolerant gene that provides tolerance to specific products is included in the scope of the application. If it is not the case, as in the current situation, that use shall be considered as being not allowed in accordance with Directive 2001/18/EC, and thus prohibited.

The Commission does not question the fact that in non EU countries the use of glufosinate is allowed with maize 1507. However this is not the case in the EU where the proposal on GM maize 1507 sets out clearly (recital 3) the change in scope of the original notification. It also notes in the same recital that the conditions of approval for glufosinate have recently been restricted by Commission Implementing Regulation (EU) No 365/2013 that implies that broadcast applications on maize fields can no longer be authorised. Therefore, there is no longer a need to state (as in 2009) on the labelling of maize 1507 that glufosinate cannot be sprayed on maize 1507. The use of glufosinate on any maize, GM or not, is prohibited in the EU.

In points O to Q, the European Parliament observe that the approval of glufosinate expires in 2017 and that it is unclear how the Commission intends to implement the impending ban on glufosinate, as long as it is still on the market.

The Commission can confirm that glufosinate received EU-wide approval in 2007 through Commission Directive 2007/25/EC. That approval was granted for ten years and expires on 30 September 2017. However, as indicated before, after the evaluation of requested confirmatory information in the eco-toxicological field, the Commission, in order to further reduce exposure, adopted a restriction in its use through Commission Implementing Regulation (EU) No 365/2013. Only band or spot treatments may continue to be authorised, and broadcast applications (i.e. 100% of the field treated) such as those needed for maize cultivation are no longer allowed.

The Commission recalls that the control of the application of EU law lies primarily on the competence of the Member States. Given that the scope of the proposal on maize 1507 prohibits the use of glufosinate and that the plant protection products legislation prohibits broadcast applications of glufosinate, any farmers that would use glufosinate in association with maize 1507 would infringe both EU law on GMOs and EU law on plant protection products, and would expose themselves to appropriate sanctions in compliance with national law.

As regards possible residues of glufosinate treatment on 1507 maize in imported products from third countries where 1507 maize can be used in combination with glufosinate, it has to be recalled that Regulation (EC) No 396/2005 on maximum residue levels of pesticides in or on food and feed of plant and animal origin applies and have to be complied with.

(2) Calls on the Commission not to propose to authorise any new GMO variety and not to renew authorised ones until the risk assessment methods have been significantly improved (points R, S, T, U)

The European Union has in place what is considered to be one of the world's stricter legislative frameworks on genetically modified organisms (GMOs). The legislation was adopted by the Parliament and the Council in 2001 for Directive 2001/18/EC and in 2003 for Regulation (EC) No 1829/2003.

Both legislations foresee that following an application for authorisation of GMO cultivation, the Commission has to provide an answer to that request following a case by case risk assessment of potential risks to health and to the environment. As demonstrated by the Court ruling of September 2013 which declared the Commission in failure to act for not having referred to the Council a proposal for the authorisation of maize 1507, the current legal framework does not allow the Commission to abstain from taking final decisions of authorisation.

The Commission would like to reassure the European Parliament on the fact that it pursues a high level of safety for health and the environment when exercising the powers conferred on it by the European Parliament and the Council to adopt a decision on a GMO application. For each of the Decisions of authorisation for GMO cultivation it has proposed or adopted, the Commission has always ensured that the environmental risk assessment carried out by EFSA was comprehensive and updated to reflect the latest scientific developments, and that the Decisions it has proposed are aligned with EFSA’s recommendations. In the case of maize 1507, the Commission sought new updated opinions from EFSA and updated the text proposed to the Council on the basis of the latest EFSA recommendations.

In point S, the EP Resolution specifically refers to the Environmental Conclusions of 4 December 2008 and the need for the long-term effects of GMO cultivation and the effects on non-target organisms to be adequately taken into account in the risk assessment framework. The Commission would like to remind the European Parliament that, in 2010, EFSA published updated guidance on the Environmental Risk Assessment (ERA) of genetically modified plants, including long-term effects of GMO cultivation and effects on non-target organisms, which applies to applications submitted after this date. The Commission, in close collaboration with EFSA and Member States, is currently reviewing the updated guidance, and considering how this may be incorporated into the existing legislation. The Commission has asked EFSA to review several opinions for cultivation applications that were adopted prior to 2010 to take into account the latest scientific developments in the area of ERA.

In point T, the Resolution also calls for independent research on the potential risks involved in the deliberate release of the placing on the market of GMOs, including the need to give independent researchers access to all relevant materials. The Commission fully supports this objective and ensures via its EU Research framework the commissioning of independent research on GMOs.

Finally, the Resolution argues that one additional reason for the Commission to withhold the authorisation of any new GMO variety is European consumers' resistance to GM food as indicated in the Special Eurobarometer 354 of 2010, and that GM maize 1507 offers no benefits to consumers (point U). The Commission is aware that cultivation of GM crops remains a source of concern for some citizens. This is why, in July 2010, the Commission made a proposal
 to allow Member States to restrict or ban the cultivation of GMOs on their territory on grounds other than risks to health and the environment. The European Parliament adopted a first reading position in July 2011. During the discussions in the Council on 11 February 2014 related to maize 1507
, many Member States asked to resume the discussions on the proposal. As a result, the Greek Presidency presented a new compromise proposal at the Environmental Council on 3 March 2014, which was considered by an overwhelming majority of the Ministers as a good basis to resume the discussions, with the hope of reaching a political agreement under the Greek Presidency.
----------
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