


Follow up to the European Parliament non-legislative resolution on the Commission draft implementing decision renewing the authorisation for the placing on the market of products containing, consisting of or produced from genetically modified maize MIR162 pursuant to Regulation (EC) No 1829/2003 of the European Parliament and of the Council and amending Commission Implementing Decisions (EU) 2016/1685, 2019/1305 and 2019/2087 as regards the reference material
1.	Resolution tabled pursuant to Rules 112(2) and (3) of the European Parliament’s Rules of procedure
2.	Reference numbers: 2023/2810 (RSP) / B9-0388/2023 / P9_TA (2023)0338
3.	Date of adoption of the resolution: 3 October 2023
4.	Competent Parliamentary Committee: Committee on Environment, Public Health and Food Safety (ENVI)
5.	Brief analysis/assessment of the resolution and requests made in it:
The resolution calls on the Commission to withdraw its draft implementing decision and to submit a new draft to the committee (paragraph 3) on the grounds that the draft measure exceeds the implementing powers provided for in Regulation (EC) No 1829/2003 (paragraph 1) and that it is not compatible with the aim of that regulation and the general principles of Regulation (EC) No 178/2002, i.e. the protection of human life and health, animal health and welfare, the environment and consumer interests (paragraph 2).
[bookmark: _Hlk149583533]The resolution recalls that the genetically modified (GM) maize MIR162 is insect resistant (recital E) and mentions potential enhanced toxicity of Bt proteins due to the interaction with the GM maize constituents (recitals F and G) and potential adjuvant properties increasing allergenicity (recital H). The resolution calls on European Food Safety Authority (EFSA) to widen its risk assessment to fully take into account interactions and combinatorial effects between Bt proteins (paragraph 4) and the GM plants constituents and to no longer accept toxicity studies based on isolated proteins (paragraph 5).
The resolution mentions information contained in a recent patent on GM maize MIR162 and potential reduced fertility of GM maize MIR162 affected by environmental factors and claims that due to climate change this would require additional studies to be carried out under broad range of environmental conditions and that reduced fertility should have been further investigated (Recitals I to K).
The resolution recalls critical comments by the Member States during the three-month consultation regarding the risk assessment of GM maize MIR162 and (recitals M and N).
The resolution states the fact that the authorising decision was not supported by a qualified majority of Member States and the Appeal Committee delivered no opinion on 8 September 2023 (recital P). Furthermore, the resolution recalls the numerous resolutions objecting to genetically modified organisms (GMO) authorisations adopted by the European Parliament in its eighth and ninth terms (recital R).
6.	Responses to requests and overview of actions taken, or intended to be taken, by the Commission
The Commission adopted on 13 October 2023 its implementing decision renewing the authorisation for the placing on the market of products containing, consisting of or produced from GM maize MIR162.
The Commission would like to recall that the implementing decision concerns the renewal of the authorisation for the placing on the market of products containing, consisting of or produced from GM maize MIR162 for food, feed and other uses, with the exception of cultivation. 
With respect to paragraphs 1 to 3 of the resolution, the Commission would like to point out that the decision has been prepared in line with and has undergone the procedural steps set out in Regulation (EC) No 1829/2003 on GM food and feed and in Regulation (EU) No 182/2011 on comitology, as illustrated below:
· on 12 February 2021, Syngenta Crop Protection AG submitted an application to the Commission in accordance with Articles 11 and 21 of Regulation (EC) No 1829/2003 for renewal of the authorisation of the placing on the market of GM maize MIR162 for food/feed and other uses, with the exception of cultivation;
· on 22 September 2022, EFSA published an opinion in accordance with Articles 6 and 18 of Regulation (EC) No 1829/2003 concluding that the renewal application did not contain evidence for any new hazards, modified exposure or scientific uncertainties that would change the conclusions of the original risk assessment on genetically modified maize MIR162, adopted by EFSA in 2012;
· in its opinion, EFSA considered all the specific questions and concerns raised by the Member States in the context of the consultation of the national competent authorities as provided for by Article 6(4) and Article 18(4) of Regulation (EC) No 1829/2003;
· the public commented on the EFSA opinion. All the scientific comments received were scrutinised by EFSA[footnoteRef:1] and it issued a complementary statement on 17 April 2023 confirming the conclusions of its initial scientific opinion; [1:  	Public consultations (europa.eu)] 

· the draft decision was voted in the Standing Committee on 3 July 2023 with no qualified majority against or in favour;
· in accordance with the rules set out in Regulation (EU) No 182/2011 on comitology, the Commission referred the draft decision to the Appeal Committee on 8 September 2023, where no qualified majority against or in favour was obtained either;
· in accordance with the rules set out in Regulation (EC) No 182/2011 on comitology, it is for the Commission to decide on the adoption of the draft decision;
· on that basis, the Commission adopted its decision on 13 October 2023.
The Commission therefore considers that by going forward with the adoption process of a decision that fully complies with the procedural steps set out by the co-legislators in the GMO legislation, it did not exceed 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 implementing act exceeds the implementing powers provided for in the basic act. The Commission is not required to justify the implementing act as regards these points. Nevertheless, the Commission has carefully considered the position expressed by the Parliament and would like to make the following comments.
Regarding the information contained in the patent mentioned in recitals I to K, the Commission would like to note that it was raised during the public consultation following the publication of the EFSA opinion and that a mandate was given to EFSA to assess if that information would change the conclusion of its opinion. On 13 April 2023, EFSA published a statement complementing its scientific opinion on GM maize MIR162 confirming, after assessment of that information, the conclusions of its scientific opinion.
Finally, regarding the arguments concerning the decision-making process and the lack of support by the Member States for any GMO authorisation for food and feed uses (recitals P to S), the Commission submitted a proposal to the Council and the Parliament on 14 February 2017 to amend Regulation (EU) No 182/2011, changing the voting rules at the Appeal Committee. If adopted by co-legislators, it would increase transparency and accountability in the GMO decision-making process. In the meantime, the Commission continues to apply the procedures laid down in Regulation (EU) No 182/2011 on comitology and in Regulation (EC) No 1829/2003 on GM food and feed.
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