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(Actos cuya publicacion es una condicion para su aplicabilidad)

DIRECTIVA 2001/18/CE DEL PARLAMENTO EUROPEO Y DEL CONSEJO

@ de marzo de@

sobre la liberacion intencional en el medio ambiente de organismos modificados genéticamente y
por la que se deroga la Directiva 90/220/CEE del Consejo

Articulo 2

Definiciones
A efectos de la presente Directiva se entendera por:

1) «organismo», toda entidad biolégica capaz de reproducirse
o de transferir material genético;

2) «organismo modificado genéticamente (OMG)», el organis-
mo, con excepcion de los seres humanos, cuyo material
genético haya sido modificado de una manera que no se
produce naturalmente en el apareamiento ni en la recombi-
nacion natural;

Segtin esta definicion:

a)

se produce una modificacién genética siempre que se
utilicen, al menos, las técnicas que se enumeran en la
parte 1 del Anexo [ A;

se considera que las técnicas enumeradas en la parte 2
del Anexo I A no dan lugar a una modificacién genéti-
ca;



Marco legal aplicable a los OMGs

Legislacion en la UE: - Basada en el proceso (técnica empleada)

- Caso por caso (tiene en cuenta el producto)

(US), Canada...: - Basada en el producto



Marco legal para comercializacion de OMGs en la UE

- La base del marco legal es un analisis de riesgo obligatorio

- Analisis de riesgo responsabilidad de EFSA, una entidad independiente
de asesoria cientifica

- Analisis caso por caso



Regulacion (EC) 1829/2003 - GM food & feed
(Commission implementing regulation (EU) 503/2013)
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El dosier... un ejemplo

Coste aprobacion: 5-10 ainos; € 10 Milllones



Guia de EFSA para el analisis de OGMs

GUIDANCE DOCUMENT

OF THE SCIENTIFIC PANEL

ON GENETICALLY MODIFIED
ORGANISMS FOR THE RISK
ASSESSMENT OF GENETICALLY
MODIFIED PLANTS AND
DERIVED FOOD AND FEED

Adpied 1 M Leplennber 204
Frd, itad sersim of © Mwrter 2004

Mesch 2005

Sampean Rood Daiety Axtborty

.

"
*

= Adoptado en 2004

= Completado en 2005 (PMEM); 2006
(renovacion), 2007 (eventos apilados);
2011...

Documento cientifico; guia, que se adapta
caso por caso; flexible

= 2013 (Commision IR503/2013)

Texto legal (politico); requisitos obligados;
rigido



Comercializacion de OGMs y productos derivados

- Consumo masivo desde hace casi 25 ahos
- No ha habido problemas relevantes para la salud humana o animal

- Las técnicas de obtencién y analisis de OGMs han evolucionado
y se han vuelto mas precisas (secuencia)

- Y sin embargo la legislacion es cada vez mas prescriptiva y rigida

Es proporcional al riesgo real? Esta adaptada a su propodsito?



Edicion génica (SDNs)
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Figure 1. Different site-directed nuclease (SDN) techniques (SDN-1, 2, and 3). An SDN complex is shown at the top in association with the target sequence. The repair can
take place via nonhomologous end-joining (MHEJ) or homologous recombination (HR) using the donor DNA. SDN-1 can result in site-specific random mutations by NHEJ.
In SDN-2, a homologous donor DNA is used to induce specific nucleotide sequence changes by HR. In SDN-3 DNA is integrated in the plant genome via HR.



Regulacion de plantas obtenidas por edicion génica

- USA, Argentina, China, Japodn, ... han decidido desregular SDN1,(2)

- UE

- Consenso cientifico en que SDN1/2 no deberian ser
consideradas OMG.

- Discusiones entre los EM de la UE desde 2008. Sin consenso.
- Preguntas del Conseil d’Etat Francés al TJUE en 2017.

- Decision del TJUE en 2018. Las plantas editadas son OMGs
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Posibles salidas

_) - Reintroducir flexibilidad en el sistema
. Reducir |la informacion requerida caso por caso

. Sin método de deteccidén

—) - Cambiar en la legislacion de OMGs

. Tratar la edicion génica aparte
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LEGISLATIVE ACTS AND OTHER INSTRUMENTS

Subject: COUNCIL DECISION requesting the Commission to submit a study in light
of the Court of Justice’s judgment in Case C-528/16 regarding the status of

novel genomic techniques under Union law, and a proposal, if appropriate
in view of the outcomes of the study
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The ruling brought legal clarity as to the status of new mutagenesis techniques, but also
raised practical questions which have consequences for the national competent authorities,
the Union’s industry, in particular in the plant breeding sector, research and beyond. Those
questions concern. infer alia. how to ensure compliance with Directive 2001/18/EC when

products obtained by means of new mutagenesis techniques cannot be distinguished, using

current methods. from products resulting from natural mutation, and how to ensure. in such
a situation. the equal treatment between imported products and products produced within

the Union.

The Council considers that a study 1s necessary to clarify the situation. in accordance with
the Interinstitutional Agreement of 13 April 2016 on Better Law-Making!. and in particular
paragraph 10 thereof on the application of Article 225 and 241 of the Treaty on the

Functioning of the European Union.



Article 1

The Council requests the Commission to submit. by 30 April 2021. a study in light of the Court of

Justice’s judgment in Case C-528/16 regarding the status of novel genomic techniques under Union

law.
Article 2
1. The Council requests the Commission to submit a proposal. if appropriate in view of the
outcomes of the study, or otherwise to inform the Council on other measures required as a
follow-up to the study.
2. In accordance with usual practice. the Council requests the Commission to ensure that the

proposal 1s accompanied by an impact assessment.



Opiniones de EFSA sobre la edicidon génica

- SDN-3. EFSA, 2012, 2020.

Uso de SDN-3 para transgenia minimiza los riesgos asociados a la insercion

- SDN1,2. EFSA, 2020
No hay riesgos asociados a la insercion

No se identifican riesgos adicionales al comparar con las técnicas de mejora clasica



EXECUTIVE SUMMARY

COMMISSION STAFF WORKING DOCUMENT

Study on the status of new genomic techniques under Union law and in light of the
Court of Justice ruling in Case C-528/16

SWD(2021) 92

-Las NGTs tienen el potencial de contribuir a la resiliencia y sostenibilidad del sector
agricola

- EFSA no ha identificado nuevos riesgos asociados a estas técnicas

- Los expertos a nivel Europeo y Nacional reclaman mas flexibilidad y proporcionalidad en
el analisis de riesgo, aunque no todos los actores estan de acuerdo en esto

https://ec.europa.eu/food/system/files/2021-04/gmo_mod-bio_ngt_exec-sum_en.pdf




Legislation for plants produced by certain new genomic techniques

Have your say > Published initiatives > Legislation for plants produced by certain new genomic techniques

About this initiative

O In preparation

Summary This initiative will propose a legal framework for plants obtained by targeted mutagenesis and

cisgenesis and for their food and feed products. It is based on the findings of a Commission si
Roadmap . :

on new genomic techniques.
Feedback period

The aim is to maintain a high level of protection for human and animal health and the environr
24 September 2021 - 22 enable innovation in the agri-food system and contribute to the goals of the European Green [
October 2021

and the ‘Farm to Fork’ strategy.
FEEDBACK: CLOSED

Topic Food safety
UPCOMING Type of act Proposal for a regulation
Public consultation

Roadmap

Planned for

Second quarter 2022
FEEDBACK: CLOSED

FEEDBACK: UPCOMING

Feedback period

o ] 24 September 2021 - 22 October 2021 (midnight Brussels time)
Commission adoption

Planned for View feedback received >

Second quarter 2023

FEEDBACK: UPCOMING Inception impact assessment - Ares(2021)5835503
English (265 KB - PDF - 5 pages)

Download 4

https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/13119-Legislation-for-plants-produced-by-certain-new-genomic-techniques_en



La nueva legislacion tendria que :

- Asegurar un alto nivel de seguridad

- Ser cientificamente sdlida

- Ser proporcional al riesgo real

- Permitir obtener los beneficios que la ciencia y la técnica prometen
- Flexible para adaptarse a los cambios técnicos y al avance cientifico



