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GMO regulation in EU

In the EU, products that are, contain, or are 
produced from GMOs must have anproduced from GMOs must have an 
authorisation prior to entering the market
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Legal framework for GMO risk
assessmentassessment
1. EFSA’s role is to carry out scientific Risk Assessment on 

GMOs under two regulatory frameworks:GMOs under two regulatory frameworks:

Regulation (EC) No 
1829/2003

Directive 
2001/18/EC1829/2003

On GM food and 

2001/18/EC

On the deliberate O G ood a d
feed including 

derived products
release into the 
environment of 

GMOsGMOs
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2. EFSA also provides independent scientific advice to Risk 

managers



Mandate of EFSA GMO Panel

• GMO Panel delivers opinions through guidanceGMO Panel delivers opinions through guidance 
documents, applications and scientific questions 
regarding genetically modified organisms

• Plenary meetings every 1,5 months for adoption of 
opinions

• European Commission are observers

• GMO Unit to give scientific 
and administrative support toand administrative support to 
the GMO Panel
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The GMO Panel

– Covering the necessary expertises 
• For molecular characterisation: biochemistry, food 

and environmental microbiology, soil microbiology, 
molecular biology genetics plant breedingmolecular biology, genetics, plant breeding

• For food feed safety: toxicology, immunology, 
biotechnology food chemistry nutrition animal feedbiotechnology, food chemistry, nutrition, animal feed, 

• For the environment: ecology, plant biology, agronomy, 
entomology, biometrics and statisticsentomology, biometrics and statistics

– Assisted by 40 ad hoc experts in working groupsAssisted by 40 ad hoc experts in working groups, 
representing expertise in e.g. for, pesticides, natural toxins, 
environmental monitoring, food sciences, animal pathology
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Role of EFSA in GMO authorisation 
processprocess

1. EFSA’s scientific Opinions on GMOs are1. EFSAs scientific Opinions on GMOs are 
published on EFSA’s website and forwarded to 
the European Commission and Member Statesthe European Commission and Member States

2. It is the Risk managers who then take the2. It is the Risk managers who then take the 
decision to authorise a GMO or not
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Roles under Directive 2001/18/EC

Member States perform risk assessment. EFSA is consulted in 
f di f i icase of divergence of opinion

GMO application

One Member State:
Risk assessment report

All Member States: 
Comments and/or objections

ObjectionsAgreement

Risk  assessment 
-> opinion

RISK ASSESSMENT
RISK MANAGEMENT

European Commission

MS: Decision to authorize  or not to authorize 



Roles under Regulation (EC) No 1829/2003

Member States have access to all GMO applications and pp
provide input through “EFSAnet”. One member State performs 
the environmental risk assessment

GMO application (via a MS) 
forwarded to EFSA

Consultation with all 
Member States (all 

applications)

Overall Opinion One Member State 
performs initial ERA for 

cultivation

RISK ASSESSMENT
RISK MANAGEMENT

European CommissionPublic consultation

MS: Decision to authorize  or 
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not to authorize



ERA under Regulation (EC) No 1829/2003

One MS performs 
initial ERA (cultivation 

dossier only)dossier only)

If cultivation of GMO is applied for through Regulation 1829/2003 
then Member States are asked to volunteer to carry out ERAy

UK-2005-17 1507 x NK603 maize Spain
NL-2005-22 NK603 maize Spain
NL-2005-23 59122 maize The NetherlandsNL 2005 23 59122 maize The Netherlands
NL-2005-24 40-3-2 soybean Germany
NL-2005-26 MON810 x NK603 maize Spain
NL-2005-28 1507 x 59122 maize The Netherlands
UK-2006-30           59122 x1507 x NK603 maize Belgium
NL-2007-46 T25 maize UK
CZ-2008-54 MON88017 maize Belgium
UK-2008-60 GA21 maize Czech RepublicUK 2008 60 GA21 maize Czech Republic
DE-2008-63 H7-1 sugarbeet Germany
NL-2009-69 AV43-6-GT potato Sweden
BE-2009-71         MON89034xMON8017 maize Belgium
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NL-2009-72              MON89034xNK603 maize The Netherlands
RX-MON810 (20.a) MON810 maize Spain
RX-T25 T25 maize UK



Member State input
Consultation with all 
Member States (all 

applications)applications)

10EFSA considers each and publishes all as part of each Opinion 



Structure of the overall opinion

EFSA h ll bli h ll i i i d ith EFSA shall publish an overall opinion in accordance with 
Articles 6 and 18 of Regulation (EC) No 1829/2003

 List of annexes
Annex A: Scientific opinion of the GMO Panel (EFSA)

CAnnex B: Cartagena Protocol
Annex C: Labelling 
Annex D1: Validation report (CRL)Annex D1: Validation report (CRL)
Annex D2: Validated detection method (CRL)
Annex E: Certified reference materials
Annex F: Monitoring plan
Annex G: Member States comments
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Published Guidance Documents for 
Risk AssessmentRisk Assessment

1 GM plants and derived food and feed (2006)1. GM plants and derived food and feed (2006)
2. GM microorganisms and their derived products intended for 

food and feed use (2006)food and feed use (2006) 
3. Renewal of authorisations of existing GMO products (2006)
4 P t M k t E i t l M it i PMEM (2006)4. Post Market Environmental Monitoring – PMEM (2006)
5. GM plants containing stacked transformation events (2007)
6. Use of animal feeding trials for safety assessment of whole 

GM food/feed (2008)
7. Guidance for non-food/non-feed use of GM plants (2009)
8. Statistical considerations for the safety evaluation of GMOs 
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Submissions and opinions under 
Regulation (EC) No 1829/2003Regulation (EC) No 1829/2003

1829/2003 1829/20031829/2003 
Application 
Submitted

1829/2003 
Opinion 
Adopted

2003 - -

2004 8 -2004 8   

2005 20   6   

2006 8   3   

2007 38 52007 38   5  

2008 13   5
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2009 12   15



Ongoing work on Guidance for Risk 
Assessment

Further elaboration upon already published guidance

Assessment

Further elaboration upon already published guidance
1. Update on molecular characterisation and food and feed 

sections of guidance for GM plants and derived food and g p
feed (EFSA update 2008, in support of new EC regulation)

2. Update on ERA section of guidance for GM plants and p g p
derived food and feed (2010)

3 Self task on allergenicity assessment of GM plants3. Self task on allergenicity assessment of GM plants 
(2010)

D id d l tDe novo guidance development
1. Guidance on GM animals (2011)

a) For Import and processing food and feed safety RA
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a) For Import and processing - food and feed safety RA
b) For Environmental release in Europe – ERA



Key messages

• EFSA performs public consultation on all guidance 
ensuring that views and experience are taken intoensuring that views and experience are taken into 
account

• We aim to develop a shared understanding of the p g
updated guidance that will support risk assessment

• GMO risk assessment work is done in close cooperation• GMO risk assessment work is done in close cooperation 
with Member States

EFSA li t d l b t t t d i t id• EFSA listens and learns, but cannot get drawn into wider 
debates
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Thank you for your attentiony y
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