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LEGAL FRAMEWORK FOR GMO RISK ASSESSMENT

A EFSA’s role: to carry out a science-based risk assessment o
GMOs, mainly GM plants
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< DIRECTIVE 2001/18/} THECOUNCIL REGULATION (EC) No 18 AND OF THE COUNCIL

= on the deli release into the envi of ically modified isms and repealing on genetically modified food and feed
Council Directive 90/220[EEC (Text with EEA relevance)

E EUROPEAN PARLIAMENT AND THE COUNCIL OF THE affecting other Member States. The effects of such T L CARLIAMENT ANE, THE EOUNCIL OF THE (4} Differences between national laws, regulations and
FUROPEAN UNION, releaséa s th enviramient may be Inéversible N UNION, administrative provisions concerning the assessment and
authorisation of genetically modified food and feed may
hinder their free movement, creating conditions of

Having regard to the Treaty =sz"hmR the  European () The protection of human health and the enyironment Having regard to the Treaty establishing the European Com- unequal and unfair competition.
“ommunity, and in particular Article 95 4 requires that due attention be given 1o controlling risks munity, and in particular Afticles 37, 95 and Article 152(4)(b)
from the deliberate release into the cnvironment of thereof,
Having regard to the proposal from the Commission (%), genetically modificd organisms (GMOs). () An authorisarion procedure involving Mcmbm States
Having regard 10 the proposal from the Commission (). #0d the C b
Having regard to. the opinion of the Economic and Social (6 Under the Treaty, action by the Community relating s reg: prop on (). modified foods t Regulation (EQ) No. 255/57 of th
Committee (2). the environment should be based on the principle that European Parliament and of the Council of 27 January
preventive action should be taken. Having ‘regardto the opinton: of ihe Biropesn: Economik:and 1997 concerning novel foods and novel food ingredi-
Acting in accordance with the procedure laid down in Article Socl Commitiel (), e ?.ﬁ“.?;?é?.’.‘.“’“" should be sursamlined and made
251 of the Treaty, in the light of the joint text aprrm,d by (7} X is necessary to approximate the laws of the Member
the Conciliation Committee on 20 December 200/ States  concerning  the  deliberate  release into  the R . R
environment of GMOs and 1o ensire the . safe Having regard to the opinion of the Committee of the o "
development of industrial products utilising GMOs. Regions (), (6)  Regulation (EC) No 258/97 also provides for a notifica-
Whereas: tion procedute for novel foods which are substantially
. equivalent to existing foods. Whilst substantial equiva-

Directive 2001/18/EC Regulation (EC) No 1829/2003
&
Implementing Regulation (EC) No
503/2013
On the deliberate release of GMOs
into the environment On GM food and feed including
derived products




RISK ASSESSMENT PERFORMED BY...

< 1 The GMO Panel (18 external experts) for a 3-year mandate
(2015-2018)
elaborates guidance documents
—_— delivers scientific opinions on applications for market authorisation
== regarding GMOs
—— s
~ 0 Approximately 40 ad-hoc experts support the GMO Panel in
various working groups
Four standing WGs
Currently, two ad hoc WGs (depending on requests)
0 15 scientists of the EFSA GMO Unit provide support to the GMO
y Panel and its working groups

0 210 Member State experts from 108 MS organisations and
authorities comment on each application



i

WHAT ARE THE MAIN ACTIVITIES?

Applications for placing
on the market

Uses : food/feed import and
processing, cultivation

Scope: new GM products or their
renewal

Guidance documents
for the risk assessment

Specific mandates
from EC/DG SANTE

E.g. evaluation of reports/papers

Recurrent requests
from EC/DG SANTE

E.g. annual PMEM reports, evaluation

of public comments /
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PATHWAY OF AN APPLICATION

GMO application
(via a Member State)
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efsam Scientific Opinion

European Food Safety Authority

Public consultation

All applications:
Consultation with all
Member States via GMO
EFSA net

European Commission: draft
decision

.

Member States and European
Commission:
Decision to authorize or
not to authorize in Standing
Committee

RISK ASSESSMENT

RISK MANAGEMENT




- efsam Status September 2015

European Food Safety Authority

s OVERVIEW OF GMO APPLICATIONS

GM Plants GM Plants for deliberate

for food/feed uses* and/or cultivation release into environment
o (Reg (EC) 1829/2003) (Dir 2001/18/EC)

- ;*:_ Year Received Finalised Received Finalised
2 2003 - 2012 135 63 15 13
= A 2013 9 11 2 :
| 2014 3 5 1 3
3 2015 4+ 7 2 .
o zogg_t;') 15 151 86 20 16

>

* Including applications on new GMOs and on existing GMOs for the renewal of their authorisations
** Including 1 application to renew the authorisation of maize 1507 for import and processing

Ongoing applications under Regulation 1829/2003/EC: 36; under Directive 2001/18/EC: 2

Withdrawn applications under Regulation 1829/2003/EC: 29; under Directive 2001/18/EC: 2



GUIDANCE DOCUMENTS

[ Guidance on Environmental Risk Assessment of GM Plants (2010)
Guidance on Risk assessment of food and feed from GM plants (2011)

-  was incorporated into Implementing Regulation 503/2013 on
e genetically modified food and feed (2013)

e Guidance on Post-Market Environmental Monitoring (2011)
Guidance on Risk assessment of GM plants for continued marketing
(‘renewal’) (2015)
Supplementary guidelines on specific aspects of the RA
-~ Agronomic and phenotypic characterisation of GM plants (2015)
=
y

Under development

0 Supplementary guidelines for the allergenicity assessment of GM plants
(end 2016) — pilot project: focus group

- Guidelines for the risk assessment of the Low Level Presence (LLP) of GM
food and feed (May 2017)



OTHER RECENT MANDATES FROM EC

" June 2015
S = September 2015
October 2015
? o etober 2015
>

EFSA report to clarify previous GMO Panel recommendations
on the insect-resistance management plan for maize MON 810

EFSA statement on the risk assessment of new sequence data
on maize MIR604

EFSA statement on the risk assessment of new sequence
data on maize GA21

Scientific opinion of the GMO Panel on (partial) outcome of
the 2013 PMEM report on maize MON 810 (Part Il)



