Follow up to the European Parliament resolution on the draft Commission implementing decision authorising the placing on the market of products containing, consisting of, or produced from genetically modified maize Bt11 × MIR162 × MIR604 × GA21, and genetically modified maizes combining two or three of the events Bt11, MIR162, MIR604 and GA21, and repealing Decisions 2010/426/EU, 2011/893/EU, 2011/892/EU and 2011/894/EU, adopted by the Commission on 4 October 2016
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: B8-0732/2016 / P8_TA-PROV(2016)0271
3.
Date of adoption of the resolution: 8 June 2016
4.
Subject: Draft Commission Decision authorising genetically modified Bt11 × MIR162 × MIR604 × GA21 maize.

5.
Brief analysis/assessment of the resolution and requests made in it:
The resolution opposes the adoption of the draft Commission Implementing Decision and calls for its withdrawal (Point 2), based on the ground that the draft Implementing Decision at stake exceeds the implementing powers provided for in Regulation (EC) 1829/2003 (Point 1).
The resolution recalls the fact that Bt11 × MIR162 × MIR604 × GA21 maize is tolerant to glyphosate and refers to the International Agency for Research and Cancer (IARC) classification of glyphosate as being probably carcinogenic for humans (Recital H).
Furthermore, the resolution recalls the explanatory memorandum of the Commission legislative proposal on genetically modified (GM) food and feed, explaining that authorisation decisions adopted by the Commission, in accordance with the applicable legislation on genetically modified organisms (GMO), receive no opinion from Member State committees (Recital J).
6.
Response to the requests and overview of action taken, or intended to be taken, by the Commission:
The Commission would like to explain that the draft Implementing Decision at stake authorises the placing on the market of herbicide tolerant (glyphosate and glufosinate) and insect resistant Bt11 × MIR162 × MIR604 × GA21 maize for food and feed uses, import and processing only, pursuant to Regulation (EC) No 1829/2003, and not for cultivation. According to the applicable rules, each GMO containing an individual event or stacked events must be subject to risk assessment by the European Food Safety Authority (EFSA). GA21 maize was assessed by EFSA in 2007
, Bt11 maize and MIR604 maize were both assessed by EFSA in 2009
 and MIR162 maize was assessed by EFSA in 2012
. No safety issues have been identified and the authorisation of Bt11 single event has been renewed
 and the other three single events, GA21
, MIR604
 and MIR162
, have been authorised. The Bt11 × MIR162 × MIR604 × GA21 maize was assessed in 2015 by EFSA and no safety issues were identified
.

With respect to Points (1) and (2) of the resolution, the Commission would like to point out that the draft Decision for authorisation of the Bt11 × MIR162 × MIR604 × GA21 maize has been processed in line with the procedural steps set out in Regulation (EC) No 1829/2003 on Genetically Modified (GM) Food and Feed and in Regulation (EU) 182/2011 on comitology, as illustrated below:
· The application for authorisation of GM maize Bt11 × MIR162 × MIR604 × GA21 for food and feed uses was submitted in the EU by Syngenta on 9 February 2009.

· EFSA performed a comprehensive risk assessment of the product and published on 7 December 2015 a favourable opinion concluding that GM maize Bt11 × MIR162 × MIR604 × GA21 is as safe as its non-GM comparator and other non-GM soybean varieties with respect to potential adverse effects on human and animal health and the environment.
· The public commented on the EFSA Opinion and all the scientific comments received were scrutinised by EFSA
.
· The draft Decision was voted on 25 April 2016 in the Standing Committee with no qualified majority against or in favour
.
· In accordance with the rules set in Regulation (EU) 182/2011 on comitology, the Commission proposed the draft Decision to the Appeal committee of 2 June 2016, where no qualified majority against or in favour was obtained either.

The Commission, therefore, considers that by adopting a decision which fully complies with the procedural steps set out by the co-legislators in the GMO legislation, the Commission is not exceeding its implementing powers. Consequently, there are no reasons to withdraw the draft Decision for authorisation of the GM maize Bt11 × MIR162 × MIR604 × GA21.

At the meeting of the Environment, Public Health and Food Safety Committee of the European Parliament on 23 May 2016, the Commission extensively explained the state of play of the authorisation procedure and 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. 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 European Parliament and would like to make the following comments:
· With respect to the specific concern raised in Recital H of the resolution, as regards the fact that this GM maize is tolerant to glyphosate herbicides and the IARC classified glyphosate as probably carcinogenic for humans, the Commission would like to point out that the risk assessment and authorisation of glyphosate herbicides is subject to the procedures set out in Regulation (EC) No 1107/2009, and the maximum residue levels (MRLs) are set under Regulation (EC) No 396/2005. The authorisations of GMOs under Regulation (EC) N° 1829/2003which are tolerant to these herbicides do not address these aspects. The authorisation at issue has, therefore, no impact on future decisions concerning the authorisation/ renewal of the aforementioned herbicides and their MRLs. The intended use of GM maize Bt11 × MIR162 × MIR604 × GA21 is safe and fully compliant with the requirements of Regulation (EC) No 1829/2003.
· With regard to the comments in Recital J on the Commission legislative proposal for a Regulation amending Regulation (EC) No 1829/2003 as regards the possibility for the Member States to restrict or prohibit the use of genetically modified food and feed on their territory, the Commission would like to recall that it regrets the decision of the European Parliament of 28 October 2015 to reject the proposal. The Commission maintains its original proposal, which, if adopted, would allow Member States to restrict or ban the use of GM food and feed, after the Commission has issued its decision, on the basis of national considerations.
· In conclusion, the Commission would like to stress that as for any legislative procedure submitted under the ordinary legislative procedure, the rules in place continue to apply during the negotiations between the co-legislators and until a final agreement is found. Consequently, the Commission has to continue processing the applications for GM food and feed, while discussions on the legislative proposal for a Regulation amending Regulation (EC) No 1829/2003 as regards the possibility for the Member States to restrict or prohibit the use of genetically modified food and feed on their territory are on-going.
--------------
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