Follow up to the European Parliament resolution of 6 October 2016 on 
the draft Commission implementing decision authorising the placing on the market of genetically modified maize MON 810 (MON-ØØ81Ø-6) products pursuant to Regulation (EC) No 1829/2003 of the European Parliament 
and of the Council
2016/2922(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: B8-1084/2016 / P8_TA-PROV(2016)0389
3.
Date of adoption of the resolution: 6 October 2016

4.
Subject: Commission Decision authorising the placing on the market of genetically modified maize MON 810 (MON-ØØ81Ø-6) products pursuant to Regulation (EC) No 1829/2003 of the European Parliament and of the Council.
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 3), based on the ground that the Commission has exceeded its implementing powers (Point 1) and that the draft Implementing Decision at stake is not compatible with the main objectives of Regulation (EC) 1829/2003 and Regulation 178/2002, i.e. protection of human life and health, animal health and welfare, the environment and consumer interests whilst ensuring effective functioning of the internal market and (Point 2).
The motion for resolution recalls the voting results on the draft authorising Decision at the Appeal Committee on 15 September (Recital F) and some of the reasons for voting against or abstain (lack of long-term feeding and toxicity studies and insufficient risk assessment (Recital E).

Furthermore, the motion for resolution calls on the Commission to present a new legislative proposal taking into account national concerns not related to the safety of Genetically Modified Organisms (GMOs) for health and the environment (Point 4).
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 the insect-resistant maize MON 810 for food and feed uses, import and processing, pursuant to Regulation (EC) No 1829/2003. According to the applicable rules, each GMO containing an individual event or stacked events must be subject to risk assessments of the European Food Safety Authority (EFSA). Maize MON 810 was assessed by EFSA in 2009
 and no safety issues were identified.

With respect to Points (1), (2) and (3) of the resolution, the Commission would like to point out that the draft Decision for authorisation of maize MON 810 has been processed in line with the procedural steps set out in Regulation (EU) 182/2011 on comitology and Regulation (EC) No 1829/2003 on Genetically Modified (GM) Food and Feed, as illustrated below:
· In April 2007, Monsanto Europe S.A. submitted to the Commission three renewal applications for continued placing on the market of existing maize MON 810 products which were lawfully placed on the Community market before entry into force of Regulation 1829/2003.

· EFSA performed a comprehensive risk assessment of the product and on 30 June 2009 it published a favourable opinion (updated on 30 July 2009) in accordance with Articles 6 and 18 of Regulation (EC) No 1829/2003. It concluded that genetically modified maize MON 810, as described in the application, is as safe as its conventional counterpart with respect to potential adverse effects on human and animal health and is unlikely to have adverse effects on the environment taking into account its intended uses.

· The public commented on the EFSA Opinion and all the scientific comments received were scrutinised by EFSA
.
· The draft Decision was voted on 8 July 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 15 September 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 will not exceed its implementing powers. Consequently, there are no reasons to withdraw the draft Decision for authorisation of the GM maize MON 810.

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 reason for negative vote or abstention by Member States in the Appeal committee on 15 September 2016 (recital E), the Commission would like to point out that this continues to be almost exclusively due to political reasons and negative public opinion. Furthermore, the scientific reasons are not substantiated in light of the EFSA Opinions.

· With respect to the voting results in the Appeal Committee on 15 September 2016 (recital F), the Commission would like to underline that the regular voting pattern – where Member States do not reach an opinion on GM food feed authorisations – is the underlying factor of the Commission's legislative proposal
, which, once adopted by the colegislators, would allow Member States to restrict or prohibit the use of GM food and feed on their territory for reasons other than safety.
· With regard to the call in point 4 on the Commission to submit a new legislative proposal, the Commission would like to recall that it regrets the decision of the Parliament of 28 October 2015 to reject the legislative proposal, in particular because it precisely aims at meeting the expectations expressed in point 3 of the resolution, namely to “[take] into account frequently expressed national concerns which do not only relate to issues associated with the safety of GMOs for health or the environment”. The Commission therefore maintains its original proposal, which, if adopted, would enable 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.
� 	Scientific Opinion of the Panel on Genetically Modified Organisms on applications (EFSA-GMORX- MON810) for the renewal of authorisation for the continued marketing of (1) existing food and food ingredients produced from genetically modified insect resistant maize MON810; (2) feed consisting of and/or containing maize MON810, including the use of seed for cultivation; and of (3) food and feed additives, and feed materials produced from maize MON810, all under Regulation (EC) No 1829/2003 from Monsanto. The EFSA Journal (2009) 1149, 1-84.


� 	� HYPERLINK "http://ec.europa.eu/food/plant/gmo/public_consultations/index_en.htm" �http://ec.europa.eu/food/plant/gmo/public_consultations/index_en.htm�


� 	� HYPERLINK "http://ec.europa.eu/food/plant/docs/sc_modif-genet_20160708_sum.pdf" �http://ec.europa.eu/food/plant/docs/sc_modif-genet_20160708_sum.pdf�


� 	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 COM(2015) 177 final.
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