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PARTICIPANTS 
 
GMO Panel:   
Hans Christer Andersson, Detlef Bartsch, Howard Davies, Michael Gasson, Niels Hendriksen, 
Sirpa Kärenlampi, Ilona Kryspin-Sorensen, Harry Kuiper (Chair), Marco Nuti, Fergal O’Gara 
(Vice-Chair), Pere Puigdomenech Rosell1, George Sakellaris, Joachim Schiemann, Willem Seinen, 
Jeremy Sweet (Vice-Chair) and Jean-Michel Wal 
 
EFSA:  
Anna Christodoulidou (scientific officer), Herman Koëter2 (Deputy Executive Director and Director 
of Science), Karine Lheureux (scientific officer), Luisa Mannu (scientific officer), Geoffrey 
Podger2 (Executive Director), Suzy Renckens (scientific co-ordinator GMO Panel), Markus Röver 
(scientific officer), Ellen Van Haver (assistant scientific co-ordinator GMO Panel) 
 
European Commission: 
 
Michael Walsh (DG SANCO D5 – Interface Unit) 
 
APOLOGIES 
 
GMO Panel: 
Hans-Joerg Buhk, Marc De Loose, John Heritage, Angela Sessitsch and Jan Dirk Van Elsas 
 
 
 
 
1. WELCOME AND APOLOGIES FOR ABSENCE 
 
The Chairman opened the meeting and welcomed all. Apologies for absence were received from 
some Panel members as mentioned above. 
 
 
2. ADOPTION OF THE AGENDA 
 
The agenda was adopted as proposed.  
 
 
3. DECLARATION OF INTERESTS 
 
Panel members were invited to declare possible interests on topics included on the agenda. 
Declarations of interests with regard to GM maize 1507 and GM maize Bt11 applications were 
noted during the 10th Plenary meeting: 
 
http://www.efsa.eu.int/science/gmo/gmo_meetings/388/minutes_gmo_10_en1.pdf 
 
As regards GM LLRice62, several members indicated that they had been to some extent involved in 
the safety assessment process of this application at national level and provided a written 

                                                 

1 Only present on 8 December 
2 Only present for agenda item 5 

http://www.efsa.eu.int/science/gmo/gmo_meetings/388/minutes_gmo_10_en1.pdf
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declaration3. It was decided from these declarations that there was no conflict of interest and that 
the involvement in the national safety assessment process did not compromise the assessment of the 
applications dossiers by EFSA. 
 
 
4. ADOPTION OF THE MINUTES OF THE 14TH PLENARY MEETING HELD ON 20 OCTOBER 

2004 
 
The minutes of the 14th plenary meeting (20 October 2004) were adopted, subject to a few changes 
proposed by the Panel. The minutes of this meeting are published at: 
 
http://www.efsa.eu.int/science/gmo/gmo_meetings/652/gmo84_minutes_plenary14_20oct04_final_
web2.pdf  
 
 
5. OPERATIONAL PROCEDURES 
 
The GMO Panel discussed with the EFSA Executive Director and the Director of Science some 
operational procedures of EFSA and the GMO Panel. The importance of the communication of 
scientific issues to the outside world was discussed. Although the primary responsibility of risk 
communication is within the remit of EFSA, communicating technical details has to be in 
agreement with the (Chair of the) Panel. In preparation of the Management Board meeting of 16 
December 2004, a report “Throwing caution in the wind, A review of the European Food Safety 
Authority and its work on genetically modified foods and crops” submitted by Friends of the Earth  
was discussed, and more specifically the independence of the Panel members in providing objective 
scientific advice and opinions. The EFSA hierarchy underlined its believe that EFSA fully fulfils its 
role of providing independent, authoritative advice on issues related to GMOs, which was also 
stated in the statement published on the EFSA website as a response to the report of Friends of the 
Earth Europe: 
(http://www.efsa.eu.int/press_room/press_statements/716/pr_state01_gmo_v2_en1.pdf). Finally, 
the move of EFSA to Parma and the consequences on the travel and logistic arrangements for the 
Panel members were considered. 
 
 
6. DATA REQUIREMENTS FOR HYBRID APPLICATIONS 
 
Following several new applications on hybrids (see agenda item 11) received within the framework 
of Regulation (EC) 1829/2003, the Panel had a discussion whether the recently adopted guidance 
document for the risk assessment of GM plants and derived food and feed4 provides sufficient 
guidance for the assessment of hybrid applications. The Panel came to the following conclusion: the 
principles of risk assessment, as outlined in the GM plant guidance document, also apply to hybrids 
obtained by combining GMO events through conventional breeding. In the case where both parental 
lines have been assessed in detail by the GMO Panel or are authorised in the EU, the Panel may 
accept, on a case-by-case basis, that data for comparative assessment are obtained from one 
growing season of the hybrid. 
                                                 

3 LLRice62: Declarations were made by Detlef Bartsch, Hans-Joerg Buhk, Marc De Loose, Gijs Kleter, Harry Kuiper 
and Joachim Schiemann.  
4 Guidance document of the Scientific Panel on Genetically Modified Organisms for the risk assessment of genetically 
modified plants and derived food and feed, the EFSA Journal (2004) 99, 1-94. 
http://www.efsa.eu.int/science/gmo/gmo_guidance/660_en.html 

http://www.efsa.eu.int/science/gmo/gmo_meetings/652/gmo84_minutes_plenary14_20oct04_final_web2.pdf
http://www.efsa.eu.int/science/gmo/gmo_meetings/652/gmo84_minutes_plenary14_20oct04_final_web2.pdf
http://www.efsa.eu.int/press_room/press_statements/716/pr_state01_gmo_v2_en1.pdf
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7. QUESTION FROM THE COMMISSION REGARDING LLRICE62 (APPLICATION 

C/GB/03/M5/3 UNDER 2001/18) 
 
This item was discussed together with item 11.4. The application under 2001/18 (C/GB/03/M5/3) 
was submitted for import, processing and feed use, while the 1829/2003 application (EFSA-GMO-
UK-2004-04) is for food and feed use. The Panel intends to deal with these two applications 
simultaneously and to carry out an overall risk assessment of LLRice62. EFSA will approach the 
Commission on the procedure of the scientific review of applications submitted within the 
framework of both Directive 2001/18/EC and Regulation (EC) 1829/2003. 
 
A first meeting of the working groups (Molecular Characterisation, Food/Feed Safety and 
Environmental Risk Assessment) for evaluating LLRice62 has been scheduled. 
 
 
8. SELF TASKING ACTIVITY ON ANIMAL FEEDING TRIALS 
 
Following the request from the GMO Panel for a self tasking activity on “the use of animal feeding 
trials for the safety evaluation of whole GM food/feed”, a letter from the EFSA Deputy Executive 
Director and Director of Science was sent to the Panel to support this activity, but with the 
suggestion to broaden the scope of this self tasking activity to include non-GM food/feed 
(ingredients) or food/feed ingredient replacements (e.g. sugar and fat replacements, assumed inert 
materials, botanicals, “new” fruits and vegetables). The working group will comprise experts from 
other Panels which have a strong interest in this work (e.g. AFC, NDA, FEEDAP). 
 
Because of this broadened scope, the initially foreseen timeframe of this self tasking activity might 
be too short. A first meeting of this working group is scheduled for January 2005.  
 
 
9. SELF TASKING ACTIVITY ON ALLERGENICITY OF GM FOODS 
 
The Panel proposed to have a self tasking activity on the assessment of allergenicity of genetically 
modified foods. The aim of this activity is discussing and assessing strategies and methods 
currently used, identifying shortcomings and making proposals for improvement of the 
methodology. This could include the development of a new paradigm and more accurate and 
sensitive tests as to increase the level of assurance of non-allergenicity of GM crops/foods, 
particularly with regard to the evaluation of future generations of GMOs. A background document, 
the mandate as well as an indication of the timeframe for this activity will be submitted to the EFSA 
Deputy Executive Director and Director of Science for approval. 
 
 
10. PROGRESS REPORTS ON: 
 
10.1. Self tasking activity Post market environmental monitoring 
 
Based on its mandate, the working group on post market environmental monitoring (PMEM) 
initiated a series of consultation workshops with different stakeholders to establish a rationale and 
general framework for general surveillance as a component of post market environmental 
monitoring. The minutes of the first consultation workshop on general surveillance of GM crops, 
which was held on 1 September 2004, were published on the EFSA website 
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(http://www.efsa.eu.int/science/gmo/gmo_consultations/732_en.html). A second stakeholder 
consultation with environmental organisations has been scheduled for 10 December 2004. A third 
consultation with experts from Member States, being members of the Working Group on 
Monitoring of the Competent Authorities within the framework of Directive 2001/18/EC, will be 
held on 20 January 2005. 
 
10.2. Question from the Commission regarding GM maize Bt11 (application C/FR/96/05/10 
under 2001/18/EC) 
 
The Panel is awaiting additional information from the applicant.  
  
10.3. Question from the Commission regarding GM maize 1507 (application C/ES/01/01 
under 2001/18/EC 
 
The Panel received additional information related to post-market environmental monitoring of 1507 
maize from the applicant. This information will be assessed at the next working group meeting. 
 
10.4. Question from the Commission regarding guidance for GM food and feed applications 
under Regulation (EC) 1829/2003: Guidance on GM food/feed containing GMM  
 
A follow-up of the working group meeting of the GMM guidance document held on 30 November 
2004 was presented to the Panel. As the scope of Regulation (EC) 1829/2003 with respect to 
fermented foods is not very clear, scientific advice from EFSA on the risk assessment of these kind 
of products, provided as part of the guidance document, could be useful to the Commission in view 
of the report the Commission has to prepare on the implementation of Regulation (EC) 1829/2003 
according to Article 48 of that Regulation. 
A revised version of the current draft guidance document on GM food/feed containing GMM will 
be presented at the next working group meeting.  
 
 
11. APPLICATIONS RECEIVED UNDER REGULATION 1829/2003 
 
Since last Plenary meeting, EFSA received, via the UK and Belgium, three additional new 
applications within the framework of Regulation (EC) 1829/2003, bringing the total number of 
applications received by EFSA under this Regulation to eight.  
 
New applications: 
EFSA-GMO-UK-2004-06 GM maize MON863 x NK603 : under completeness check 
EFSA-GMO-BE-2004-07 GM maize MON863 x MON810 x NK603 : under completeness check 
EFSA-GMO-UK-2004-08 GM sugar beet H7-1: under completeness check 
 
With regard to application EFSA-GMO-NL-2004-02 (GM maize 1507), EFSA received some 
comments from Member States after the 90 days consultation as foreseen by Articles 6&18 (4) of 
Regulation (EC) 1829/2003. These comments will be considered during the assessment of 1507 
maize by the GMO Panel. 
 
 
12. APPOINTMENT OF RAPPORTEURS FOR NEW QUESTIONS 
 
Rapporteurs have been appointed for the new applications mentioned under item 11. 
 

http://www.efsa.eu.int/science/gmo/gmo_consultations/732_en.html
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13. STAKEHOLDER ISSUES 
 
The Panel was informed about the request from GeneWatch (UK) to have access to the applications 
that are submitted under Regulation (EC) 1829/2003 in accordance with Regulation (EC) 
1049/2003. EFSA is currently investigating the issue. The Panel was also informed about the report 
of Friends of the Earth as discussed under item 5. 
 
 
14. FEEDBACK FROM AND TO THE SCIENTIFIC COMMITTEE 
 
Since last Plenary meeting of the GMO Panel, there was no Plenary meeting of the EFSA Scientific 
Committee.  
 
 
15. OUTCOME MEETING REGULATORY COMMITTEE UNDER 2001/18/EC 
 
The Panel was informed about the meeting of the Regulatory Committee under Directive 
2001/18/EC that was held on 29 November 2004. With regard to maize MON863 there was no 
qualified majority for approval of the placing on the market of this maize product. The French 
“Commission du Génie Biomoleculaire” has revised its opinion with regard to MON 863, stating 
that there are no safety concerns for animal health following consumption of MON 863 feed. 
 
With regard to the safeguard clauses invoked under Article 23 of Directive 2001/18/EC by Austria, 
Luxembourg, Germany, France and Greece, there was no qualified majority on the draft 
Commission Decision to withdraw the safeguard clauses. The draft measure will be transmitted to 
the Council which would have three months to act. 
 
 
16. DATES OF FUTURE MEETINGS 
 
The following dates have been proposed for plenary meetings in 2005: 
18-19 January; 2-4 March; 20-21 April; 8-9 June; 5-6 July; 13-14 September; 25-26 October; 6-7 
December. 
 
 
17. ANY OTHER BUSINESS 
 
Some items for next plenary meetings have been proposed, such as the 7th framework program of 
DG Research, the state of the art of second generation products and molecular farming. 
 
The Panel was informed about the outcome of the BRIGHT project. The result of a 4-year study 
carried out with the objective to assess the implications of the cultivation of GM Herbicide Tolerant 
(GMHT) winter oilseed rape and sugar beet for agriculture and the environment has been published. 
The report concludes that the study did not observe any direct impact of GM crops on the 
environment or the agriculture production.  The differences observed are reported to be due to the 
different herbicide programmes.  In both crops (GM sugar beet and GM winter oilseed rape), the 
costs of herbicides treatment were lower than those used on conventional crops, with a greater 
control of weeds. The report is available at http://www.hgca.com. 
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The Panel was informed about the draft guidance document for Industry from the US Food and 
Drug Administration. The report can be found at: http://www.cfsan.fda.gov/~dms/bioprgui.html. 
   
 
 

http://www.cfsan.fda.gov/~dms/bioprgui.html
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