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 Hearing Experts invited as speakers: 

Alexandra Ribarits and Walter Stepanek (Austrian Agency for Health and Food 
Safety). 

 European Commission: 

Sabine Pelsser (DG SANTE). 
 EFSA:  

GMO Unit: Herman Broll, Yann Devos, Zoltán Divéki, Antonio Fernández Dumont, 
Andrea Gennaro, Ana Gomes, Anna Lanzoni, Yi Liu, Sylvie Mestdagh, Irina Olaru, 

Claudia Paoletti, Matthew Ramon, and Elisabeth Waigmann (Chair). 

Legal and Regulatory Affairs Unit: Dirk Detken (for item 5.3). 

Evidence Management (DATA) Unit: Davide Arcella (for item 5.4.a). 

 
1. Welcome and apologies for absence 

The Chair welcomed the participants.  

Apologies were received from Carmen Cuadrado (Spain). 

2. Adoption of agenda 

The agenda was adopted without changes. 

3. Declaration of interest 

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes regarding Declarations of Interests (DoIs)1 and the Decision of 

the Executive Director implementing this Policy2, EFSA invites members of 
networks and their alternates to complete and submit an Annual Declaration of 

interest (ADoI), without screening.  

4. Agreement of the minutes of the 5th meeting of the Scientific 
Network on Risk Assessment of GMOs held on 13-14 May 2014, 

Parma 

The minutes were agreed by written procedure on 21 November2014 and 

published on the EFSA website 1 December 20143. 

5. Topics for discussion 

5.1. Follow-up to discussions held in the 5th meeting of the GMO 
Network and update on recent and current EFSA activities on 
GMOs – mandates, guidance documents, procurement and grants  

Elisabeth Waigmann, the Head of the GMO Unit, presented the topics discussed 
at the 5th meeting of the GMO Network and indicated for which of them EFSA or 

the GMO Unit, in particular, had follow-up actions. She continued by offering an 
overview of the recent and current EFSA activities on GMOs, including 
applications, guidance documents, external mandates, and procurement and 

grants.  

The presentation was followed by a general discussion.  

                                       
1 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf 
2 http://www.efsa.europa.eu/sites/default/files/assets/independencerules2014.pdf  
3 http://www.efsa.europa.eu/sites/default/files/event/140513a-m.pdf  

http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
http://www.efsa.europa.eu/sites/default/files/assets/independencerules2014.pdf
http://www.efsa.europa.eu/sites/default/files/event/140513a-m.pdf
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A delegate of the Netherlands asked whether there was any action foreseen in 

relation to the discussion on the risk assessment of stacked GM events held in 
the previous GMO Network meeting. EFSA replied that the risk assessment of 

stacked GM events is foreseen by the Implementing Regulation (EU) No 
503/2013 (hereafter referred to as ‘IR 503/2013’), therefore it is mandatory. 
EFSA also indicated that GMO Network members could communicate to the 

European Commission (EC) their opinion on this issue in the context of EC 
Standing Committee on Plants, Animals, Food and Feed meetings.  

A delegate from Poland asked for more details on the sampling procurement 
mentioned by EFSA, in particular whether this sampling strategy would be used 
in field trials conducted for comparative assessment, or in monitoring activities 

for food and feed, in order to detect unauthorised GMOs. EFSA clarified that this 
sampling strategy is developed for risk assessment purposes, not for monitoring. 

5.2. Guidance Document for the agronomic and phenotypic 
characterization of genetically modified plants 

Elisabeth Waigmann initiated the discussion by explaining that the two guidance 

documents currently under development by the EFSA GMO Panel are on the 
agenda of this meeting both as a request from several Member State 

representatives, but also as part of EFSA’s initiative to encourage the 
involvement of Member States as key partners in developing EFSA guidances. 

She explained that the draft text of the guidance documents could not be shared 
with the GMO Network members, since the documents were currently being 
updated and no new version, agreed by the GMO Panel, was available for 

distribution. Also, a second round of consultation was not foreseen. Following a 
question from a delegate of the Netherlands on what would be EFSA’s next steps 

if the GMO Network identifies major issues with the draft guidance documents, 
Elisabeth Waigmann assured the GMO Network members that the views and 
suggestions expressed in this meeting would be conveyed to the GMO Panel. 

Andrea Gennaro, scientific officer in the GMO Unit, presented the guidance 
document for the agronomic and phenotypic characterisation of GM plants. The 

presentation focused on: (i) the strategy followed by EFSA to ensure open 
debate with all stakeholders4 during the development of the guidance document; 
(ii) how the received comments were taken into account; and (iii) the data 

requirements contained by the revised guidance document. 

The presentation was followed by a general discussion. 

A delegate from the Netherlands asked what the scientific rationale for the end-
points listed in the guidance was, how the agronomic-phenotypic data can be 
used to identify unintended effects, and how these requirements fit to the case-

by-case approach. A GMO Panel member replied that the scientific rationale is 
explained in chapter 1 of the draft guidance. He indicated that these end-points 

would provide an indication of the possible presence of unintended effects. With 
respect to the case-specific endpoints, the delegate from the Netherlands 
commented that these endpoints are taken into account in case-by-case risk 

assessment, as described in the ERA guidance (EFSA, 2010). For example if a 

                                       
4
 Public consultation on the draft guidance 

(http://www.efsa.europa.eu/en/supporting/pub/829e) and the technical meeting with 

stakeholders (http://www.efsa.europa.eu/en/events/event/141218) 

http://www.efsa.europa.eu/en/supporting/pub/829e
http://www.efsa.europa.eu/en/events/event/141218
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trait could lead to increased persistence, the field trials should be designed 

accordingly to study this end point. She does not see the added value of case-
specific agronomic-phenotypic end-points as described in the current version of 

the guidance for the agronomic and phenotypic characterisation of GM plants. To 
this, the GMO Panel member replied that case-specific end-points are not 
mandatory, they should be chosen based on the newly expressed trait, the 

scope of the application and the crop in question.  

A delegate from Hungary asked whether soil is considered to be homogenous 

across field trial sites, to which EFSA replied that, per site, soil is considered 
homogenous, while it is acknowledged that different sites may contain different 
soil types. 

A delegate from Belgium asked about the added value of the GD in comparison 
to existing GDs, the relevance of several endpoints for food/feed risk assessment 

and how the meta-data e.g. temperature and precipitation data for agronomic-
phenotypic trials will be used to define if sites are representative for the 
receiving environment. She also asked whether additional information on 

receiving environments would be required on a case-by-case basis. She stressed 
the fact that once a field trial is concluded, the applicant cannot collect more 

data from it.  

Regarding the information on soil temperature and precipitation, EFSA replied 

that this is useful to document diversity between different sites. EFSA also 
clarified that, in order to avoid repetition of trials, the draft guidance indicates 
the type of relevant information on soil characteristics, temperature and 

precipitation, and applicants are encouraged to record this data. However, 
standard data packages will not need to include all recorded data, and some 

information will only be requested by the panel on a case by case basis. He also 
indicated that crop-specific end-points for soybean, maize, cotton and oilseed 
rape are reported in the guidance. To the question on receiving environments, a 

Panel member replied that EFSA has to assess safety independently on where 
the GM plant is grown; the selected sites should cover a certain range of 

diversity, but depending on the outcome, further information might be needed.  

Regarding the added value of weather information, Joe Perry indicated that 
weather conditions could affect data quality, so this information would add to the 

assessment. He clarified that the guidance provides specific indications in order 
to improve data quality, and encourages good practice.  

A delegate from Ireland commented that there should be a clear distinction 
between import-processing/food-feed applications and cultivation applications. 
EFSA replied that the distinction between these types of applications is clear in 

the guidance. A delegate from Denmark indicated that some GM plants have 
been on the market outside the EU for several years, so they have a history of 

safe use. 

A delegate from Sweden stated that the receiving environment can be defined 
by several factors each of which may have several values. The multiplicity of 

possible combinations of these factors makes it impossible to choose sites truly 
representative of each receiving environment. A hypothesis-based approach 

would be better where one chooses sites and variables that affect phenotype on 
a case-by-case basis. To this comment, Joe Perry replied that field trials should 
be conducted in representative locations. In order to capture the variability of 
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receiving environments, data should be collected from several areas, selected to 

be affected as differently as possible by diverse environmental factors. A Panel 
member added that the requirement to choose representative sites is included 

also in the IR 503/2013. 

A delegate from Italy enquired how to select reference varieties and how the 
information on their commercial availability is taken into account. He also asked 

whether information is asked on types of organisms present in the receiving 
environment. EFSA answered that only a limited number of reference varieties 

are required for field trials, therefore commercial availability should not 
constitute an issue; regarding receiving environments, applicants should indicate 
if pests are present. A GMO Panel member added that the reference varieties 

used should be representative for the area where the GM is grown. Joe Perry 
added that the same requirements for representativeness are present in the 

EFSA guidance document (EFSA, 2011a) as in the IR 503/2013. 

A delegate from the Netherlands questioned the usefulness of the guidance, 
indicating that the focus of the comparative assessment should be on the 

compositional analysis, which provides direct information for the safety 
assessment. Joe Perry acknowledged the importance of compositional data, but 

he also pointed to cases where the agronomic-phenotypic data indicated 
additional differences between the GM plant and its conventional counterpart. 

The delegate from the Netherlands argued that a difference in an agronomic or 
phenotypic end-point would not indicate a change in the composition of a plant, 
to which Joe Perry replied that agronomic-phenotypic data can offer a good 

indication of the need for more focussed investigation and of data quality. 

A GMO Panel member explained that the requirements for collecting data on the 

receiving environment are better described in the current version of the draft 
guidance, compared to the initial text. He gave the example of data 
requirements for temperature, which were changed from daily to weekly 

recordings. This information would be needed to determine whether plants are 
sensitive to temperature. By giving clear indications on the data to be collected, 

the guidance will help applicants provide proper data. 

A delegate from Croatia pointed to the fact that farmers use different practices 
and chemicals, and asked how these factors are taken into account. Joe Perry 

confirmed that different environments and agricultural practices generate 
variability, but the GM and the conventional counterpart would be grown under 

the same conditions. 

A delegate from France expressed her appreciation towards the draft guidance 
document, indicating that clear, detailed guidance on performing agronomic and 

phenotypic field trials is welcomed. A delegate from the UK asked whether, in 
case certain locations of a field trial are damaged, the Panel could conclude in 

the absence of a complete data set for certain end-points.  

A delegate from the Netherlands commented that data requirements should not 
constitute a burden for applicants. Joe Perry replied that although delegates 

often claimed that the amount of data required by EFSA Guidance Documents 
always represented an increase over previous versions, no evidence was ever 

supplied to support this view. He then gave evidence regarding the amount of 
information submitted in applications over several years and demonstrated there 
was no upward trend. He also pointed to the analysis done by EFSA staff 
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showing the number of endpoints required for this guidance was actually less 

than commonly found in previous submissions. 

A French delegate pointed to Article 5 of IR 503/2013, which allows applicants to 

not submit certain data if they can provide proper justification. Considering that 
guidance should not be binding in its nature, another French delegate asked how 
the Panel would conclude in the absence of certain data. To this comment, EFSA 

replied that the field trial design is in line with the IR 503/2013, which is legally 
binding; even if the guidance document is not a legal document, it indicates 

which data is needed for the Panel to conclude, particularly on unintended 
effects. Regarding missing data, it cannot be determined in advance what the 
Panel conclusion would be, as it would depend on the nature and extent of the 

missing data. The guidance document describes the data package that should be 
provided; any deviation from it should be properly justified. 

A delegate from Austria expressed her appreciation towards the GMO Panel for 
its efforts in developing this guidance document. 

5.3. Guidance document for the risk assessment of the renewal of 

GM plant products authorized under Regulation (EC) No 
1829/2003 

Matthew Ramon, scientific officer of the EFSA GMO Unit, presented the 
background, development, and data requirements of the guidance document for 

the risk assessment of the renewal of GM plant products authorised under 
Regulation (EC) No 1829/2003. He also gave an overview of the comments 
received during the public consultation and how these comments were taken into 

account when revising the guidance document.  

The presentation was followed by a general discussion. 

A delegate from the Netherlands asked for the rationale for re-sequencing of the 
GM event under renewal, pointing to the fact that, legally, EFSA cannot request 
for new data such as re-sequencing. She also enquired what the scientific basis 

for asking five varieties to be subjected to re-sequencing was, and asked if EFSA 
expected that crossing an event into a new background would lead to higher 

mutation rates. EFSA replied that identity of the event is a crucial aspect of 
renewal applications, in order to establish a link to the original assessment. A 
GMO Panel member added that the material to be sequenced should be chosen 

based on exposure, but since it is not known which varieties are or will be 
consumed in the EU, a recommendation to analyse several varieties was 

provided to achieve representativeness. EFSA added that the applicant should 
provide a justification for the chosen varieties. 

A delegate from Belgium reiterated the question on the scientific rationale for re-

sequencing, questioning how a point-mutation would impact on the conclusions 
of the previous assessment. She argued that it would be difficult to detect single 

point mutations in commercial varieties and that re-sequencing should be asked 
on a case-by-case basis, only for events for which a safety issue had been 
identified in the initial assessment. EFSA replied that a single point mutation can 

change the activity, toxicity, or allergenicity of a protein, or the likelihood of its 
expression, any of which would have an impact on the previous assessment. 

EFSA added that a mutation that happened early in the breeding process would 
be present in the resulting varieties, so it would be detectable. A delegate from 
Belgium acknowledged that a point mutation can change the toxicity or 
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allergenicity of a protein, but only if that protein already has a toxic or allergenic 

potential. 

A Panel member reiterated that identity of the event is crucial, as it is the basis 

of the renewal process, therefore the request for re-sequencing should not 
depend on previous safety issues. 

A delegate from Denmark expressed the view that the renewal guidance does 

not contain any scientific argument supporting the hypothesis that a GM plant’s 
safety could change during the 10-year authorisation period. He argued that 

mutations occur also in conventional plants, which are not risk assessed. EFSA 
replied that the risk assessment of GM plants is foreseen by legislation; as for 
possible mutations, EFSA indicated that only the mutations occurring within the 

insert would be of interest for the risk assessment. 

A delegate from Finland enquired about the practical consequences of finding 

mutations within the insert, to which EFSA replied that if there are mutations 
identified, they should be assessed in order to determine whether they have 
consequences on safety or not. A delegate from Sweden wondered whether the 

principle of proportionality is applied in the renewal guidance document and 
asked for the scientific rationale for requiring 1 kb of flanking regions to be 

sequenced. EFSA clarified that this requirement is linked to the average size of a 
plant intron. 

An EC representative indicated that EC has followed closely the discussions in 
the Renewal GD WG. Recently, EC has communicated to EFSA that the 
requirement for re-sequencing the event is lacking a legal basis. She added that 

the assessment should be done on the assumption that the event has not 
suffered changes and that, should such changes occur, it would be the 

responsibility of the applicant to ensure that they do not impact the previous 
conclusion on safety.  

EFSA clarified that although it is the EC who sets the legal frame of the risk 

assessment, EFSA has an obligation to ensure the quality of its scientific outputs. 
By not asking for the re-sequencing of the event, a considerable source of 

uncertainty would be introduced in the scientific opinion for the renewal, which 
may not be acceptable for the risk manager. 

A delegate from Poland commented that mutations occur naturally in all 

varieties. A delegate from Ireland added that the history of safe use of some GM 
events should be taken into account. A delegate from Belgium acknowledged 

that updated bioinformatic searches should be performed, as databases are 
constantly updated, but that the search could be performed by using the 
sequence submitted in the original application. 

Referring to EFSA’s previous comment, a delegate from Austria indicated that 
inconclusive opinions would not be useful for risk managers, as they would not 

lead to authorisation, and that the renewal application should provide the EFSA 
GMO Panel with the possibility to check and confirm the sequence of the event. 
To this comment, Joe Perry explained that the Panel will work under the 

assumption that the event in the renewal application is the same as in the 
original application, but pointed to the Panel’s obligation to ensure the quality of 

its scientific advice, to be transparent, and to follow the rules of professional 
ethics in delivering its scientific advice to the risk managers. 
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5.4. Break-out session MC/FF: Use of EFSA Comprehensive 

European Food Consumption Database for estimating dietary 
exposure to GM foods 

Yi Liu, scientific officer of the EFSA GMO Unit, presented the use of the EFSA 
Comprehensive European food consumption database for estimating dietary 
exposure to GM foods (EFSA, 2015). She explained the importance of dietary 

exposure in assessing hazardous substances or nutrients from GM food, and 
explained how to use consumption data reported in the EFSA comprehensive 

database to make a crude estimate of intake.  

Davide Arcella, scientific officer in the EFSA DATA Unit, presented the EFSA 
Comprehensive European food consumption database. The following issues were 

addressed by the presentation: development of the database; basic 
requirements for surveys; use of quality controls; criteria for food classification; 

and dietary survey methodology. 

The presentations were followed by a general discussion. 

A delegate from Ireland pointed to the data gaps in the consumption surveys, 

referring to the fact that although data has been collected from 23 Member 
States, specific data from ethnic minorities is not included, and asked whether 

EFSA will collect these data. EFSA replied that there are efforts to collect data 
from specific age groups, such as toddlers, and from ethnic groups that reside in 

Member States. 

A delegate from Sweden asked how the portion size is used in the EU Menu 
project to estimate consumption. EFSA replied that the participants to dietary 

surveys receive a picture book from which they can choose the image that 
reflects correctly the portion size. These books are country- and age-specific. To 

take account of any food waste, participants are also asked to provide 
information on the amount of left-over food. 

A delegate from the Netherlands commented that actual consumption data 

would be available only for products that were found to be safe and are already 
on the market. EFSA replied that under current EU legislation, the requirement 

of collecting consumption data is applicable only to some GM foods. The delegate 
from the Netherlands asked whether or not a nutritional assessment would be 
required for any newly expressed protein, to which EFSA replied that newly 

expressed proteins are not expected to have a nutritional impact, therefore no 
nutritional assessment would be needed.  

5.5. Break-out session ERA: EFSA’s self-task activity to supplement 
its previous risk mitigation measures reducing exposure of non-
target Lepidoptera to maize MON 810, Bt11 or 1507 pollen 

Yann Devos, senior scientific officer of the EFSA GMO Unit, welcomed the 
participants of the break-out session on environmental risk assessment (ERA) 

and introduced the scientific programme of the session. He informed participants 
that the call for tender “Literature review of baseline information to support the 
risk assessment of RNAi-based GM plants (OC/EFSA/GMO/2015/01)” has been 

launched. Joe Perry, Chair of the GMO Panel and ERA WG, introduced EFSA’s 
self-task mandate and outlined the progress made on this mandate. He 

explained that the GMO Panel is currently preparing a scientific opinion which 
will update the previous EFSA GMO Panel risk mitigation measures to limit 



 
 

 

9 

exposure of non-target (NT) Lepidoptera of conservation concern found in 

protected habitats to Bt-maize MON810, Bt11 or 1507 pollen. This opinion would 
be finalised by the end of May 2015. 

Using the mathematical model developed by Perry et al. (2010, 2011, 2012), the 
EFSA GMO Panel previously quantified the risk to NT Lepidoptera associated with 
the ingestion of Bt-maize pollen deposited on their host-plants within and in the 

surroundings of Bt-maize fields and recommended the implementation of non-
Bt-maize buffer strips around Bt-maize fields (EFSA, 2011b,c; 2012a,b). 

The scientific publication by Hofmann et al. (2014), providing a comprehensive 
dataset on the dispersal of maize pollen over long distances, led the EFSA GMO 
Panel to reconsider the level of exposure of NT lepidopteran larvae to Bt-maize 

pollen in protected habitats, in particular over long distances, and thus to refine 
the outcomes of the Perry et al. modelling exercise.  

During his presentation, Joe Perry compared the dose-distance model used by 
Hofmann et al. with the Perry et al. model, and subsequently discussed the 
remaining scientific uncertainties pertaining to both models and datasets. 

The presentation was followed by a general discussion. 

A delegate of the Netherlands requested clarifications on the presentation of the 

results. Joe Perry indicated that the results in the scientific opinion will be 
expressed as:  

- % mortality per sensitivity category of NT Lepidoptera: In the previous 
EFSA GMO Panel scientific opinions, results were also given in terms of % 
mortality of NT Lepidoptera. Therefore, risk managers will be in a position 

to compare the previous results with the new ones; 

- % of species expected to suffer mortality below/above a specific threshold 

of protection, over a range of distances: Since the aforementioned 
categories of sensitivity were somewhat arbitrarily defined, this new 
approach enables to reflect how many species may be protected at a 

specific level. This information will allow risk managers to select isolation 
distances according to the protection goals pertaining to their region(s). 

Joe Perry reiterated that the distribution of sensitivities among five categories as 
previously defined by the EFSA GMO Panel remains valid. He also explained that 
most species are protected at a high level with the implementation of relatively 

small isolation distances, but that it would not be possible to protect all species, 
as this would require disproportional efforts (i.e. extremely large isolation 

distances). 

A delegate from the Netherlands expressed reservations about the use of 
hypothetical species. Joe Perry reiterated that there is indeed lack of data 

regarding the sensitivity spectrum of NT Lepidoptera, as only a few species have 
been tested (mostly pests). He agreed that this must be fully acknowledged in 

EFSA’s scientific opinions, since sensitivity of species beyond those tested can 
only be estimable by extrapolation, and must therefore be subject to relatively 
greater scientific uncertainty. However, he supported the EFSA GMO Panel view 

that hypothetical species had to be considered in its ERA. 

A delegate from Finland indicated that several factors relevant to exposure are 

not sufficiently considered by the Hofmann et al. scientific paper. She referred to 
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factors such as: the temporal overlap in pollen shed and NT Lepidoptera 

occurrence; leaf size, shape, position, and surface; feeding behaviour of NT 
Lepidoptera. Joe Perry confirmed that the reservations expressed concerning all 

of these factors are valid and under active consideration by the EFSA GMO Panel. 

A delegate from Poland informed the participants that a research proposal to 
collect the necessary baseline information to feed the Perry et al. model under 

Polish agricultural conditions did not receive funding so far. Joe Perry confirmed 
that such data would indeed be helpful for the parametrisation of the model.  

A delegate from Ireland asked whether data from organic farming could provide 
relevant data on the sensitivity of NT Lepidoptera to Bt-proteins. Joe Perry 
indicated that little relevant data were generated in this context, because Bt-

sprays often comprise a mixture of Bt-proteins. 

A delegate from the UK suggested improving the communication about the 

model predictions. The science behind the model was perceived as complicated, 
and therefore difficult to communicate to risk managers and stakeholders. A 
storyline putting the estimated risks and the proposed risks mitigation measures 

into perspective was advocated. Joe Perry underlined that EFSA and the EC had 
a dialogue on this matter in the past, which was considered fruitful and 

constructive. It is EFSA’s intention to continue this dialogue with risk managers. 
Joe Perry also highlighted that the adoption of flexible and proportionate 

mitigation measures (such as isolation distances to nature reserves) will 
inevitably entail challenges owing to difficulties of implementation. In general, 
there is a tendency to oversimplify the conclusions of complex issues. Therefore, 

EC is likely to opt for a fixed measure, which may be too conservative in specific 
cases. 

A delegate from Poland questioned whether the pollen samplers were properly 
used in line with their validation. Joe Perry indicated that a proper calibration of 
the Hofmann et al. data (pollen deposition expressed per m2 over an average of 

4 week period) is needed for use in the frame of the Perry et al. model (per cm2 
per 1 week period). Moreover, he explained that the Perry et al. model is 

reaching the limits of its usefulness for multi-field, landscape-scale studies, and 
that a more spatially explicit model, which is currently developed in the frame of 
the EU AMIGA project, would be useful for future studies. 

5.6. New Plant Breeding Techniques including Synthetic Biology – 
risk assessment considerations  

Alexandra Ribarits, invited speaker from the Austrian Agency for Health and 
Food Safety, gave a talk on the risk assessment of plants obtained through new 
breeding techniques (NBTs). These techniques are: cisgenesis and intragenesis, 

agro-infiltration, zinc finger nuclease technology, oligonucleotide-directed 
mutagenesis, RNA-dependent DNA methylation, grafting, reverse breeding, and 

synthetic genomics. Each technique was described in detail, including 
mechanism, molecular characterisation and possible risk assessment issues. It 
was explained that, on a case-by-case basis, data requirements for the risk 

assessment of plants developed through NBTs could be less than for GM plants. 
Synthetic biology was also presented; it was noted that, due to the complexity 

and novelty of this method, several issues need to be considered by risk 
assessors and managers, such as: setting data requirements for the risk 
assessment; applying strategies for traceability and containment, ensuring the 
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safety and security of people exposed to these products as part of their 

occupation.  

The presentation was followed by a general discussion. 

A delegate from Ireland asked whether plants developed through NBTs pose a 
real risk or only a theoretical one. He indicated that, for GMOs, there were 
similar concerns in the past, but during more than 10 years on the market, no 

adverse effect has been identified. Alexandra Ribarits replied that the molecular 
characterisation data would be very important for the safety assessment of 

these plants and that the “theoretical versus real risk” question cannot be 
answered in a straightforward manner, as there are many unknowns linked to 
these plants. EFSA added that the GMO Panel has issued scientific opinions on 

plants developed through cisgenesis, intragenesis, and zinc finger nuclease 3. 
For these techniques, the GMO Panel concluded that the existing EFSA guidance 

documents are applicable, and that, on a case-by-case basis, less data might be 
required. The GMO Panel was not asked to conclude on the applicability of the 
guidance documents to other NBTs. Joe Perry added that the decision on 

whether NBT plants need to be risk assessed or not belongs to the EC.  

A delegate from the Netherlands stated that the uncertainties linked to NBTs are 

overestimated and also occur with classical breeding, and that the discussion on 
NBTs should focus on potential risks and on the legal status of plants developed 

through NBTs, i.e. wheter they are GMOs or not. To this comment, Alexandra 
Ribarits replied that there are similarities between NBTs and genetic 
transformation. 

A delegate from the UK indicated that plant genomes are plastic, and that 
unintended effects should not be the focus of risk assessment. Alexandra 

Ribarits agreed that genomes are plastic, but reiterated her opinion that 
molecular characterisation data for NBT plants should be required. 

A delegate from Denmark expressed the view that not all hazards translate into 

risks; he indicated that unforeseen changes, like somaclonal variations and 
mutations, occur also in conventional plants, and that NBTs should be compared 

with traditional breeding before being included in the legislation. Alexandra 
Ribarits replied that there is limited knowledge on which changes would give rise 
to a risk. A Swedish delegate also mentioned that conventional breeding includes 

risks.  

5.7. Second Generation GMOs- risk assessment considerations  

Walter Stepanek, invited speaker from the Austrian Agency for Health and Food 
Safety, gave a talk on second generation (SG) GMOs. His talk was based on the 
results of a one-year scientific literature research project on SG GMOs which 

were defined as GMOs that provide direct consumer benefits or are designed to 
simplify industrial processes and reduce production costs. These GMOs were 

divided in seven categories, based on their use or the advantages they confer: 
1) enhanced nutrients/ingredients; 2) increased storage time; 3) use as 
bioreactors; 4) production of commodities; 5) improved processing; 6) increased 

yield; 7) reduction of anti-nutrients. For SG GMOs, depending on the introduced 
trait, specific risk assessment issues should be considered and, consequently, 

specific strategies should be implemented. Overall, suggestions for the 
adaptation of the standard GMO risk assessment in the case of SG GMOs were 
presented, with particular attention given to the following issues: i) for novel 
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proteins or substances, safety profiles need to be established; ii) changes in the 

metabolism or physiology of a GM plant may be associated with unintended 
effects; iii) new methods for GM characterisation should be developed (e.g. 

profiling methods); iv) the concept of substantial equivalence will not be 
applicable in all cases; and v) exposure assessment and post-market monitoring 
will need to be considered for SG GMOs.  

The presentation was followed by a general discussion. 

A delegate from Sweden asked whether the assessment of metabolically-altered 

GM plants should be hypothesis-driven or should rely on profiling methods. He 
added that, in his opinion, the hypothesis-driven approach is better because it 
avoids false positive results. Walter Stepanek answered that profiling methods 

are preferable, but should be used on a case-by-case basis; he indicated that, in 
order to avoid false positive results, the methods should be validated. 

A delegate from Finland asked what would be the requirements for the 
assessment of bioreactors, to which Walter Stepanek replied that the 
requirements of the EFSA non-food/non-feed guidance document (EFSA, 2009) 

would be applicable. 

A delegate from Germany indicated that the assessment of metabolically-altered 

GMOs focuses on compositional analysis, but certain metabolic changes could be 
linked also to agronomic and phenotypic endpoints. 

A delegate from Latvia pointed to the decreasing number of field trials in the EU 
and asked whether the economic influence of regulations could be determined by 
using a scientific approach, to which Walter Stepanek replied that the evaluation 

of economic or political aspects was not part of the study. A delegate from 
Ireland also indicated that economic and political aspects should be taken into 

consideration in relation to SG GMOs. 

A delegate from France shared her view that the terminology of “second-
generation GMOs” had no clear scientific definition, and therefore, was not 

relevant to consider in terms of specificities of risk assessment. If the definition 
is GMOs with output traits and consumer-oriented benefits, it is questionable 

whether increased-yield or stress-tolerant GMOs should be viewed as SG GMOs. 
If the definition is GMOs that provide direct consumer benefits or are designed to 
simplify industrial processes and reduce production costs, this encompasses 

most if not all GMOs. She added that it could be relevant to reflect upon the 
specificities of risk assessment of GMOs with a common limiting feature, for 

example GMOs that have no obvious comparators. Walter Stepanek replied that 
the risk assessment of SG GMOs should be done in light of the introduced 
changes. Regarding the yield-increased or stress-tolerant GMOs, he indicated 

that the term “SG GMO” does not refer exclusively to nutritionally-enhanced 
GMOs, but includes also plants used for industrial purposes with reduced costs 

for processing. 

A delegate from Sweden asked whether the assessment of the nutritionally-
enhanced GMOs submitted to the EU under Regulation (EC) No 1829/2003 had 

been done properly, to which Walter Stepanek replied that, during the 
assessment, additional information was requested from the applicants, in line 

with the applicable EFSA guidance documents. EFSA added that the applicants 
had answered the questions and provided extensive data on the exposure 
assessment. EFSA also indicated that the applications received so far presented 
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EFSA with an opportunity to gain experience in assessing GM plants with altered 

composition. For the assessment of these GM plants, a hypothesis-driven 
approach should be used, together with a detailed compositional analysis and 

extensive exposure estimates. 

Joe Perry asked about the usefulness of profiling studies and whether these 
studies should be mandatory in specific cases, to which Walter Stepanek replied 

that they still need to be further developed and validated but could be useful in 
future, for example, when a comparator is difficult to identify. 

5.8. Use of negative segregants in the comparative assessment 

Jan Pedersen, a delegate from Denmark, gave a talk on the use of negative 
segregants (NSs) as comparator for the risk assessment of GM plants. He 

indicated that the arguments of EFSA for not accepting NSs as comparators5 are 
debatable, and that a NS could be regarded as a non-GMO, therefore it would 

have the history of safe use. He also explained how a NS is obtained through 
breeding.  

EFSA initiated the general discussion following the presentation by indicating 

that a NS is obtained from a GM plant through breeding, so it cannot be 
considered ‘conventional’ as defined by the legislation or by the EFSA guidance 

document (EFSA, 2011a). Consequently, it cannot be used in the comparative 
assessment for the test of difference and test of equivalence. Nevertheless, a NS 

may be used as an additional comparator or in supplementary studies performed 
in the context of risk assessment of GM plants. Jan Pedersen replied that, by 
comparing the GMO with the NS, one could identify better the possible 

unintended effects; he added that, in his opinion, the NS is not a GMO. He also 
noted that, according to OECD, the use of a comparator is not needed. 

A delegate from the Netherlands added that the NS could be used as a reference 
variety and that the risk assessment should be adapted to the new 
developments in biotechnology and to the identified safety concerns. 

A delegate from Belgium raised several points: 1) do NSs have a history of safe 
use; 2) could EC indicate whether the NS is considered GMO or not, and is there 

a verdict on reverse breeding; 3) if scientists from Member States agree on the 
use of NSs based on scientific reasons, how would the message be conveyed to 
EC. To these points, Jan Pedersen replied that the NS could be regarded as a 

product of regular breeding. EFSA, however, replied that their position on NSs 
must be in line with the legislation. 

 

6. Any Other Business  

6.1. EFSA Document Management System 

Zoltán Divéki, scientific officer of the GMO Unit, demonstrated how the EFSA 
Document Management System works for viewing or downloading a document.  

 

 
                                       
5
 

http://www.efsa.europa.eu/sites/default/files/scientific_output/files/main_documents/14

8e.pdf  

http://www.efsa.europa.eu/sites/default/files/scientific_output/files/main_documents/148e.pdf
http://www.efsa.europa.eu/sites/default/files/scientific_output/files/main_documents/148e.pdf
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6.2. Upcoming events 

Elisabeth Waigmann reminded the GMO Network experts of the upcoming EFSA 
Workshop on Allergenicity of GM Plants (17 June 2015, Brussels) and the EFSA 

2nd Scientific Conference “Shaping the Future of Food Safety, Together” (14-16 
October 2015, Milan).  

 

7. Date for next meeting  

EFSA proposed to have the next GMO Network meeting in May 2016. 

 
8. Closure of the meeting  

The Chair thanked the speakers and the participants for the active and fruitful 

discussions.  
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Abbreviations 

Bt   Bacillus thuringiensis 

DNA   Deoxyribonucleic acid 

EC   European Commission 

EFSA  European Food Safety Authority 

ERA   Environmental risk assessment 

EU   European Union 

FF   Food-Feed 

GM / GMO(s) Genetically modified / genetically modified organism(s) 

MC   Molecular Characterisation 

NBT(s)  New breeding technique(s) 

NS(s)  Negative segregant(s) 

NT   Non-target 

OECD  Organisation for Economic Co-operation and Development 

SG GMO(s) Second generation genetically modified organism(s) 


