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PARTICIPANTS 
 
GMO Panel:   
Hans Christer Andersson, Detlef Bartsch, Howard Davies1, Marc De Loose, Michael Gasson1, Niels 
Hendriksen, Sirpa Kärenlampi, Ilona Kryspin-Sorensen, Harry Kuiper (Chair), Marco Nuti, Fergal 
O’Gara2 (Vice-Chair), Pere Puigdomenech Rosell1, George Sakellaris, Joachim Schiemann, Willem 
Seinen, Angela Sessitsch and Jeremy Sweet (Vice-Chair), Jan Dirk Van Elsas and Jean-Michel Wal 
 
Ad Hoc experts: 
Tony Hardy3 (PPR Panel), Richard Phipps3 (University of Reading) 
 
EFSA:  
Karine Lheureux (Scientific officer), Suzy Renckens (scientific co-ordinator GMO Panel), Ellen 
Van Haver (assistant scientific co-ordination GMO Panel) 
 
European Commission: 
Michael Walsh4 (DG SANCO D5 – Interface Unit) 
 
APOLOGIES 
 
GMO Panel: 
Hans-Joerg Buhk and Colin Hill 
 
 
 
 
1. WELCOME AND APOLOGIES FOR ABSENCE 
 
The Chairman opened the meeting and welcomed all. Apologies for absence were received from 
Hans-Joerg Buhk and Colin Hill. 
 
 
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. 
 
                                                 

1 Only present on 25-26 May 
2 Only present on 24-25 May 
3 Only present on 25 May 
4 Only present on 26 May 

http://www.efsa.eu.int/science/gmo/gmo_meetings/388/minutes_gmo_10_en1.pdf
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No interests were declared for the other agenda items. 
 
 
4. ADOPTION OF THE MINUTES OF THE 10TH PLENARY MEETING HELD ON 22 APRIL 

2004 
 
The minutes of the 10th plenary meeting (22 April 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/388/minutes_gmo_10_en1.pdf.  
 
 
5. STAKEHOLDER CONSULTATION ON GMO GUIDANCE DOCUMENT 
 
5.1. Preparation of the meeting – written comments (24 May) 
 
In accordance with Regulation (EC) No. 1829/2003, EFSA was requested by the European 
Commission to publish detailed guidance to assist the applicant in the preparation and presentation 
of applications. The GMO Panel prepared a draft guidance document on GM plants and derived 
food and feed.  It was published on the EFSA website on 7 April 2004. Interested parties could 
submit written comments through an on-line consultation process until 9 May 2004. EFSA received 
about 460 specific comments from 38 contributors, covering every chapter and section of the 
document. 
  
The GMO Panel discussed the main comments to be addressed during the presentations at the 
Stakeholder meeting of 25 May. 
 
5.2. Stakeholder consultation (25 May) 
 
Introduction 
 
Invitations were addressed to experts in GMO risk assessment from consumer organisations, NGOs 
and industry associations, from the EU Members States (through the EFSA Advisory Forum and 
Competent Authorities for Regulation 1829/2003 and Directive 2001/18) and the European 
Commission, from some food safety authorities outside the EU and from international organisations 
with an interest in the subject. About 80 stakeholders registered for the meeting. 
 
The objective of the meeting was to provide all stakeholders with the opportunity to comment on 
the draft guidance document and to exchange views on their comments with the GMO Panel 
members and for the Panel to understand from the stakeholders what their concerns are and how 
these could be addressed in the guidance document. 
 
Given EFSA’s mandate, the consultation only focused on the scientific assessment of the safety of 
GMOs and their possible environmental impact. Consequently, the GMO Panel did not cover 
considerations related to risk management aspects (e.g. labelling, traceability, coexistence…) or 
socio-economic or ethical concerns. 
 
 
Presentations 
 
The meeting was opened by Herman Koëter, Deputy Executive Director of EFSA and chaired by 
Harry Kuiper, Chair of the GMO Panel. Following a general introduction of the Panel and the 

http://www.efsa.eu.int/science/gmo/gmo_meetings/388/minutes_gmo_10_en1.pdf
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consultation on the guidance document by Suzy Renckens, Scientific Coordinator of the GMO 
Panel, different members of the GMO Panel gave concise presentations on defined elements of the 
GMO risk assessment process and the main comments received. Each presentation was followed by 
a lively discussion on the corresponding part of the Guidance Document.  

The programme of the stakeholder meeting was as follows: 

- Welcome and Science at EFSA - Herman Koëter 
- Introducing the GMO Panel; Internet consultation on guidance document - Suzy Renckens 
- General introduction of the guidance document: ‘Risk assessment of genetically modified 

plants and derived food and feed’  - Harry Kuiper 
- Scope and legal background – Sirpa Kärenlampi 
- Molecular characterisation – Howard Davies 
- Food and feed safety – Comparative analysis – Hans Christer Andersson  
- Food and feed safety – Toxicology – Willem Seinen 
- Food and feed safety; Allergenicity/ Post market food/feed monitoring – Jean-Michel Wal  
- Environmental risk assessment – Jeremy Sweet 
- Post market environmental monitoring – Detlef Bartsch 
- Concluding remarks and follow up – Harry Kuiper 
 
The presentations will be made available on the EFSA website 
(http://www.efsa.eu.int/consultation/483_en.html) as well as summary report of the meeting.  
 
An overview of the comments and questions that were raised during the consultation can be found 
in the annex to these minutes. 
 
 
5.3. Evaluation (26 May) 
 
The GMO Panel was pleased with the outcome of the stakeholder consultation, and experienced it 
as very useful to receive feedback from the stakeholders on the draft guidance document. 
  
As a next step the GMO Panel will revise the draft guidance document taking into consideration the 
comments received. The finalisation of the document is foreseen in the autumn of 2004. 
 
 
6. NEW REQUESTS FROM COMMISSION: ADOPTION OF MANDATES AND DESIGNATION 

OF RAPPORTEURS 
 
6.1. Question from Commission regarding GM maize 1507 (application C/ES/01/01 under 
2001/18) 
 
EFSA received a second request from the Commission relating to 1507 maize within the framework 
of Directive 2001/18/EC. The scope of this application (C/ES/01/01; question EFSA-Q-2004-014) 
comprises cultivation of 1507 maize.  
 
6.2. Question from Commission regarding ‘safeguard clauses’ invoked under 2001/18 
 
EFSA received from the Commission two requests for an opinion regarding additional information 
submitted in the context of existing ‘safeguard clauses’ invoked under Article 16 of Directive 

http://www.efsa.eu.int/consultation/483_en.html
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90/220/EEC by Austria and Greece, respectively. The GMO Panel accepted the mandate for these 
requests. 
  
7. PROGRESS REPORTS ON: 
 
7.1. Question from Commission regarding GM maize Bt11 (application under 2001/18) 
 
A meeting of the working groups (Molecular Characterisation, Food/Feed Safety and 
Environmental Risk Assessment) for evaluating Bt11 maize was scheduled after the Plenary 
meeting. The outcome of this meeting will be discussed at the next Plenary meeting. 
  
7.2. Question from Commission regarding GM maize 1507 (application under 2001/18) 
 
The GMO Panel identified some issues to be further clarified/documented by the applicant. 
 
A meeting of the working groups (Molecular Characterisation, Food/Feed Safety and 
Environmental Risk Assessment) for evaluating 1507 maize (C/NL/00/10) was scheduled after the 
Plenary meeting. The outcome of this meeting will be discussed at the next Plenary. 
 
7.3. Question from Commission regarding guidance for GM food and feed applications 
under Regulation (EC) 1829/2003: guidance on GM food/feed containing GMM 
 
An updated version of the guidance document of genetically modified micro-organisms (GMM) 
was distributed during the meeting. A further discussion of this document was deferred to the next 
plenary meeting. 
 
7.4. Question from Commission regarding guidance for GM food and feed applications 
under Regulation (EC) 1829/2003: guidance on food/feed substances produced from/with 
GMOs 
 
Discussion in this item was deferred to the next plenary meeting.  
 
7.5. Self tasking activity Post market environmental monitoring 
 
The rapporteur of the working group on post market environmental monitoring (PMEM) briefly 
discussed the outcome of the meeting held in May 2004. Further working group meetings have been 
scheduled. 
 
It was decided to organise a hearing with the applicants on the PMEM plans that have been 
submitted with the 2001/18/EC applications covering cultivation of GM maize. 
 
 
8. EVALUATION OF WORKING PROCEDURES 
 
The discussion was deferred to a later date. 
 
 
9. DATE AND PLACE OF FUTURE MEETINGS 
 
Some dates for working group meetings were proposed. 
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10. ANY OTHER BUSINESS 
 
The GMO Panel was informed about two requests that EFSA has received from Germany. One 
request concerns the ‘Procedure for the regulatory evaluation of products made using transgenic 
plants and the respective possible ways of placing them on the market as (veterinary) medicine, 
food/animal feed, or as an additive’. The second request is on the ‘Classification of altered lactic 
acid bacteria as non-GMOs’. The Panel members were asked to reflect on the acceptability of these 
requests.  
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Annex 
 
 

Comments and questions raised during the Stakeholder Consultation 
 
 
The following list provides an overview of the comments and questions that were raised during the 
consultation in chronological order, as noted by the Secretariat. It is not intended to be a 
comprehensive record of the deliberations that took place; nor does it indicate that the GMO Panel 
has endorsed the comment or question listed. The comments will be considered during the 
redrafting of the guidance document. Answers to questions are not reported. 
 
- Compared to the EU guidance document of the Joint WG on Novel Foods and GMOs (March 2003), there are 

many similarities and improvements in specifications in the draft guidance document on GM plants. However, the 
requirements in the current draft guidance document have been strengthened. As there are currently different 
working groups (for instance the self-tasking activity on post-market environmental monitoring) of the GMO Panel 
dealing with some issues of the guidance document, will there consequently be a revision of the guidance 
document? 

 
- In view of existing international guidelines (OECD, Codex Task Force on Biotech, Animal Feeding), will it be the 

intention of EFSA to sent the guidance document to the OECD/Codex to spread the word on a global basis? 

- It is important to reach harmonisation in the EU at the highest possible safety level and to have a common 
understanding of concepts and terminology. With regard to the draft guidance document, different parts of 
Directive 2001/18/EC are used in a non-systematic way. For example, requirements of Annex III (information 
elements to be provided by the notifier) and of Annex II (principles for risk assessment and conclusions of the 
environmental risk assessment) are mixed throughout the draft guidance document. This could potentially lead to 
confusion and not to the aim of this exercise, i.e. to harmonisation and common understanding. The draft guidance 
does not explicitly follow the different steps of the risk assessment process (i.e. hazard identification, hazard 
characterisation, exposure assessment and overall risk) when it comes to the level of detail. An additional chapter 
on overall risk assessment would be helpful, but it is also recommended to look through the document to the other 
parts of the different steps of the risk assessment. 

- Question regarding the articulation between the guidance document and guidelines. Both the food law and the 
Regulation on GM food/feed foresee that the guidelines governing the scientific evaluation are the competence of 
the Commission via the Comitology procedure. How does the Panel see this articulation and how does the Panel 
foresee to fit to this requirement?  

 
- The trait present in the plant is the main subject to consider, the technology itself is not so important. Traditional 

breeding, crossing or cell fusion within one plant family are not considered as gene technology according to the 
Carthagena Protocol. The plant genome is full of jumping sequences that are activated by plant breeding. 
Traditional plant breeding leads to a great concentration of unintended mutations, other sequences become 
inactivated by DNA methylation. There is a hidden genetic variation in every plant species (crosses). Traditional 
breeding is not controlled, during which also unintended effects occur. It is better to introduce one single gene 
using genetic modification, which is more controlled than traditional breeding. Traditional plant breeding as a 
technology should be taken as the baseline, and it should be compared to gene technology that is much more 
controlled. This up-to-date information should be introduced in the guidance document. 

 
- For applications including cultivation, the interplay between the two regulations 2001/18/EC and 1829/2003 is 

questioned, as well as the interaction with the competent authorities for 2001/18/EC. The worry is that specific 
characteristics of the different environments in Europe would not be taken into account in a similar way as would 
be the case when the notification would be granted under Directive 2001/18/EC. 

- Open Reading Frames (ORF’s) do not require specific regulatory oversight. ORF’s are known from traditional 
breeding as mutations and those are regulated in different ways. The whole approach of molecular characterisation 



 

EFSA/GMO/62 - Minutes 11th Plenary Meeting of the GMO Panel Page 8 of 9 

should be flexible in the future and all the scientific developments that are going on should be taken into account 
and in that way we will have a fruitful discussion were needed. 

 
- The stability of expression of transgenes is only an issue of product quality (an ordinary agronomic question 

whether the product is always similar), not an issue of risk assessment. Only when a harmful trait has been silenced 
(with anti-sense technology), then it should be checked if the trait is enough silenced in next generations. But 
mostly it is not a question of risk assessment but of product quality. Every gene varies in its expression which is a 
natural property of genes. 

- It is difficult to work with a minimum list of compounds; it should be avoided that different Member States ask for 
other compounds that have not been tested, thereby delaying the process. It would be helpful if the guidance went 
further than the minimum list in order to have a clear list what is required by all Member States. 

 
- What is meant by quality assessed data? Quality assurance (GLP) is only mentioned in respect to toxicity testing. 

Why does the guidance document not extent the need for GLP to all safety relevant studies? 
 
- With regard to the question on how many seasons, feeding trials, … are needed for the gathering of compositional 

data, there has been a discussion between industry and several Member States. The outcome was: 2 years, 
minimum of 4 field trials for each year, i.e. 8 field trials in total. 

 
- Within the framework of Directive 2001/18/EC, the chapter on field trials is too prescriptive. Describing which 

criteria a field trial should need in order to yield data that can be used, could easily be misread as these would be 
the criteria for field trials that you can allow for part B releases under Directive 2001/18/EC, which is obviously 
not true. 

- With regard to the anticipated intake and the extent of use, the requirements in the document are rather vague. 
What about “heavy users”? Will EFSA create a database with consumption data comparable throughout all 
Member States? Exposure data are very important to assess the safety and the nutritional impact, which cannot be 
excluded from the compositional comparisons? 

- The document should differentiate between field trials under part B of 2001/18 (for environmental risk assessment) 
and field trials as meant in the document to generate the data for the product risk assessment (part C). It is 
understandable that the guidance document should indeed not be a cookbook because there has to be a case-by-
case approach. However, for a comparative analysis it should be assured that the field trials with the comparator 
and the GM plant are as comparable as possible with respect to environmental conditions, influences, growing 
seasons and also harvest, storage and treatment after harvest before going into the scientific analysis of the 
nutrients, antinutrients and other key components. Some more detailed guidance on best practice for field trials as a 
basis for this statistically sound approach could be elaborated and included in the draft guidance document.  

- In the case of soybean, which part has to be tested (raw material, processed product)? Should all separate 
ingredients be tested? 

- With regard to testing the original crop or the processed product, why the raw material has to be tested as this is 
not the end product? 

- Demonstration of the safety of a new protein should only be a minor issue. With traditional plant breeding, 1000 of 
unknown genes are inserted from wild plants with unknown proteins. The safety and allergenicity have never been 
tested for these plants (cfr. wild plants that are consumed nowadays). 

- The language in the guidance document should carefully be looked at with regard to safety equivalence studies 
versus toxicity studies. As it is extremely difficult to get the available amount of proteins for a 28 days toxicity 
study, why not proposing a single high dose testing instead of a 28-day study? A whole food safety feeding study 
can in addition be proposed for assessing long term effects. The OECD guideline No. 407 is for the testing of 
chemicals instead. 

- In relation to the previous intervention: Single dose testing is only for plant pesticide proteins, not for proteins for 
food or feed purposes. Why disregard the toxicology endpoints of chronic testing with respect to proteins? 
According to the guidance document, a 90-day whole food testing has to be performed if there are any indications 
of unintended effects. However, a study analysing different dossiers (258/97 and 90/220/EEC) demonstrated that 
there were significant differences in composition almost in each dossier analysed. What would constitute an 
indication of an unintended effect that would trigger a whole food study? 
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- A 90-day toxicity study of the whole food should only be performed if there are modifications beyond natural 
variations. In the guidance document it is mentioned that a 90-day study should be performed if there is any 
indication of unintended effects. This is however very vague and more details should be given when exactly a 90-
day study is required. 

 
- The guidance provides for a very comprehensive evaluation. Within the non-GM novel food area, the additive and 

flavouring area, we are not aware of such a comprehensive guidance on the evaluation of allergenicity. With regard 
to refined products, such as oil, where it is tried to show the absence of proteins, what is the cut-off point in terms 
of molecular size for a peptide. When does a peptide become a protein, and thus could be an allergen? This should 
be reflected in the guidance document. 

 
- Within the bioinformatic approach, the guidance document should endorse the 8 amino acid homology search. 
 
- Most proteins do not show homology to known allergens and are not from an allergenic source. In this case the 

guidance document only foresees pepsin testing. If the protein is easily digestible, will there be in any case a target 
serum screen? It is quite unclear what particular reasons must apply in order to proceed with additional testing, and 
are there examples?  

 
- There is no scientific reason why genetic modification would increase the allergenic risk compared to traditional 

breeding (e.g. allergenicity for kiwi). 
 
- It should be made more clear that there is a relationship between the guidance document and the annexes of 

Directive 2001/18/EC (Annex II and III). There should be a better distinction in the guidance document between 
the environmental risk assessment and the food/feed safety evaluation. 

 
- Issue of environmental liability/environmental damage (see directive on liability): what a benefit is for some, may 

be an adverse effect for others (depending of the scale, user; e.g. Farm Scale Evaluations in the UK). 
 
- The environmental risk assessment should be more clearly mentioned in the guidance document and the connection 

to Directive 2001/18/EC by direct cross links in the different chapters (chapters 8-11). Where to draw the line 
between risk assessment (RA) and risk management (RM), and how is the interaction? 

 
- The link to 2001/18/EC should indeed be clarified, as well as the task of EFSA and the contact points of the 

environmental risk assessment. There is some room for improvement in the context of national perspectives for 
protected areas. These concepts are missing, as well as how to deal with their risk assessment. Also more details on 
protected goods in the context of hazard identification and assessment should be included. Regarding the issue of 
RA/RM,, it should be made more clear what has to be done within RA and what has to be done for monitoring.  

 
- The guidance document should indeed not be a cookbook; however, it should be as precise as possible. The 

guidance should include information on “best practice” and field trials should be designed for the environmental 
risk assessment. 

 
- With regard to sections 9.6 and 9.7 (Effects on human/animal health) and in the case of a cultivation dossier only, 

are all chapters of section 7 (food/feed safety evaluation) to be dealt with? 

- With regard to monitoring, how to find the base level to compare with and how to find good parameters for a not 
very carefully biologically based monitoring? 

 
- With regard to case-specific monitoring, should this also be carried out in cases of scientific contradicting data? 

- In the guidance document it is mentioned that general surveillance is not a substitute for general environmental 
monitoring by Member States. What is meant by this? Environmental monitoring at regional level is a task of the 
Member States. However, Directive 2001/18/EC states that environmental monitoring is the responsibility of the 
notifier and it should be agreed upon. It is not mentioned in the Directive that it is the task of the Member States.  

 
- Monitoring is considered as the highest tier in the tiered approach on top of the environmental risk assessment. It is 

not always required by default, but you are guided into monitoring by the conclusions of the environmental risk 
assessment. It is important that the case-by-case approach is stressed everywhere in the document. With case-
specific monitoring as the top tier, which you are guided into if necessary, it is not difficult to think of scenario’s 
where it is not necessary to do case-specific monitoring. All efforts and money can be put on general surveillance 
which is mandatory in the Directive. Examples do exist of general surveillance through farmer’s questionnaires.  


