Follow up to the European Parliament non-legislative resolution of 1 March 2018 on the draft Commission Implementing Decision renewing the authorisation for the placing on the market of products containing, consisting of, or produced from genetically modified maize 59122 (DAS-59122-7) pursuant to Regulation (EC) No 1829/2003 of the European Parliament and of the Council 
on genetically modified food and feed
2018/2568 (RSP)
1.	Resolution tabled pursuant to Rule 106(2) and (3) of the European Parliament's Rules of procedure by the Committee on Environment, Public Health and Food Safety (ENVI)
2.	EP reference number: B8-0122/2018 / P8_TA-PROV(2018)0051
3.	Date of adoption of the resolution: 1 March 2018
4.	Subject: Renewal of the authorisation for placing on the market of genetically modified maize 59122 products, pursuant to Regulation (EC) No 1829/2003 of the European Parliament and of the Council
5.	Competent Parliamentary Committee: Committee on Environment, Public Health and Food Safety (ENVI)
6.	Brief analysis/ assessment of the resolution and requests made in it:
The resolution calls on the Commission to withdraw its draft Implementing Decision (Paragraph 3), based on the grounds that the draft Implementing Decision at stake exceeds the implementing powers provided for in Regulation (EC) No 1829/2003 (Paragraph 1) and that it is not compatible with the aim of Regulation (EC) No 1829/2003 and the general principles of Regulation (EC) No 178/2002, i.e. protection of human life and health, animal health and welfare, the environment and consumer interests (Paragraph 2). In addition, the resolution calls on the Commission to suspend any implementing decision regarding applications for authorisation of genetically modified organisms until the authorisation procedure has been revised in such a way as to address the shortcomings of the current procedure, which it says has proven to be inadequate (Paragraph 4). The resolution also calls on the legislators responsible to advance work on the Commission proposal amending Regulation (EU) No 182/2011 as a matter of urgency and to ensure that, inter alia, if no opinion is delivered by the Food Chain and Animal Health Standing Committee with respect to approvals of Genetically Modified Organisms (GMO), the Commission will withdraw the proposal (Paragraph 5). Furthermore, the resolution calls on the Commission not to authorise the import of any genetically modified plant for food or feed uses which has been made tolerant to a complementary herbicide which is banned, or which will be banned in the near future, in the Union (Paragraph 6).
The resolution recalls the voting results on the draft Implementing Decision at the Standing Committee (January 2018) (Recital O), recalls the fact that the genetically modified maize is tolerant to glufosinate-containing herbicides and expresses the Cry34Ab1 and Cry35Ab1 proteins which confer resistance to certain coleopteran pests (Recital D). Furthermore, the resolution recalls that glufosinate is classified as toxic to reproduction and that the authorisation for the use of glufosinate in the Union expires on 31 July 2018 (Recital K). Furthermore, the resolution states that residues from spraying will always be present in the harvest, are inevitable constituents and are not assessed in the European Food Safety Authority (EFSA) opinions, and that herbicide tolerant crops result in higher use of complementary herbicides compared to their conventional counterparts (Recitals L and M). The resolution recalls Member State comments in relation to the EFSA opinion for the original authorisation and the EFSA opinion for the renewal of the authorisation (Recitals F-J).
The resolution also states that the return of the draft authorising decisions to the Commission for final decision, after not being supported by the Standing Committee on the Food Chain and Animal Health, has become the norm for decision-making on genetically modified food and feed authorisations and is not democratic (Recital P). Furthermore, the resolution recalls the rejection by the Parliament of the Commission legislative proposal of 22 April 2015 amending Regulation (EC) No 1829/2003, and the Parliament's call on the Commission to withdraw that proposal and submit a new one (Recital Q).
7.	Responses to the European Parliament requests and overview of actions taken, or intended to be taken, by the Commission:
The Commission would like to explain that the draft Implementing Decision at stake authorises the renewal of the placing on the market of products containing, consisting of, or produced from genetically modified maize 59122, pursuant to Regulation (EC) No 1829/2003. 
With respect to Paragraphs 1 to 4 of the resolution, the Commission would like to point out that the draft Implementing Decision renewing the authorisation for the placing on the market of genetically modified maize 59122 products has been processed in line with the procedural steps set out in Regulation (EU) No 182/2011 on comitology and Regulation (EC) No 1829/2003 on genetically modified food and feed, as illustrated below:
· On 19 July 2016, Pioneer Overseas Corporation and Dow AgroSciences Ltd. jointly submitted to the Commission an application, in accordance with Article 11 and Article 23 of Regulation (EC) No 1829/2003, for renewal of the authorisation for the placing on the market of maize 59122 for food/ feed uses.
· Based on the data provided, EFSA concluded that no new hazards or modified exposure and no new scientific uncertainties were identified that would change the conclusions of the original risk assessment on maize 59122. EFSA published on 30 June 2017 a favourable opinion on this application, in accordance with Articles 6 and 18 of Regulation (EC) No 1829/2003[footnoteRef:1]. [1: 	EFSA GMO Panel (EFSA Panel on Genetically Modified Organisms), 2017. Scientiﬁc opinion on an application for renewal of authorisation for continued marketing of maize 59122 and derived food and feed submitted under articles 11 and 23 of Regulation (EC) No 1829/2003 by Pioneer Overseas Corporation and Dow AgroSciences LLC. EFSA Journal 2017;15(6):4861, 10 pp. https://doi.org/10.2903/j.efsa.2017.4861] 

· During the risk assessment and in its overall opinion, EFSA took into account 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 had the opportunity to comment on the EFSA opinion, but no comments have been made on this opinion.
· The draft Decision was voted on 16 January 2018 in the Standing Committee with no qualified majority against or in favour.
· In accordance with the rules set in Regulation (EU) No 182/2011 on comitology, the Commission proposed the draft Decision to the Appeal Committee of 26 February 2018, 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 does not exceed its implementing powers. Consequently, there are no reasons to withdraw the draft Decision for renewing the authorisation of the GM maize 59122.
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 European Parliament and would like to make the following comments:
-	With respect to the specific concerns raised in Recitals K-N of the resolution as regards the fact that maize 59122 is tolerant to glufosinate containing herbicides, the Commission would like to point out that the risk assessment and authorisations of these herbicides and their residues are 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. These rules are applicable to all relevant crops and products whether they are Genetically Modified (GM) or not, including this GM maize. Likewise, future decisions concerning the authorisation/ renewal of the aforementioned herbicides and their MRLs would also be applicable to this GM maize. Based on the EFSA opinion, the intended use of maize 59122 remains safe and fully compliant with the requirements of the relevant Regulation (EC) No 1829/2003 for GMO authorisations.
· Concerning Recital J, the Commission points out that a decision on whether to allow cultivation of GMOs in a third country is sovereign and exclusive to that country.
· With respect to the voting results in the Standing Committee on 16 January 2018 (Recital O), the Commission would like to underline that the regular voting pattern – where Member States do not reach an opinion on GM food and feed authorisations – is the underlying factor of the Commission's legislative proposal[footnoteRef:2], which once adopted by the co-legislators, would allow Member States to restrict or prohibit the use of GM food and feed on their territory, for reasons other than safety. [2: 	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] 

· With regards to the call in Recital Q on the Commission to submit a new legislative proposal, the Commission would like to recall that it regrets the decision of the European Parliament of 28 October 2015 to reject the legislative proposal, in particular because it precisely aims at "[taking] 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.
· Furthermore, with regards to the lacking support of Members States for any authorising decision of GMOs for food and feed uses (Recital P), the Commission submitted a proposal[footnoteRef:3] to the Council and the European Parliament on 14 February 2017 to change the voting rules at the Appeal Committee, which if adopted by co-legislators, would increase transparency and accountability in the GMO decision-making process. [3: 	Proposal for a Regulation of the European Parliament and of the Council amending Regulation (EU) No 182/2011 laying down the rules and general principles concerning mechanisms for control by Member States of the Commission’s exercise of implementing powers, COM/2017/085 final] 

[bookmark: _GoBack]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.	
35

2

