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Open Letter to Commission President Juncker, Commissioner for Health Andriukaitis,
Commissioner for Agriculture Hogan, Commissioner for Research, Science and Innovation
Moedas, and Commissioner for Jobs, Growth, Investment and Competitiveness Katainen

Proposals for (1) a coherent interpretation of the GMO definition of EU Directive 2001/18/EC, (2)
designation of an EU authority for GMO status determination and (3) engagement in discussions with
agricultural exporters and importers to harmonize the requlatory status of plants derived from genome-
editing technologies

Dear President Juncker, Dear Commissioners,

A case before the European Court of Justice numbered C-528/16, resulting from a court initiative in
France by several non-governmental organisations to determine the regulatory status of plants
derived from techniques of mutagenesis, has put on hold all European initiatives ongoing since 2008
to determine the regulatory status of plants derived from so called “new breeding techniques”. While
the decision of the European Court due July 25 should clarify the status of certain plants obtained
using techniques that cause genome editing, it will not provide answers to other long outstanding
questions (because not raised before the court) of the research and development community in
Europe involved in plant breeding.

In 2018 countries such as the United States (USDA) and Brazil (CTNBio) made regulatory decisions
and provided guidance regarding specific categories of plants derived from genome-editing
technologies. The first plant product derived from genome-editing technologies, high oleic soybean
oil, is expected to be launched in the United States this year by Calyxt, Inc., the U.S. affiliate of Cellectis
S.A,, a French life sciences company which has pioneered genome-editing technologies.

By this letter, we suggest that three actions could be quickly taken to enable Europe through its
public and private sectors to place itself again at the forefront of plant breeding innovation, in
the interest of consumers, farmers, the environment and industry. This is particularly important
because it is estimated that the combination of genome-editing technologies and artificial intelligence
will boost innovation in biology in all areas, providing significant growth and economic advantage to
countries willing to invest. Europe has the capabilities to be engaged and should not be denied such
opportunity through collective inaction.



First Proposed Action: in as far as the ECJ will in its ruling not provide a further interpretation
of the GMO definition under Article 2, paragraph 2 of EU Directive EC 2001/18, adopt a
coherent and concise interpretation as follows?:

“genetically modified organism (GMO) means an organism, with the exception of human beings, in
which the genetic material has been altered in a way that does not occur naturally by mating and/or
natural recombination” obtained at least through a technique listed in Annex IA, Part I, involving the
incorporation in the resulting organism of a new combination of genetic material that cannot occur
naturally.” The words in italics qualify the language of Article 2, paragraph 2 of the Directive in accordance
with the current written wording of the Directive.

Moreover, it would appear possible and in conformity with the powers of the Commission to adopt
this interpretation, without the necessity to seek an amendment. As part of adopting our proposed
interpretation, the Commission could clarify the following determinations? regarding plants obtained
by modern genetic engineering, but which either cannot be considered as GMOs because they do not
contain a new combination of genetic material that cannot occur naturally, or because they fall under
the exemption of part 1B of the Directive:

)] Null segregants - these are progeny of genetically engineered plants from which the GMO
feature has been eliminated by crossing;

(i) Organisms which have undergone deletions of any size

(iii)  Organisms which have undergone a substitution of a single pair of nucleotides (i.e. a
mutation) or an insertion of less than 20 base pairs

(iv) Cisgenic organisms (incorporating a native gene or a gene from a sexually compatible
species, in each case with the gene in its natural orientation)

As is the case of a similar interpretation by USDA on 28 March 2018 and announced through a press
release, such an interpretation by the Commission could be accompanied by explanatory and
educational communications targeting all interested stakeholders, including researchers, growers,
consumers and industry.

1 This concise interpretation would also be consistent with the Cartagena protocol definition of Living Modified Organism (“LMO0”): "any
living organism that possesses a novel combination of genetic material obtained through the use of modern biotechnology”; "Modern
biotechnology" means the application of “a. In vitro nucleic acid techniques, including recombinant deoxyribonucleic acid (DNA) and direct
injection of nucleic acid into cells or organelles, or b. Fusion of cells beyond the taxonomic family, that overcome natural physiological

reproductive or recombination barriers and that are not techniques used in traditional breeding and selection.”

2 Qur recommendation is in conformity with that of EASAC which in July 2015 asked “EU regulators confirm that the products of New
Breeding Techniques, when they do not contain foreign DNA, do not fall within the scope of GMO legislation, consistent with the
advice of the “New Techniques” expert working group (Podevin et al 2012) and other expert groups (for example ACRE 2013)".



Second Proposed Action: identify, similar to the approach taken elsewhere in the world, which
authority would be capable of verifying individual cases for conformity with exclusions or
exemptions under the terms of the directive, with respect to the categories of plants referred
to above, at what stage of research or development, and on the basis of which criteria.

Currently, applicants for a field trial under EU Directive 2001/18/EC address their questions to the
competent authority of the Member State in which a field trial is intended to occur. However, as the
determination that needs to be made (exclusion, exemption or inclusion under the ‘GMO’ definition)
has impact throughout Europe, we suggest a European authority be identified to address
determination requests, it being understood that it would need resources to be able to make
determinations expediently (e.g., within 90 days). Data requirements for status determinations
should be proportionate and reasonable, consistent with those requested by other countries, so as
not to inhibit public sector and small private companies from engaging in this field.

Third Proposed Action: begin discussions with the competent authorities of agricultural
export and import countries in order to harmonize the regulatory status of genome-edited
plants to facilitate inter-country movements.

In conclusion, the signatories of this letter believe that Europe must not forego the
opportunities offered by genome-editing technologies in plants for the following reasons:

- to enable European researchers and growers to benefit from multiple innovations that will
be derived from these technologies;

- to avoid competitive distortions with major agricultural countries already in the process of
adopting these technologies;

- to develop competitiveness and sustainability of all forms of European agriculture;

- to bring a significant contribution from European agriculture to the commitments required
under the Paris Climate Agreement; and

- to implement an essential leverage for the development of the bio-economy, a priority of the
EU.

It is by permitting European public and private research to become a major player in plant genome
editing technologies that the EU will regain its rank in the next wave of biotechnologies.

The signatories of this letter are prepared to answer any questions or otherwise be engaged with the
Commission to follow up the above-mentioned proposals.

Respectfully, on behalf of the Initiative

Prof. Dr. Klaus-Dieter Jany, Alain Deshayes
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Wissenschaftlerkreis Griine Gentechnik e.V (WGG) Association Francaise des

Biotechnologies Végétales (AFBV)



European initiative for genome editing in plants

First signatory organizations and associations

Académie des technologies, France: Bruno Jarry, Président

Académie nationale de Pharmacie, France: Agnes Artiges, Secrétaire Perpétuel

ACTA (Instituts techniques agricoles de France), France: Philippe Lecouvey, Directeur Général
AFBV (Association francaise des biotechnologies végétales), France: Alain Deshayes, Président
agriDées -Think Tank, France: Damien Bonduelle, Président

AGPB (Association Générale des Producteurs de Blé et autres céréales), France: Philippe Pinta, Chair
AGROBIOTECHROM, Bucharest, Romania: Dr. Nicolae Hristea

ASAJA (Asaja Asociacion Agragria Jovenes Agricultores), Spain: José Maria Castilla Baro

Biotechnology Committee Polish Academy of Sciences, Institute of Bioorganic Chemistry,
Poznan, Poland: Prof. Tomasz Twardowski

CEPM (Confédération Européenne des Producteurs de Mais), France: Céline Duroc, Délégué Général

Confagricoltura (Confederazione Generale dell’Agricoltura Italiana), Italy: dr. Massimiliano
Giansanti, President

Deutschen Botanischen Gesellschaft (German Society for Plant Sciences), Germany, Prof. Dr. Karl-
Josef Dietz, Prasident

FGL (Forschergruppe Gesunde Lebensmittel), Kirchberg-Thening, Austria: Rudolf Mach

FNSEA (Fédération Nationale des Syndicats d’Exploitants Agricoles), France: Christiane Lambert,
Chair

FOP (Fédération des Oléo-Protéagineux), France, Arnaud Rousseau, Chair

Forum Griine Vernunft e.V., Germany, Dr. Horst Rehberger Minister a.D., Chair

German Society of Plant Biotechnology, Germany: Prof. Dr. G Krczal, President

The GM-group at the Royal Swedish Academy of Sciences, Sweden: Roland von Bothmer
Innoplanta e.V, Gatersleben, Germany: Dr Uwe Schrader

IPBO (International Plant Biotech Outreach), Gand (Zwijnaarde), Belgium: Dr. Marc Van Montagu,
Chair

Jeunes Agriculteurs, France, Jeremy Decerle, Chair
John Innes Centre, Norwich, United Kingdom: Prof Dale Saunders, Director
Linnean Centre for Plant Science - Uppsala, Sweden: Dr. Eva Sundberg

PlantLink, network platform for plant science formed in 2011 as an alliance between Lund University
(LU) and the Swedish University of Agricultural Sciences in Alnarp (SLU Alnarp), Sweden: Tina
D’Hertefeldt, Associate Director

PRRI (Public Research & Regulation Initiative), Gand, Belgium: Dr. Marc Van Montagu, Chair



RLP Agroscience GmbH, AlPlanta - Institute for Plant Research, Neustadt, Germany: Prof. Dr. G
Krczal, Managing Director

Rothamsted Research, Harpenden, Herts, United Kingdom: Professor Achim Dobermann, Director
and Chief Executive

SPPS (Sandinavian Plant Physiology Society), Umea, Sweden: Stefan Jansson, President
Umea Plant Science Centre, Umea, Sweden: Ove Nilsson, Director
VIB life sciences research institute, Gent, Belgium: Jo Bury, Director

WGG (Wissenschaftlerkreis Griine Gentechnik), Germany: Prof Dr. Klaus-Dieter Jany, Chair

First signatories from the scientific community

= Niklaus Ammann, Prof. emeritus, University of Bern, Switzerland

- Jean-Marc Boussard, Directeur de recherche honoraire de 'INRA, Académie d’Agriculture de
France, Paris, France

- Jean-Francois Briat, Directeur de recherche honoraire du CNRS, Académie d’Agriculture de France,
Paris, France

- Dr. Bjorn L.D. M. Briicker, Editor-in-Chief 4 open/EDP Sciences, Germany

- Alain Coleno, ancien Directeur scientifique des productions végétales, INRA, France

- Prof. Dr. Hannelore Daniel, Chair of Human Nutrition, Technical University Munich, Germany
- John Davison, ancien Directeur de recherche, INRA, France

- Roberto Defez, Italian National Research Council (IBBR), Italy

- Henri Delbard, Académie d'Agriculture de France, France

- Michel Delseny, Directeur de recherche émérite du CNRS, Académie des Sciences, France

- Bernard Dujon, membre de ’Académie des Sciences, Paris, France

- Christian Dumas, Professeur honoraire, membre de I’Académie des Sciences, Paris, France

- Dr. Dennis Eriksson, Department of Plant Breeding, Swedish University of Agricultural Sciences,
Alnarp, Sweden; Executive Manager Plant Genetic Resources International Platform (PGRIP)

- Pr. Dr. Lutz Fisher, Institute of food Science and Biotechnology, Faculty of Natural Sciences,
Hohenheim University, Germany

- Susanne Giinther, Farmer, MA in Philosophy, Political Science and Linguistics, Germany

- Louis-Marie Houdebine, Directeur de recherche honoraire de 'INRA, membre de 1'Académie
d'Agriculture de France, France

- Michel Griffon, Académie d’Agriculture de France, France

- Dominique Job, Directeur de recherche émérite du CNRS, membre de I'’Académie d’Agriculture de
France, France



- Prof. Dr. Christian Jung, Plant Breeding Institute Christian-Albrechts-University of Kiel, Germany
- Prof. Beat Keller, Department of Plant and Microbial Biology, University of Zurich, Switzerland

- Prof. Dr. Karl-Heinz Kogel, Interdisciplinary Research Center for Biosystems, Department of
Phytopathology, Justus Liebig University, Giessen, Germany

- Prof. Dr. Margit Laimer, Plant Biotechnology Unit (PBU), Department Biotechnology, BOKU
University, Vienna, Austria

- Professor C ] Leaver CBE, FRS, FRSE, Emeritus Professor of Plant Science, University of Oxford,
United Kingdom

- Anne Perrin, former chair of Association Francaise pour I'Information Scientifique (AFIS), France
- Dr Pere Puigdoménech, CRAG (Centre for Research on Agronomical Genomics), Barcelona, Spain

- Anneli Ritala, Principal Scientist, Project Manager, VTT Technical Research Centre of Finland Ltd.,
Solutions for Natural Resources and Environment, Finland

- Prof. Dr. Jorg Romeis, Agroscope, Zurich, Switzerland
- Dr. Jeremy Sweet, PhD MSc NDA, JT Environmental Consultants, Cambridge, United Kingdom

- Giovanni Tagliabue, Independent researcher in agricultural biotechnologies and political science,
Carugo (Como) Italy, Winner of Innoplanta Science Prize in 2017

- Prof. Teemu Teeri, University of Helsinki, Finland
- Dr. Detlef Weigel, Director, Max Planck Institute for Developmental Biology, Germany

- Prof. Li-Hua Zhu, Department of plant breeding, Swedish University of agricultural Sciences, Alnarp,
Sweden



