Follow up to the European Parliament resolution of 6 October 2016 on 
the draft Commission implementing decision concerning the placing on the market for cultivation of genetically modified maize Bt11 (SYN-BTØ11-1) seeds
2016/2919 (RSP)
1.
Resolution tabled pursuant to Rule 106(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: B8-1083/2016 / P8_TA-PROV(2016)0386
3.
Date of adoption of the resolution: 6 October 2016
4.
Subject: Placing on the market of genetically modified maize Bt11 seeds.

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

The resolution opposes the potential adoption of the draft Commission Implementing Decision and calls for its withdrawal (Point 4), based on the grounds that the draft Implementing Decision at stake exceeds the implementing powers provided by Directive 2001/18/EC (Point 1) and that it is not compatible with the main objectives of Directive 2001/18/EC, i.e. to protect human health and the environment (Point 3). In addition, the resolution considers that the risk assessment conducted by the European Food Safety Authority (EFSA) is incomplete and the risk management recommendations proposed by the Commission are inadequate (Point 2).
The resolution recalls the fact that Bt11 maize is tolerant to glufosinate ammonium and refers to the classification of glufosinate as being toxic to reproduction (Recital C).
Furthermore, the resolution recalls the presence of teosinte, a wild relative of maize, present in Spanish maize fields and refers to the possibility for gene flow from Genetically Modified (GM) maize to teosinte (Recitals F to I).
In addition, the resolution considers the proposed isolation distance of five metres between a Bt11 maize field and a protected habitat as arbitrary and not following what they consider as EFSA's recommendation of an isolation distance of 20 metres (Recital K).
6.
Responses to the requests and overview of actions taken, or intended to be taken, by the Commission:

The Commission would like to explain that the Implementing Decision at stake authorises the placing on the market of genetically modified Bt11 maize seeds for cultivation pursuant to Directive 2001/18/EC.
With respect to Points (1) and (4) of the resolution, the Commission would like to point out that the draft Decision for placing on the market of genetically modified Bt11 maize seeds has been processed in line with the procedural steps set out in Regulation (EU) 182/2011 on comitology and Directive 2001/18/EC on the deliberate release into the environment of genetically modified organisms, as illustrated below:
· A notification for placing on the market of Bt11 maize for cultivation was submitted to the French authorities by Syngenta in 1996 pursuant to Council Directive 90/220/EEC and an updated one was submitted in 2003 pursuant to Council Directive 2001/18/EC.
· The French authorities prepared an assessment report in which they concluded that according to knowledge at the time, the placing on the market of maize Bt11 did not present a greater risk to human health or the environment than any other variety of maize. In July 2003, the report was submitted to the Commission and the competent authorities of the other Member States, some of which raised and maintained objections to the placing on the market of the product.

· On 19 May 2005, EFSA issued an Opinion in which it concluded that the information available for Bt11 maize addresses the outstanding questions raised by the Member States and that there is no evidence indicating that placing on the market of maize Bt11 is likely to cause adverse effects on human or animal health or the environment in the context of its proposed use and subject to appropriate risk management measures.

· Following that first Opinion and in order to either address Member States' concerns or review relevant scientific evidence, EFSA has updated its initial Opinion five times since then, the last time in 2015. In addition, EFSA published in 2016 a technical report on teosinte. All of the above confirm the conclusion that there is no evidence that would indicate that the placing on the market of maize Bt11 for cultivation is likely to cause adverse effects on human and animal health or the environment in the context of its proposed use and subject to appropriate management measures, which addresses also Point 3 of the resolution.
· The public commented on the EFSA Opinion and all the scientific comments received were scrutinised by EFSA.

· A draft Decision was voted in February 2009 in the Standing Committee with no qualified majority against or in favour.
· In accordance with the rules set out in Decision 1999/468/EC on comitology, the Commission had to submit a proposal for a Council Decision (old Comitology Decision). That step had been pending until recently.
· Following new scientific information and on the basis of the case law (Case T-240/10, Hungary vs Commission), the Commission had to restart the procedure and on 8 July 2016 submitted a draft Commission Implementing Decision to the Standing Committee for discussion under the procedures set out in Regulation (EU) 182/2011 on comitology. Comments were made by Member States during and after that meeting. A second discussion took place on 14 October focusing on the comments submitted by the Member States.
The Commission, therefore, considers that all the steps followed so far fully comply with the procedures set out by the co-legislators in the legislation on Genetically Modified Organisms (GMOs); therefore, the Commission has not exceeded its implementing powers. Consequently, there are no reasons to withdraw the draft Decision for placing on the market maize Bt11 seeds for cultivation.

At the meeting of the Environment, Public Health and Food Safety Committee of the European Parliament on 3 October 2016, the Commission extensively explained the state of play of the authorisation procedure and also why it had not exceeded its implementing powers.

With respect to the other provisions of the resolution, the Commission considers that they fall outside the remit of the right of scrutiny, which is limited to the question of whether the draft implementing act exceeds the implementing powers provided for in the basic act. Therefore, the Commission is not required to justify the draft implementing act as regards these points. Nevertheless, the Commission has carefully considered the positions expressed by the Parliament and would like to make the following comments:
· With respect to the specific concern raised in Recital C of the resolution as regards the fact that Bt11 maize is tolerant to glufosinate ammonium and the fact that glufosinate is classified as being toxic to reproduction, the Commission would like to point out that the risk assessment and authorisation of glufosinate ammonium is subject to the procedures set out in Regulation (EC) No 1107/2009, and that the maximum residue levels (MRLs) are set under Regulation (EC) No 396/2005. According to those provisions, the use of glufosinate ammonium is clearly prohibited in any cultivation of maize and therefore also of GM maize. In addition, the draft implementing Decision also imposes a labelling requirement recalling this prohibition.
· With regard to the concerns raised in recitals F to I of the resolution as regards the presence of teosinte, a wild relative of maize, in Spanish maize fields and refers to the possibility for gene flow from GM maize to teosinte, the Commission would like to point out that EFSA's recent technical report on the potential impact of the presence of teosinte on the cultivation of GM maize states that it remains low provided that measures are put in place to control and eradicate teosinte in the infested areas. The Commission is considering the introduction of relevant provisions in the draft implementing Decision.

· With regard to the allegation referred to in recital K of the resolution that the proposed isolation distance of five metres between a Bt11 maize field and a protected habitat is arbitrary and not following what they consider as EFSA's recommendation for an isolation distance of 20 metres, the Commission would like to point out that the proposed isolation distance of five metres is not an arbitrary figure. The EFSA Opinion of 2015 revised the previously applied scenario of exposure as it was considered unrealistic by EFSA (it did not take into account parameters that affect exposure, such as rain, degradation of Bt protein in the pollen, the 3-D structure of the plant leaves). In addition, EFSA provided risk managers with a toolbox that contained three different scenarios of exposure, two levels of acceptable mortality that EFSA presents as examples, and four levels of sensitivity of butterflies and moths to Bt maize pollen. Based on this toolbox, risk managers had to choose that combination of parameters which provides an acceptable level of protection. The Commission used this toolbox and chose the Most Realistic scenario, the strictest of the two levels of acceptable mortality and a level of sensitivity for butterflies and moths five times higher than that of the species with the highest sensitivity so far tested anywhere. The combination of the chosen parameters resulted in the need for an isolation distance of five metres.
· With respect to Point 2 of the resolution, the Commission considers that the risk assessment carried out by EFSA is complete. Initially, EFSA concluded that there is no evidence that would indicate that the placing on the market of maize Bt11 is likely to cause adverse effects on human or animal health or the environment in the context of its proposed use and subject to appropriate risk management measures. The initial EFSA conclusion has been verified in the respective updated EFSA Opinions. On the basis of the above mentioned EFSA Opinions, and the identified potential risks, the Commission included relevant and specific risk management measures to address resistance evolution of the target pests by the application of refuge areas. These areas also protect butterflies and moths that feed in the field margins where such margins are present. The Commission included management measures in the same draft implementing Decision to limit the exposure to Bt maize pollen of butterflies and moths of conservation concern in protected habitats by imposing isolation distances between the maize field and the protected habitat. The Commission considers these measures adequate to address the potential risks that have been identified by EFSA.
Commission européenne, B-1049 Bruxelles – Belgique. Téléphone : (32-2) 299 11 11.

35
4

