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I. PARTICIPANTS 
The list of participants is enclosed (see Annex) together with apologies received.   
 

II. INTRODUCTION (CHAIR: D. BARTSCH) 

The Chairman of the sub working group on the update of the Environmental Risk Assessment (ERA) 
guidance document (sub ERA GD WG), Detlef Bartsch, welcomed the applicants in Berlin. He briefly 
explained that the stakeholders’ consultation workshop was organised for 3 days: 1) the first day dedicated to 
the applicants, 2) the second day to the experts from Member States and finally 3) a third day to 
environmental institutions and environmental non-governmental organisations. 
The Deputy Head of the EFSA GMO Unit, Elisabeth Waigmann, informed the participants that EFSA will 
prepare an EFSA meeting report that will be submitted to participants for comments and then published on 
EFSA website as an EFSA report. 
 
III. TOUR DE TABLE OF PARTICIPANTS 
The participants introduced themselves during a tour de table (see the Annex). 
 
IV. PRESENTATIONS AND DISCUSSIONS 

Note: Please note that the slides presented by the EFSA experts were distributed in advance of the 
stakeholders’ meetings and will be made publicly available on the EFSA website, together with this EFSA 
report of the meeting. 
 
1) General update of the ERA guidance document (Speaker: D. Bartsch; Chair: J. Sweet) 
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The Chairman of the sub ERA GD WG, Detlef Bartsch, set the scene providing the participants with some 
background information (e.g. EC overall mandate, deadline, public consultation, ongoing activities of 
respective EFSA working groups) and in particular, the state of play of the discussion within the EFSA sub 
ERA GD WG (e.g. new sections). The overall structure of the updated ERA Guidance Document was 
illustrated with section 9.4 concerning the interactions between the GM plants and target organisms. He 
stressed that all the information, including slides, disclosed during the meeting should not be considered as 
the final opinion of the EFSA experts but solely as work in progress. The draft updated Guidance Document 
is under development and therefore still need further discussions, changes and adjustments. 

 
DISCUSSION: 

The applicants questioned whether the Insect Resistance Management (IRM) plan, being mainly a risk 
management (RM) tool, should be part of the information provided within the environmental risk assessment 
(ERA) and why all data provided for the IRM should also be repeated in the ERA (e.g. frequency resistant 
individuals or resistance alleles). The EFSA experts clarified that the resistance development should be 
considered as an environmental issue, as it is mentioned in the Annex II of the Directive 2001/18/EC and 
should be considered in both the ERA as well as in the Insect Resistance Management plan. The EFSA 
experts considered that background information published in the scientific literature and/or from experiences 
gained worldwide is useful and relevant. However, the implementation of specific management measures fall 
under the responsibility of the risk managers.  
The applicants questioned if the updated ERA GD will be applied retroactively. EFSA explained that there 
will be a transition phase, as foreseen for the updated molecular characterisation and food-feed updated 
Guidance Document.  As mentioned in the mandate from DGENV to EFSA, the updated Guidance 
Document will have “a regulatory status and will be adopted by the Member States”. The representative of 
the EU Commission (DGENV) mentioned that the issue is currently under discussion at the EC level in the 
context of the updated molecular characterisation and food-feed Guidance Document.  
 
2) Non-target organisms (Speaker: S. Arpaia, Chair: L. Roda) 
The Chairman of the EFSA self-tasking working group on non-target organisms (EFSA NTO WG), 
Salvatore Arpaia, gave a short state of play of the activities of the working group (e.g. draft working 
document, review by external referees, public consultation, deliverables). He went through the different steps 
of the NTO risk assessment starting with a clear problem formulation considered as paramount. He 
developed other important points like the selection of appropriate NTOs (= ‘focal’ species) via identification 
of relevant functional groups (considering agro-ecological, functions in farming) as well as the proposed 
approach for NTO testing, including the so-called ‘extended compositional analysis’.      

 
DISCUSSION: 

Slide 17 (Figure 4) was considered by all participants as the core slide of this section and raised a general 
requirement for more explanation. The EFSA experts explained that two documents will be prepared by the 
EFSA NTO WG: i) a scientific opinion of the GMO Panel on NTOs which will provide more detailed 
explanation on the reasoning and argumentation for the approach for NTOs; ii) a guidance document that 
will be part of the full updated ERA GD. Moreover, the chair of the EFSA NTO WG mentioned that the 
scientific opinion on NTOs might provide examples (GM Bt crop, GM HT crop) to assist the applicant in 
providing an adequate problem formulation and subsequent correct interpretation of the figure presented on 
slide 17. 
It was clarified by the chair of EFSA NTO WG that slide 17 does not aim to provide a “cook book” for NTO 
testing, since a case by case approach is recommended based on a clear problem formulation. The applicants 
questioned the requirement (obligatory) for an extended compositional analysis to predict unanticipated 
adverse effects on the environment considering that i) protocols and compounds to be tested are not available 
(contrary to the compositional analysis for feed and feed analysis); ii) comparison between the GM plant and 
its comparator that led to the detection of differences would be difficult to interpret considering the lack of 
literature, knowledge and appropriate baselines for comparison. This concern was already expressed in 
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December in a meeting of the Europabio’s NTO WG and the EFSA’s NTO WG1. Applicants also raised the 
point that according to Directive 2001/18/EC, identifying unanticipated adverse effects is the objective of 
post-market environmental monitoring and is not part of the environmental risk assessment as defined in 
Article 2(8) of Directive 2001/18/EC. The applicants would strongly support that unanticipated adverse 
effects are already assessed through the comparative analysis provided in all applications. If the GMO Panel 
considers that the parameters currently measured in the comparative analysis (e.g. compositional analysis 
and agronomic characteristics) are not sufficiently representative for arthropods, additional parameters could 
be neasured as ârt of agronomic trials (extended agronomic field trials) .  
The chair of the EFSA NTO WG explained that the requirements for any elements of the figure on slide 17 
will derived from the problem formulation which must be based on available data (e.g.: scientific literature, 
compositional analysis, results of laboratory and field studies). To address potential unanticipated adverse 
effects, the applicant might decide to perform an extended compositional analysis or to perform additional 
laboratory, semi-field, field tests depending on the problem formulation and argumentation presented by the 
applicant.  
The applicants indicated that it is not appropriate that the obligatory branch is linked to problem formulation 
since problem formulation is an analysis of all available data to allow the appropriate design of the risk 
assessment, this is done through tiered assessment (facultative branch). The obligatory branch would not 
depend on the information available, as it is obligatory, and applicants would devise which tests to perform 
while no clear hypothesis can be formulated. Applicants also indicated that it is unclear how results from 
these tests could be interpreted and put into context (i.e. biological relevance) and how these could be used 
for decision making.  
He also clarified that examples of appropriate compounds to be tested in a potential extended compositional 
analysis and examples of protection goals would be provided in the scientific opinion on NTOs.  
The applicants indicated the regulatory difficulties they face in carrying out field trials (part B) in some 
Member States. The EFSA experts are aware of the issue which is under the responsibility of the Member 
States and the European Commission. The EC representative took note. 
The applicants asked whether surrogate species could be considered as focal species. The chair of the EFSA 
NTO WG explained that focal species to be tested are to be identified by the applicants  considering the crop 
and trait(s) and environments. Focal species could therefore be different from surrogate species but might, 
when selected appropriately, include surrogate species. 
The applicants were very worried about the current requirements as presented by the EFSA experts as they 
consider that such requirements (e.g. compulsory compositional analysis or faunistic NTO field trial testing) 
are not or hardly feasible and are more related to research than risk assessment. They would like the EFSA 
experts to revise the figure on slide 17 in light of the discussions and concerns expressed during the 
stakeholder meeting 16th of June and the previous meeting with the EFSA NTO WG on 17th December 2008.  
 
3) Long-term effects (Speaker: G. Squire, Chair: J. Perry) 
Geoff Squire briefly introduced some concepts underlying assessment of long-term effects of GM plants and 
presented the preliminary reflections of the EFSA sub ERA GD in this respect.  

 
DISCUSSION 

The applicants considered that the issues presented on this section were more general issues related to 
changes in agricultural practices rather than specific to changes induced by the GM plant itself. They 
indicated the difficulty in establishing a causal relationship for long-term effects in the field. They also 
questioned the use of modelling as a tool to assess long-term and/or unanticipated adverse effects of GM 
plants and the criteria to be applied for any modelling exercise. The validation of the models was also 
questioned by the applicants. 
The EFSA experts recalled that the assessment of long-term effects is regarded as an important requirement 
under Directive 2001/18/EC. The presentation suggested various methods and tools (experiments, 

                                                 
1 
http://registerofquestions.efsa.europa.eu/roqFrontend/?wicket:interface=:1:buttonform:questionDetailsTabs:panel:docItemForm:page
able:3:fileNameLnk:1:ILinkListener:: 
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monitoring, modelling, reference to long-term or large scale datasets) that could be used to comply with this 
requirement. It is the responsibility of the applicants to address this issue in their ERA. To illustrate the 
discussion, an example was given for a GM IR crop (Bt) for which the issue of evolving of insect resistance 
was identified during the ERA as a potential long-term adverse effect and in light of which the applicant 
explains why and how an IRM plan is developed and proposes a specific action under the PMEM (e.g. case-
specific monitoring).  

The EFSA experts gave also reference to the recently published outcome of the BEETLE project2 in which 
general recommendations as regards the assessment of long-term effects are given.    
 
4) Receiving environments (Speaker: J. Kiss, Chair: A. De Schrijver) 
Jozsef Kiss briefly introduced some notions in terms of receiving environments (e.g. zoning systems, criteria 
for selection of appropriate receiving environments for field tests) and presented the preliminary reflections 
of the EFSA sub ERA GD and EFSA NTO WGs in this respect.  

DISCUSSION: 
The applicants questioned whether the receiving environments also comprise the area(s) “outside the field”. 
They raised the difficulty of assessing effects outside the field as i) no comparators would be available; ii) 
many external factors might need to be considered; iii) high variability of the environmental conditions 
(biotic and abiotic factors) beyond field borders. The EFSA experts explained that the risk analysis should be 
based on an exposure analysis and that information “inside the field” as well as “outside the field” (e.g. 
considering the existence of cross compatible species, pollen deposition over distance and possible impact on 
NTOs…) is relevant. The EFSA experts reiterated that applicants do have to justify the selection of a specific 
receiving environment in the ERA. Receiving environments should be chosen to cover a wide range of 
production systems within the geographical range in which the GM plant would normally grown in Europe. 
In this respect, data from field trials performed outside Europe might be considered useful and might be 
accepted for the ERA if appropriate justifications are provided. It was reiterated that a case-by-case approach 
remains a paramount in this context.  
The applicants reiterated their difficulty in carrying out field trials (part B) in some Member States. 
Applicants questioned whether a pre-submission meeting with EFSA experts could be foreseen in order to 
ensure the adequacy of the selected receiving environments before starting potential field trials. The deputy 
Head of the GMO unit explained that such pre-submission meetings are not foreseen within EFSA. However, 
some Member States Authorities (e.g. in Germany) offer consultation with applicants on data requirements 
before submission of an application.   
 
5) Farming practices (Speaker: J. Sweet, Chair: C. Chueca) 
Jeremy Sweet built on the requirement under Directive 2001/18/EC as regards potential effects due to 
changes in agricultural practices and briefly presented the preliminary reflections of the EFSA sub ERA GD 
WG in this respect. He referred to the ongoing discussion with respect to the interplay between Directive 
2001/18/EC (regulating deliberate release of GMOs) and Directive 91/414/EEC (regulating placing on the 
market of plant protection products (PPP)) and recognised the complexity of the situation in this respect.  

 
DISCUSSION: 

In the case of GM HT crop, the applicants questioned the need to re-assess the effects on the herbicide. They 
would welcome a list of standard issues to be covered under Directive 2001/18/EC. They also questioned 
how the “environmental impact of changes of agricultural practices” could be assessed in each Member 
State, considering the high diversity and variability of agricultural practices among EU countries and even 
regions. Applicants suggested that a method, similar to that used in crop protection, by which a range of 
basic scenarios (like worst case use of the pesticide, recommended use and typical use) are assessed by 

                                                 
2 BEETLE report, 2009. Long-term effects of genetically modified (GM) crops on health and the environment (including 
biodiversity): prioritization of potential risks and delimitation of uncertainties. German Federal Office of Consumer Protection and 
Food Safety, BLaU Umweltstudien and Genius GmbH, http://ec.europa.eu/environment/biotechnology/pdf/beetle_report.pdf 
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applicants could be followed. This would provide EFSA with the risk assessments that can be evaluated for 
most of the Member States, simplifying the process. 
The EFSA experts explained that the risk assessors recommend the “establishment and implementation of 
management systems that do not harm more than conventional systems”. However, the selection of most 
appropriate management actions will be done at Member States’ level. The Member States should define the 
biodiversity they would like to have preserved at local and regional levels. The responsibility of the risk 
assessor is to assess the environmental risk of the GM plant. If a risk is identified, mitigation or management 
measures can be used for reducing the identified risk. Applicants need to discuss these measures at the end of 
their ERA in their GM application.  
The applicants expressed concerns that the present approach would constitute a new attempt to regulate the 
herbicide uses under the GMOs’ legislation. 
 
6) Field trials (Speaker: J. Perry, Chair: G. Squire) 
Joe Perry presented the grounds and state of play of the updated Guidance Document related to the statistical 
analysis and experimental design of field trials. He pointed out that a checklist will be provided to applicants 
and emphasized the importance of selecting the appropriate comparators.  

 
DISCUSSION:  

The applicants questioned whether the NTOs species to be tested will be specified in the updated ERA GD. 
The EFSA experts re iterated the case-by-case approach. Based on the problem formulation, the EFSA 
experts will develop criteria for the selection of focal NTOs species to be tested based on relevant functional 
groups.  
The applicants indicated that, such methodology could be considered for field trials done following the tiered 
approach (facultative branch), however, they requested clarification on how to perform the faunistic NTOs 
field trials required under the obligatory branch with adequate power analysis without knowing the species to 
test (no hypothesis). They would welcome clearer guidance as regards the absolute need for obligatory field 
trials to address unanticipated effects. The EFSA experts mentioned that field trials are not always required 
to address unanticipated effects. However, if field trials are to be performed, the focus of the ERA could be 
on maintaining a total number of functional groups which would be considered in the hypothesis to be tested  
(e.g. sites might have different species assemblage but similar overall functional groups). The EFSA experts 
agree that the issue of unanticipated effects is difficult but confirmed that it is a requirement under Directive 
2001/18/EC and should be addressed by the applicants in their ERA. 
The applicants wondered how and who should define the level of adverse effects that are acceptable and of 
ecological importance. The EFSA expert mentioned that this issue in under discussion in the WG but that a 
50% effect threshold would be a good starting point. 
Applicants requested if a pre-submission meeting could be foreseen with EFSA before starting potential field 
trials. The deputy Head of the GMO unit explained that such pre-submission meetings are not foreseen.  
 

V. GENERAL DISCUSSION (CHAIR: D. BARTSCH) 
The chairman of the sub ERA GD WG thanked the participants for the fruitful discussion and confirmed that 
the outcome of the stakeholders’ consultations will be taken into consideration in future discussions of the 
EFSA sub ERA GD and NTO WGs. The Deputy Head of the GMO unit thanked the participants and 
reminded them that a draft meeting report will be submitted to comments from participants,  then published 
on the EFSA website as an EFSA report. 
Europabio’s representative mentioned that applicants would like the EFSA experts to revise the figure in 
slide 17 in light of the discussions and concerns expressed during the stakeholder meeting of 16th June and 
already expressed in a previous meeting on 17th December 2008. They concluded that the current draft 
updated Guidance Document as presented during the stakeholder meeting is neither always feasible nor 
economically sustainable (e.g. for applicants representing small companies) and fall beyond what can be 
expected from applicants (e.g. is more research than risk assessment). The EFSA experts reiterated that the 
objective of the updated ERA Guidance Document is to provide more clarity in the guidance, specifically on 
the deliverables, that are expected from the applicants when submitting an application under Regulation (EC) 
No 1829/2003. 
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ANNEX – LIST OF PARTICIPANTS 

 
 

  GMO Panel Members Date Presence  
1 Salvatore Arpaia 16 June 2009 Present 
2 Detlef Bartsch 16 June 2009 Present 
3 Jozsef Kiss 16 June 2009 Present 
4 Joe Perry 16 June 2009 Present 
5 Joachim Schiemann 16 June 2009 Apologies 
6 Jeremy Sweet 16 June 2009 Present 

  Ad hoc experts   
7 Cristina Chueca 16 June 2009 Present 
8 Marc Delos 16 June 2009 Present 
9 Achim Gathmann 16 June 2009 Apologies 

10 Rosie Hails 16 June 2009 Apologies 
11 Paul Henning Krogh 16 June 2009 Present 
12 Andreas Lang 16 June 2009 Apologies 
13 Barbara Manachini  16 June 2009 Apologies 
14 Antoine Messéan 16 June 2009 Apologies 
15 Lucia Roda 16 June 2009 Present 
16 Geoff Squire 16 June 2009 Present 
17 Adinda de Schrijver 16 June 2009 Present 
18 Angela Sessitsch 16 June 2009 Apologies 
19 Claudia Zwahlen 16 June 2009 Apologies 

  Applicants Date Presence 
20 Peter M. Bruinenberg / AVEBE 16 June 2009 Present 
21 Carla Kemme-Kroonsberg / AVEBE 16 June 2009 Present 
22 Christine Wandelt / BASF 16 June 2009 Present 
23 Irina Wenderoth  / BASF 16 June 2009 Present 
24 Stefania Meloni / Bayer CropScience 16 June 2009 Present 
25 Pieter Windels /Bayer CropScience 16 June 2009 Present 
26 Gaston Legris / Dow AgroScience 16 June 2009 Present 
27 Alain Toppan / Limagrain 16 June 2009 Apologies 
28 Silvia Fernandez / Monsanto 16 June 2009 Present 
29 Annick Pleysier  / Monsanto 16 June 2009 Apologies 
30 Katrina Hayter / Pioneer 16 June 2009 Present 
31 Andrew Tommey / Pioneer 16 June 2009 Present 
32 Monica Garcia-Alonso / Syngenta 16 June 2009 Present 
33 Suzy Renckens / Syngenta 16 June 2009 Apologies 
34 Keith Ward / Syngenta 16 June 2009 Present 
35 Filip Cnudde / EuropaBio  16 June 2009 Present 

  European Commission     
36 Helen Clayton 16 June 2009 Present 
37 Bernadette Murray 16 June 2009 Apologies 
38 Ioana Rodica Ispas 16 June 2009 Apologies 

  E F S A     
39 Karine Lheureux 16 June 2009 Present 
40 Sylvie Mestdagh 16 June 2009 Present 
41 Elisabeth Waigmann 16 June 2009 Present 

 
 


