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Participants  

 Panel Members: 

Nicholas Birch, Josep Casacuberta, Adinda De Schrijver, Mikolaj 
Antoni Gralak, Philippe Guerche, Huw Jones, Barbara Manachini, 

Antoine Messéan, Hanspeter Naegeli, Elsa Nielsen, Fabien Nogué, 
Christophe Robaglia, Nils Rostoks, Jeremy Sweet, Christoph Tebbe, 

Francesco Visioli and Jean-Michel Wal 

 Hearing Experts1: 

None 

 European Commission representatives: 

Béatrice Marquez-Garrido and Hans Moons (DG SANTE) 

 EFSA:  

GMO Unit: Fernando Álvarez, Michele Ardizzone, Herman Broll, 

Giacomo De Sanctis, Yann Devos, Antonio Fernández Dumont, Silvia 
Federici, Andrea Gennaro, José Ángel Gomez Ruiz, Marina 

Koukoulanaki, Anna Lanzoni, Sylvie Mestdagh, Franco Maria Neri, 
Claudia Paoletti, Nikoletta Papadopoulou, Konstantinos 

Paraskevopoulos, Matthew Ramon, Kamila Sfugier and Elisabeth 
Waigmann 

Other EFSA Units/Directorates: none 

 Observers (in application of the guidelines for observers
2
):  

None 

 Others: 

Alberto Davalos, IMDEA for item 8.1 only. 

1. Welcome and apologies for absence 

                                       
1 As defined in Article 11 of the Decision of the Executive Director on Declarations of Interest: 
http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf.  
2 http://www.efsa.europa.eu/en/stakeholders/observers.html  

http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
http://www.efsa.europa.eu/en/stakeholders/observers.html
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The Chair welcomed the participants.  

2. Adoption of agenda 

The agenda was adopted without changes. 

3. Declarations of Interest  

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes3 and the Decision of the Executive Director on 

Declarations of Interest4, EFSA screened the Annual Declarations of 
Interest and the Specific Declarations of Interest filled in by the experts 

invited for the present meeting. No Conflicts of Interest related to the 

issues discussed in this meeting have been identified during the screening 
process or at the Oral Declaration of Interest at the beginning of this 

meeting. 

4. Report on written adoption procedure since 119th 

Plenary meeting 

The minutes of the 121st (Open) Plenary meeting held on 7-8 March 2018 

were adopted by written procedure on 22 March and were published on 
23 March on the EFSA website. 

The Chair asked for feedback from the GMO Panel and GMO Unit on this 
last plenary meeting that was open to the public. To the post-meeting 

survey observers provided a positive feedback, exception made of some 
web-streamers who pointed out technical issues preventing them to listen 

to the beginning of the meeting. 

Overall Panel members noted a shift in the target audience and that the 

main interest came from biotech companies. The Head of the GMO Unit 

acknowledged that interest from other stakeholders such as non-
governmental organisations has indeed decreased over time.  

5. Scientific outputs submitted for discussion and/or 
possible adoption 

5.1. Assessment of genetically modified maize 4114 for food 
and feed uses, under Regulation (EC) No 1829/2003 

(application EFSA-GMO-NL-2014-123) (EFSA-Q-2014-
00850) 

 

                                       
3 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf 
4 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf 

http://www.efsa.europa.eu/sites/default/files/event/180307-m.pdf
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2014-00850
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2014-00850
http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Genetically modified maize 4114 was developed through Agrobacterium 
tumefaciens-mediated transformation to provide protection against 

certain lepidopteran and coleopteran pests by the expression of the cry1F, 
cry2Ab2 and cry1A.105 genes derived from Bacillus thuringiensis, and 

tolerance to the herbicidal active ingredient glufosinate-ammonium by 
expression of the PAT gene derived from Streptomyces 

viridochromogenes. 

The GMO Panel had discussed this application in a previous meeting.5 At 

that time the GMO Panel was not in the position to complete its risk 

assessment of maize 4114 because of pending additional information from 
the applicant pertaining to a complete dietary exposure assessment 

(including use of maize 4114 as sweet maize and popcorn).  

Following submission of the missing information, the standing Working 

Groups completed their evaluation, amended and supplemented the text 
of the scientific opinion. 

In this meeting, the GMO Panel revised the draft opinion mainly in the 
sections that had been updated since the last discussion at the plenary 

meeting. The EFSA GMO Panel subsequently adopted the draft opinion, 
which will be published on the EFSA website and on the EFSA Journal. 

5.2. Mandate to develop a technical note to the applicants on, 
and checking of, the quality of the methodology, analysis 

and reporting covering full sequencing and insertion site 
analysis of the genetically modified (GM) event, and 

generational stability and integrity (EFSA-Q-2017-

00706) 

The chair of the GMO Working Group6 on ‘Sequencing Quality’7 first 

reminded the Panel of the mandate received from the European 
Commission. Late 2017 the European Commission tasked EFSA to develop 

guidelines which will explain the requirements and recommendations for 
the use of DNA sequencing information in the context of the risk 

assessment of GMOs with respect to (1) the sequencing of insert(s) and 
flanking regions, (2) the insertion site analysis and (3) the generational 

stability/integrity. 
 

In order to address this very specific request a dedicated Working Group 
was set up which already met at five occasions.6  

 

                                       
5
 https://www.efsa.europa.eu/sites/default/files/event/180124-m.pdf 

 
6 http://www.efsa.europa.eu/en/gmo/working-groups 
 

 

http://www.efsa.europa.eu/en/publications
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2017-00706
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2017-00706
https://www.efsa.europa.eu/sites/default/files/event/180124-m.pdf
http://www.efsa.europa.eu/en/gmo/working-groups
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A member of the GMO Unit presented the current outcome of the 
discussions by the GMO Working Group on the Technical Note on 

Sequencing Quality. The Working Group took in consideration the fast-
evolving nature of the New Generation Sequencing techniques in order to 

deliver up-to-date and sustainable guidelines in support to the risk 
assessment of GMOs.  

 

In addition to technical requirements pertaining to the material to be 

sequenced and the methods, the explanatory note will also provide 

applicants with guidelines on how to report the sequencing information 
(e.g. structure, data format and annotations of the final sequence). 

The GMO Panel was informed that the quality check on sequencing 
currently conducted by JRC will be taken over by EFSA for new 

applications submitted as of October 2018.  

The explanatory note will be presented to the GMO Panel for adoption at 

its plenary meeting in May. A member from the GMO Unit indicated that a 
webinar could be organized on the topic. 

The Chair of the Working Group thanked the EFSA staff, Working Group 
members and JRC colleagues for the hard work.  

From an organizational viewpoint, the Head of the GMO Unit informed the 
Panel that further internal discussions are still needed on tools and 

software to analyse the sequence data. 

6. New Mandates  

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

On 13 April 2018, EFSA received the following new application from 
Syngenta Crop Protection NV/SV:  

 EFSA-GMO-DE-2018-149 for authorization of maize Bt11 x 
MIR162 x MIR604 x MON 89034 x 5307 x GA21 for import and 

processing 

6.2. Annual Post-market environmental monitoring reports of 

GM plants  

None 

6.3. Other Requests and Mandates 

None 

7. Feedback from the Scientific Committee/Scientific 
Panels, EFSA and the European Commission  
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7.1. Scientific Committee and other Scientific Panel(s) 
including their Working Groups 

The Vice Chair of the GMO Panel reported on the Open plenary meeting of 
the Scientific Committee that took place on 11-12 April 2018. 

The Scientific Committee (SC) endorsed a Guidance Document on 
Communicating Uncertainty in Scientific Assessment that will undergo a 

public consultation. 

The SC discussed and commented on a guidance document on the Risk 

Assessment of Chemical Mixtures. The updated document will be 

presented to the SC at its next meeting for possible endorsement before 
public consultation.  

A member of the GMO Panel provided feedback on the SC Working Group 
on Genotoxicity and on the draft guidance on genotoxicity that will be 

proposed to the SC for endorsement before public consultation. 

7.2. EFSA including its Working Groups /Task Forces 

None 

7.3. European Commission 

The representative of the European Commission (EC) informed the Panel 
on (1) application RX-006 being tabled at the next appeal committee 

meeting, and (2) application EFSA-GMO-NL-2011-92 being tabled at the 
next week PAFF meeting.  

The representative of the EC briefly presented a few amendments of the 
EC proposal to review of the General Food Law (Regulation 178/02). The 

EC proposal is a response to citizens’ concerns and aims to increase 

transparency in EU decision-making and risk assessment. 

The EC proposal (link) includes e.g.  

 More transparency of scientific studies by allowing citizens greater 
access to the information they contain;  

 Empowerment of EFSA to commission scientific studies in 
exceptional cases, upon request of the Commission and financed by 

the EU budget;  

 Strengthened risk communication to citizens through increased 

coordination with EU and national risk managers; 

 Consulting the public on new and renewal applications.  

The EC proposal was submitted to Member States and European 
Parliament. The EC aims at an adoption by mid-2019. 

  

http://europa.eu/rapid/press-release_MEMO-18-2942_en.htm
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8. Other scientific topics for information and/or discussion  

8.1. Literature review of scientific information on RNAi to 

support the food/feed risk assessment of RNAi-based GM 
plants  

The contractor presented the outcome of the EFSA procurement on a 
literature review of scientific information on RNAi to support the 

food/feed risk assessment of RNAi-based GM plants. The GMO Panel and 
Unit expressed its appreciation for the presentation and discussed the 

contractor’s findings. 

9. Any other business 

9.1. Horizontal topics  

The reporting on applications EFSA-GMO-BE-2016-138 and EFSA-GMO-
NL-2017-143 both dealing with a male sterile rapeseed event was 

discussed. EC confirmed its request to EFSA to issue two distinct scientific 
opinions despite the scientific peculiarities and subsequent technical 

limitations pertaining to these applications.   

9.2. Research proposals for the future European calls (FP9) 

The Head of the GMO Unit called for proposals for research priorities and 
collected suggestions from Panel and Unit members. 

9.3. G-TwYST meeting 

A GMO Unit representative presented feedback from the G-TwYST 

meeting held on 16 April in Bratislava. The draft conclusions and 
recommendations will be circulated to the Panel members for information.  

10. Adoption of the minutes of the current meeting 

The minutes of the current meeting were adopted by written procedure on 
16 May 2018. 


