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Participants 

◼ Working Group Members: 

Tamas Dalmay, Ian Dewhurst, Michelle Epstein, Leslie George Firbank, Philippe Guerche, Ian 
Hejatko, Francisco Javier Moreno, Ewen Mullins, Hanspeter Naegeli, Fabien Nogué, Nils Rostoks, 

Jose Juan Sanchez Serrano, Giovanni Savoini, Eve Veromann and Fabio Veronesi. 

 
◼ European Commission and/or Member States representatives: 

Alexandre Huchelmann (DG SANTE) 

 
◼ EFSA:  

GMO Unit: Fernando Álvarez, Michele Ardizzone, Giacomo De Sanctis, Yann Devos, Antonio 
Fernández Dumont, Silvia Federici, Andrea Gennaro, José Ángel Gomez Ruiz, Anna Lanzoni, Ana 

Martin Camargo, Sylvie Mestdagh, Franco Maria Neri, Irina Olaru, Claudia Paoletti, Konstantinos 

Paraskevopoulos, Nikoletta Papadopoulou and Tommaso Raffaello. 

1. Welcome and apologies for absence 

The Chair welcomed the participants.  

Apologies were received from Jean-Louis Bresson. 

2. Adoption of agenda 

The agenda was adopted without changes. 

                                     
1 As defined in Article 17 of the Decision of the Executive Director concerning the selection of members of the Scientific 
Committee, the Scientific Panels, and the selection of external experts to assist EFSA with its scientific work : 
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.  

http://www.efsa.europa.eu/
http://www.efsa.europa.eu/
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf
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3. Declarations of Interest of Working Groups members 

In accordance with EFSA’s Policy on Independence2 and the Decision of the Executive Director on 

Competing Interest Management3, EFSA screened the Annual Declarations of Interest filled out by 
the Working Group members invited to the present meeting. No Conflicts of Interest related to the 
issues discussed in this meeting have been identified during the screening process, and no interests 

were declared orally by the members at the beginning of this meeting. 

4. Report on written procedures since the 128th GMO Plenary meeting 

Not applicable. 

5. Scientific topic(s) for discussion 

5.1. Application for authorisation of genetically modified maize Bt11 x 
MIR162 x MIR604 x 1507 x 5307 x GA21 and all its sub-combinations for 
food and food uses, import and processing submitted under Regulation 

(EC) No 1829/2003 by Syngenta (EFSA-GMO-DE-2011-103) (EFSA-Q-
2012-00069) 

Maize Bt11 x MIR162 x MIR604 x 1507 x 5307 x GA21 (hereafter referred to as the ‘six-event stack 
maize’) was produced by conventional crossing to combine six single transformation events. The 
applicant Syngenta submitted application EFSA-GMO-DE-2011-103 for the placing on the market of 

the six-event stack maize and all its sub-combinations, independently of their origin for food and 

feed uses, import and processing under Regulation (EC) No 1829/2003. 

In case of an application on a stack event of a segregating crop (e.g. maize, rapeseed), some sub-

combinations falling within the scope might not be supported by a specific dataset. The risk 
assessment strategy of such sub-combinations was discussed and endorsed by the GMO Panel at its 
115th plenary meeting. The risk assessment of these sub-combinations is conducted following a 
weight of evidence approach that takes as a starting point results of the assessments of the single 
events, the comprehensive dataset produced for the six-event stack maize, and all the data 

available for sub-combinations previously assessed by the EFSA GMO Panel as stand-alone dossiers. 

This strategy was implemented in several GMO Panel scientific opinions. 

In addition to the core information package entering the risk assessment of the six-event stack 
maize and its sub-combinations, the applicant submitted new studies on three sub-combinations of 
the six-event stack, i.e. a three-, four- and five-event sub-combinations. The GMO Panel considered 
these studies for their relevance to the risk assessment of these three sub-combinations and 
reported the outcome of its evaluation in the scientific opinion. The section on the sub-combinations 

not previously assessed was therefore subject to detailed discussions.  

The GMO Panel revised the draft text, where appropriate, and subsequently adopted the opinion, 

which will be published on the EFSA website and in the EFSA Journal. 

5.2. Application for authorization of genetically modified soybean MON 
87708 x MON 89788 x A5547-127 for food and feed uses, import and 

                                     
2 http://www.efsa.europa.eu/sites/default/files/corporate_publications/files/policy_independence.pdf   
3 http://www.efsa.europa.eu/sites/default/files/corporate_publications/files/competing_interest_management_17.pdf  

http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00069
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00069
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00069
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00069
https://www.efsa.europa.eu/sites/default/files/event/170517-m.pdf
https://www.efsa.europa.eu/sites/default/files/event/170517-m.pdf
http://www.efsa.europa.eu/en/publications
http://www.efsa.europa.eu/en/publications
http://www.efsa.europa.eu/sites/default/files/corporate_publications/files/policy_independence.pdf
http://www.efsa.europa.eu/sites/default/files/corporate_publications/files/competing_interest_management_17.pdf
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processing submitted under Regulation (EC) No 1829/2003 by Monsanto 
Europe S.A./N.V. (EFSA-GMO-NL-2016-135) (EFSA-Q-2016-00688) 

The three-event stack soybean MON 87708 x MON 89788 x A5547-127 was obtained by 
conventional crossing of three single transformation events MON 87708, MON 89788 and A5547-
127. The three single events produce newly expressed proteins which confer tolerance to herbicides: 

tolerance to dicamba (from MON 87708), glyphosate (from MON 89788) and glufosinate (from 

A5547-127).  

Application EFSA-GMO-NL-2016-135 was submitted by Monsanto for the placing of soybean MON 
87708 x MON 89788 x A5547-127 on the EU market, import and processing for food and feed uses 
under Regulation (EC) No 1829/2003. Application EFSA-GMO-NL-2016-135 was received by EFSA 
after the entry into force of Regulation (EU) No 503/2013. In this respect application EFSA-GMO-NL-
2016-135 was fully compliant with the legal requirements laid down in that Regulation: e.g. search 
for scientific literature, 90-day rodent feeding study, estimated intake and dietary exposure 

assessment.  

A scientific officer of the GMO Unit led the GMO Panel through the text of the draft opinion, except 

the sections dedicated to the assessment of the 90-day rodent feeding studies. In compliance with 
the EU legislation, EFSA requested additional information pertaining to these 90-day rodent feeding 
studies with single events. EFSA is currently awaiting further clarifications from the applicant on 

recently received data in order to complete its safety evaluation.  

In this meeting, the GMO Panel scrutinized and revised the draft text, where appropriate. Pending 
further clarifications from the applicant on additional information related to one out of the three 90-

day studies, further discussion is needed.  

6. New Mandates  

6.1. Applications under Regulation (EC) No 1829/2003 

Not applicable. 

6.2. Annual Post-market environmental monitoring reports of GM plants  

Not applicable. 

6.3. Other Requests and Mandates 

The European Commission requested EFSA assistance on the internal review under Regulation (EC) 
No 1367/2006 of the Commission’s decision authorising the placing on the market of GM maize  MON 

87427 x MON 89034 x 1507 x MON 88017 x 59122 and sub-combinations. 

7. Feedback from the Scientific Committee/the Scientific Panels, EFSA, the 
European Commission 

7.1. Scientific Committee and other Scientific Panel(s) including their 

Working Groups 

In response to mandates from the European Commission, EFSA established two ad hoc Working 
Groups (WGs): (1) on GMOs engineered with Gene Drives, and (2) on Synthetic Biology. In order to 
prepare the GMO Panel to adopt the final outcomes of these lengthy and complex queries, the Unit 

committed to update regularly the Panel about the progress made by the ad hoc WGs: 

http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2016-00688
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(1) A scientific officer of the GMO Unit in charge of the ‘Gene Drive’ mandate explained that 
focus is on GM insects, their molecular characterization and environmental impacts. The 

WG already had its first meeting on 7 February, and the draft guidelines will be subject 
to a consultation of the public before completion. The Panel was informed that a 
Workshop on the problem formulation for the environmental risk assessment of gene 
drive modified insects will take place on 15 May; and that registration is open (deadline 

22 March). 

(2) Kick off meeting of the SynthBio WG took place on 24 January. Identification of case-
studies to test the existing guidance document was outsourced to an external 
contractor; report is expected by end of April. The WG will then start addressing the 

case-studies. 

A vice-Chair of the GMO Panel reported on discussions at last Scientific Committee meeting (e.g. 

EFSA policy on transparency and confidentiality, cross-cutting guidelines).  

7.2. EFSA including its Working Groups/ Task Forces 

Not applicable. 

7.3. European Commission 

The representative of the European Commission provided feedback on recent meetings held at the 
European Commission and informed the GMO Panel that next PAFF meeting will take place on 7 

March 2019. At this forthcoming PAFF meeting, the EFSA GMO Unit will present four scientific 

opinions recently adopted by the GMO Panel. 

8. Other scientific topics for information and/or discussion 

8.1. Appropriateness of the GM test material 

Not discussed.  

9. Adoption of the minutes 

The minutes of the current meeting will be adopted by written procedure and published at 

https://www.efsa.europa.eu/en/events/event/190227. 

10. Next meeting(s) 

The 130th GMO Plenary meeting will be held on 3 April 2019 (am) via tele-conference. 

 

https://www.efsa.europa.eu/en/events/event/190227
https://www.efsa.europa.eu/en/events/event/190227

