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COMMITTEE
RECOMMENDATION
in response to the referral of 2 July 2020
concerning the draft decree
amending Article D.531-2 of the French Environment Code1

Paris, 7 July 2020

On 2 July 2020 the High Council for Biotechnology (HCB) was asked jointly by the Minister for the
Ecological and Inclusive Transition, the Minister for Agriculture and Food and the Minister for Higher
Education, Research and Innovation to provide an opinion on the draft decree amending the list of
genetic modification techniques having been in conventional use without proven harm to public
health or the environment. In response to this referral, the HCB Scientific Committee set up a
working group of members of the Economic, Ethical and Social Committee (EESC) selected for their
expertise in the subjects required. This recommendation was prepared on the basis of the
preparatory work by the working group. It was discussed at a face-to-face and videoconference
meeting on 1 July 2020, approved electronically and sent to the competent authorities on 7 July
2020.
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SUMMARY
This summary2 contains the main conclusions of the recommendation made by the Economic, Ethical
and Social Committee (EESC), which is based on the report from the working group set up within the
committee and on all the points of view expressed during EESC discussions.
In response to a government referral3 asking HCB to provide an opinion on the draft decree
amending the French Environment Code4, the HCB Board put the following question to its Economic,
Ethical and Social Committee (EESC): ‘In legal terms, does the draft decree make it possible to
implement the ruling by the Conseil d’État5 and the judgment from the Court of Justice of the
European Union (CJEU)?6
To address this question, the EESC recalls the background to the draft decree, looking in particular at
the concept of mutagenesis in current legislation (French and EU law) and the legal precedents that
have impelled amendment of the French Environment Code (CJEU judgment of 25 July 2018 and
Conseil d’État ruling of 7 February 2020), and then considers the draft decree’s compatibility with EU
law and the Conseil d’État requirements. The EESC notes that the Conseil d’État has been more
explicit that the CJEU regarding the list of mutagenesis techniques that are not exempt by
considering that in vitro random mutagenesis (which consists in ‘subjecting plant cells cultivated in
vitro to chemical or physical mutagenic agents’) is not exempt.
On the basis of the working group’s work, the EESC suggests that the draft decree is compatible with
EU law and broadly satisfies the Conseil d’État’s requirements. However, the EESC has pinpointed
some ambiguities and shortcomings in the draft decree. The latter does not meet the requirement in
Article 2 of the Conseil d’État ruling, since it fails to lay down a precise list of mutagenesis techniques
or methods which have conventionally been used in a number of applications and having a long
safety record. Instead, it supplements the list of techniques falling within the scope of Directive
2001/18 by adding in vitro random mutagenesis, as defined by the Conseil d’État, to directed
mutagenesis. Furthermore, there is currently no legal definition of the concept of in vitro random
mutagenesis. However, the draft decree does incorporate the text of Recital 6 of the Conseil d’État
ruling, namely that in vitro random mutagenesis consists in subjecting ‘cells of plants to chemical or
physical mutagenic agents’.
The draft decree nevertheless allows the growing of plants sown or planted prior to its publication to
be completed, which complies with the Conseil d’État’s requirement for the government to
‘determine, for the varieties thus identified, whether the provisions of Article 14, paragraph 2, of
Directive 2002/53/EC of 13 June 2002 and of Articles L.535-6 and L.535-7 of the Environment Code
should apply’ (Article 3 of the ruling). However, nothing is said about the marketing of these crops
and its conditions.
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This summary is not a substitute for the full recommendation produced by the EESC.
See Appendix 1.
4
Draft decree amending the list of techniques for obtaining genetically modified organisms having conventionally been used
without proven harm to public health or the environment. See Appendix 2.
5
See Conseil d’État Ruling No. 388649:
https://cdn.websiteeditor.net/ed25e686182040aeb41d3b3d05cc2cd2/files/uploaded/20.0100%2520Conseil%2520d%2527Etat%25207%2520f
%25C3%25A9vrier%25202020%2520Ruling%2520on%2520Mutagenesis%2520Breeding%2520EN.pdf
6
See judgment of Court of Justice of the European Union of 25 July 2018: https://eur-lex.europa.eu/legalcontent/EN/TXT/HTML/?uri=CELEX:62018CJ0216&from=EN
3
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Article D.531-2 of the Environment Code refers at one and the same time to techniques that are not
considered to give rise to genetic modification and techniques that do give rise to such modification
but are exempt (because they have ‘conventionally been used without proven harm to public health
or the environment’). This double reference lacks clarity and is not consistent with what is provided
for in the directive, namely two categories dealt with in separate articles and separate annexes. The
draft decree fails to remedy this ambiguity.
The Conseil d’État ruling also covers the herbicide-tolerant varieties for which the applicants were
requesting a moratorium. Here, the Conseil d’État requires the government, within six months, ‘to
take the necessary measures *…+ regarding assessment of the risks associated with HTVs’, and,
without a time-limit, to ‘institute the procedure laid down in Article 16.2, of Directive 2002/53/EC of
13 June 2002’,7which authorises a Member State to make marketing of varieties included in the
catalogue subject to appropriate conditions for cultivation, the varieties in this case being HTVs.
The EESC notes that the government has not used this decree to implement this Conseil d’État
requirement, with which it is supposed to comply by 7 August, and regrets that it has not referred
the matter to HCB.
Given the variety of questions raised by the draft decree and its potential social, ethical and
economic impacts, the EESC suggests drawing on its members’ multidisciplinary expertise to continue
this work in future at greater leisure and in such a way as to allow more detailed analysis of the
questions raised, well beyond the legal aspect.
Lastly, to enable the authorities to understand the implications of the draft decree for EESC
stakeholders and qualified individuals, and by extension for society, this recommendation contains a
section setting out in detail the various views expressed in the EESC during discussions on the draft
decree.
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Conseil d’État Ruling No. 388649 of 7 February 2020, Recital 24.
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Preamble
On 2 July 2020 the High Council for Biotechnology (HCB) was asked by the Minister for the Ecological
and Inclusive Transition, the Minister for Agriculture and Food and the Minister for Higher Education,
Research and Innovation to provide an opinion on a draft decree8 amending Article D.531-2 of the
French Environment Code. At its president’s request, the approved text of the referral was sent to
HCB on 9 June. In response to this referral, which did not contain any specific questions for the
committees, and with a particularly tight deadline, the HCB Board met on 9 June to decide how to
address the referral and approved the setting-up of two working groups representing its respective
committees (Scientific Committee and Economic, Ethical and Social Committee). These working
groups were then each given a question in order to prepare the ground for an opinion from the
Scientific Committee and a recommendation from the Economic, Ethical and Social Committee
(EESC).
The EESC working group consisted of three EESC members: Estelle Brosset (qualified individual in
law), Jean-Christophe Gouache (French Seed Association (UFS) and Vice-Chair of EESC) and Guy
Kastler (Confédération Paysanne). The public disclosure statements of the members of the working
group are available online9. The question that the Board originally put to the EESC (‘Legally speaking,
the draft decree embodies the ruling by the Conseil d'État: how does its wording reflect or enlarge on
the judgment from the CJEU?’) was amended during a preparatory meeting of the working groups on
10 June. The question put to the EESC working group as approved by the HCB Board on 12 June was
formulated as follows: ‘In legal terms, does the draft decree make it possible to implement the
ruling by the Conseil d’État and the judgment from the Court of Justice of the European Union
(CJEU)?’ The working group met three times between 10 and 18 June 2020. Under its remit from the
HCB Board, it applied itself to drafting a report that would provide guidance to members of the EESC
on the draft decree’s congruence with the Conseil d’État ruling and the CJEU judgment.
The present document contains the EESC’s recommendations, based on discussions centring on the
work of the EESC working group responsible for answering the above question.

8

See Appendix 2.
Public disclosure statements for members of HCB can be found at:
http://www.hautconseildesbiotechnologies.fr/fr/article/organisation
9
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1. BACKGROUND TO DRAFT DECREE
In March 2015, eight associations and one union requested a ruling from the French Conseil d’État
concerning the rules exempting organisms obtained by mutagenesis10from the obligations laid down
by Directive 2001/18/EC concerning deliberate release into the environment of GMOs. For these
organisations, use of herbicide-tolerant seed varieties (HTVs) meant the risk of a ‘greater quantities
of herbicides being used’ and was associated with ‘environmental and health risks’.11
Against this background, on 3 October 2016 the Conseil d’État referred four questions to the Court of
Justice of the European Union (CJEU) for a preliminary ruling, asking it to decide whether organisms
obtained by mutagenesis techniques/methods were GMOs and how far they might be exempt from
the provisions of Directive 2001/18/EC12in terms of the precautionary principle, environmental
impact assessments and traceability as well as the obligations laid down in Directive 2002/53/EC for
entry of genetically modified varieties in the Common Catalogue of Agricultural Plant Species. In
response to these four questions from the Conseil d’État, the CJEU delivered a judgment under the
preliminary ruling system on 25 July 2018.13
On 7 February 2020 the Conseil d’État drew its conclusions from the CJEU judgment, in particular by
ordering the government to amend the French Environment Code (see Section 1.2).
The draft decree discussed in this recommendation thus emerged from a specific legal background,
and to grasp its implications it is essential to recall current French and EU legislation on genetically
modified organisms (GMOs) as well as the legal precedents that made the draft decree necessary.

1.1. Current legislation
1.1.1. Mutagenesis in Directive 2001/18/EC
Directive 2001/18/EC lays down all the obligations applying to deliberate or accidental release and to
placing on the market of GMOs.14With regard to the plant kingdom, it regulates cultivation and
marketing of genetically modified plants.
The directive states that it ‘shall not apply to organisms obtained through the techniques of genetic
modification listed in Annex I B’15 – which include ‘mutagenesis’ – ‘on the condition that they do not

10

Mutagenesis techniques make it possible to modify the genome of a living species without having to add sequences
(unlike ‘conventional’ transgenesis).
11
See the joint statement by the nine organisations concerning their request for a Conseil d’État ruling on HTVs, 23 March
2015: http://www.confederationpaysanne.fr/actu.php?id=3440&PHPSESSID=ln8tvtdom6pufg681ov3ocfpa6 (in French)
12
Available online: https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:32001L0018&from=FR
13
Available online: https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:62016CJ0528&from=FR
14
In France, health assessments are provided by Anses and HCB, while environmental risk assessments are carried out by
HCB alone.
15
Article 3.1 of Directive 2001/18/EC of the European Parliament and of the Council of 12 March 2001 on the deliberate
release into the environment of genetically modified organisms and repealing Council Directive 90/220/EEC.
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involve the use of recombinant nucleic acid molecules or genetically modified organisms made by
techniques/methods other than those excluded by Annex I B’.16
In Recital 17, the directive specifies that it ‘should not apply to organisms obtained through certain
techniques of genetic modification which have conventionally been used in a number of applications
and have a long safety record’.
1.1.2. Mutagenesis in French law
The concept of mutagenesis appears in Articles L.531-2 and D.531-2 of the French Environment Code.
Pursuant to Directive 2001/18, Article L531-2 of the French Environment Code provides as follows:
‘The provisions of this Title [transposing Directives 2001/18 and Directive 2009/41 (formerly
Directive 98/81)17] *…+ shall not apply to genetically modified organisms obtained by the use of
techniques which *…+ have conventionally been used without proven harm to public health or the
environment.’ It adds that ‘the list of those techniques shall be determined by decree after the High
Council for Biotechnology has given its opinion’18.
Article D.531-2 of the Environment Code lists these techniques, including ‘2) On condition that they
do not involve the use of genetically modified organisms as recipient or parental organisms: (a)
Mutagenesis’19.
1. 2. Legal precedents
1.2.1. Judgment of Court of Justice of the European Union of 25 July 2018, Confédération Paysanne
and Others v. Prime Minister20
In its judgment of 25 July 2018, the CJEU held that ‘organisms obtained by means of
techniques/methods of mutagenesis constitute genetically modified organisms’ within the meaning
of the Article 2.2 of the directive21.
Thus Article 3.1 of the directive, read in conjunction with point 1 of Annex I B, ‘cannot be interpreted
as excluding, from the scope of the directive, organisms obtained by means of new
techniques/methods of mutagenesis which have appeared or have been mostly developed since

16

Annex I A of Directive 2001/18/EC.
Directive 2009/41/EC of the European Parliament and of the Council of 6 May 2009 on the contained use of genetically
modified micro-organisms, which was a recast of Council Directive 90/219/EEC of 23 April 1990 on the contained use of
genetically modified micro-organisms.
18
French Environment Code, Article L.531-2:
https://www.legifrance.gouv.fr/affichCodeArticle.do?idArticle=LEGIARTI000019070470&cidTexte=LEGITEXT000006074220
&dateTexte=20080627 (in French)
19
French Environment Code, Article D.531-2:
https://www.legifrance.gouv.fr/affichCodeArticle.do?idArticle=LEGIARTI000006839046&cidTexte=LEGITEXT000006074220
&dateTexte=20071016 (in French)
20
CJEU, 25 July 2018, Confédération Paysanne and Others v Prime Minister and Minister for Agriculture, Food and Forestry
(ECLI:EU:C:2018:583).
21
Paragraph 86 of the CJEU judgment (ECLI:EU:C:2018:583): ‘Article 2(2) of Directive 2001/18/EC of the European
Parliament and of the Council of 12 March 2001 on the deliberate release into the environment of genetically modified
organisms and repealing Council Directive 90/220/EEC must be interpreted as meaning that organisms obtained by means
of techniques/methods of mutagenesis constitute genetically modified organisms within the meaning of that provision.’
17
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Directive 2001/18 was adopted’. Such an interpretation would fail to have regard to the intention of
the EU legislature, reflected in recital 17 of the directive, to exclude from the scope of the directive
only organisms obtained by means of techniques/methods which have conventionally been used in a
number of applications and have a long safety record’22.
The CJEU further held that ‘the direct modification of the genetic material of an organism through
mutagenesis makes it possible to obtain the same effects as the introduction of a foreign gene into
that organism and *…+ the development of those new techniques *…+ makes it possible to produce
genetically modified varieties at a rate and in quantities quite unlike those resulting from the
application of conventional methods of random mutagenesis’23.Therefore the risks linked to use of
new mutagenesis techniques ‘might prove to be similar to those which result from the production
and release of a GMO through transgenesis’24.

1.2.2. Conseil d’État ruling of 7 February 2020
In its ruling delivered on 7 February 2020, the French Conseil d’État draws its conclusions from the
CJEU judgment, clarifying the regulatory fate of organisms obtained by mutagenesis in greater detail
than the CJEU.


It recalls that ‘organisms obtained by means of mutagenesis techniques or methods which
have appeared or been mostly developed since the directive was adopted on 12 March
2001’25must be subject to the latter’s GMO obligations.



Organisms that have been ‘obtained by mutagenesis techniques which have conventionally
been used without proven harm to public health or the environment’26 are exempt.



It notes that ‘it appears from the evidence in the file that both ‘directed’ or ‘gene-editing’
techniques or methods and the techniques of in vitro random mutagenesis subjecting cells of
plants to chemical or physical mutagens [...] have appeared after Directive 2001/18/EC was
adopted or have been mostly developed since that time. It follows from the above that these
techniques or methods must be regarded as being subject to the *directive’s+ obligations’27.

In its ruling, the Conseil d’État lays down a number of detailed requirements for the government and
orders it:




‘to amend paragraph 2a) of Article D.531-2 of the Environment Code’ accordingly within six
months and lay down ‘by decree, after consulting the High Council for Biotechnology, an
exhaustive list of mutagenesis techniques or methods conventionally used in a number of
applications and having a long safety record’28.
‘to identify, within nine months *…+, in the Common Catalogue of Varieties of Agricultural
Plant Species, those varieties, especially herbicide-tolerant varieties (HTVs), that have been
included without the assessment that they ought to have undergone in the light of the

22

CJEU judgment, paragraph 51 (ECLI:EU:C:2018:583).
CJEU judgment, paragraph 48 (ECLI:EU:C:2018:583).
24
CJEU judgment, paragraph 48 (ECLI:EU:C:2018:583).
25
Conseil d’État, Ruling No. 388649 of 7 February 2020, Recital 6.
26
Conseil d’État, Ruling No. 388649 of 7 February 2020, Recital 5.
27
Conseil d’État, Ruling No. 388649 of 7 February 2020, Recital 6.
28
Conseil d’État, Ruling No. 388649 of 7 February 2020, Article 2.
23
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technique by which they were obtained and to determine, for the varieties thus identified,
whether the provisions of Article 14, paragraph 2, of Directive 2002/53/EC of 13 June 2002
and of Articles L.535-6 and L.535-7 of the Environment Code should apply’.29
2. THE DRAFT DECREE
2.1. A redrafting of Article D.531-2 of the Environment Code
The draft decree amends the article as follows (proposed additions in bold):
The techniques referred to in Article L.531-2, which are not considered to give rise to genetic
modification or which have conventionally been used without proven harm to public health
or the environment are the following *…+
2) On condition that they do not involve the use of genetically modified organisms as recipient
or parental organisms:
a) Random mutagen, with the exception of in vitro random mutagenesis consisting in
subjecting plant cells cultivated in vitro to chemical or physical mutagenic agents.30
2.2. A clarification (Article 2 of draft decree)
Article 2 of the draft decree provides clarification regarding organisms obtained byin vitro random
mutagenesis:
Growing of plants obtained by an in vitro random mutagenesis technique […] that have been
sown or planted prior to the date of their inclusion in a list laid down by decree of the
minister in charge of agriculture containing the varieties whose inclusion in the catalogue
has been revoked or which satisfy the conditions for such a revocation, can be completed.
3. TWO ADDITIONAL ORDERS
The draft decree is accompanied by two draft orders.
The first draft order lists, in its second schedule, 96 varieties registered in the EU catalogue by
countries other than France and ‘obtained by in vitro random mutagenesis consisting in subjecting
plant cells cultivated in vitro to chemical or physical mutagenic agents’, as well as, in its first
schedule, seven varieties registered in List B of the French catalogue. For these varieties, the
government states that their ‘marketing and cultivation shall be prohibited in France unless they
have been assessed and authorised under GMO rules’.31

29

Conseil d’État, Ruling No. 388649 of 7 February 2020, Article 3.
Decree No. [
] of [
] amending the list of techniques for obtaining genetically modified organisms having
conventionally been used without proven harm to public health or the environment.
31
Order No. of
30
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The second draft order is designed to remove from List B32of the Official French Catalogue of Species
and Varieties of Cultivated Crops varieties obtained by in vitro random mutagenesis consisting in
subjecting plant cells cultivated in vitro to chemical or physical mutagenic agents33.
In the message accompanying notification of the order listing all these varieties, the government
specifies that they are ‘the herbicide-tolerant varieties of rapeseed, marketed under the name
Clearfield rapeseed, whose method of production described in the bibliography corresponds to this
technique’34.

4. IN LEGAL TERMS, DOES THE DRAFT DECREE MAKE IT POSSIBLE TO IMPLEMENT THE CONSEIL
D’ÉTAT RULING AND THE CJEU JUDGMENT?
4.1. Draft’s compatibility with EU law
Firstly, on a number of points the draft decree repeats the wording of the Conseil d’État order
drawing the conclusions from the CJEU judgment delivered under the preliminary ruling procedure.
Of course, both the draft decree and the Conseil d’État ruling are more explicit than the CJEU
judgment,35 since they consider that in vitro random mutagenesis, consisting in subjecting plant cells
cultivated in vitro to chemical or physical mutagenic agents, is not exempt. However, in legal terms,
this clarifying is consistent with EU law. The CJEU judgment notes that an alteration to an organism’s
genetic material can lead to the organism being classified as ‘genetically modified’ if this alteration
does not occur naturally, which is the case for the techniques in question, some of which ‘involve the
use of chemical or physical mutageneous agents, and others involve the use of genetic
engineering’36. In addition, the CJEU stresses that Directive 2001/18 ‘cannot be interpreted as
excluding, from the scope of the directive, organisms obtained by means of new techniques/methods
of mutagenesis which have appeared or have been mostly developed since Directive 2001/18 was
adopted’37, therefore including those that appeared before 2001 but were developed afterwards and
did not have a long safety record. Lastly, the Court’s judgment has made it clear that Articles 2 and 3
and Annex I B of the directive are not full harmonisation measures prohibiting Member States from
making subject to the obligations laid down in the directive (or other obligations) organisms obtained
by mutagenesis.38
The draft orders and Article 2 of the draft decree address the requirement in Article 3 of the Conseil
d’État ruling ‘to determine, for the varieties thus identified, whether the provisions of Article 14,

32

List B covers varieties whose seed production is authorised in France for export. Of the seven varieties concerned, five are
also on the previous list of 96 varieties, since they were entered in List A of the catalogue by countries other than France.
33
Order No. of [ ] amending the Official French Catalogue of Species and Varieties of Cultivated Crops in France (seed of oil
seed rape and other crucifers).
34
https://ec.europa.eu/growth/tools-databases/tris/en/search/?trisaction=search.detail&year=2020&num=281
35
Which has prompted a reaction from stakeholders (see Section 6).
36
CJEU judgment, paragraph 29 (ECLI:EU:C:2018:583).
37
CJEU judgment, paragraph 51 (ECLI:EU:C:2018:583).
38
‘EU legislature *has not specified] in any way the legal regime to which they may be subject’ (CJEU judgment, paragraph
80) and therefore ‘the exemption *…+ cannot be interpreted as preventing Member States from legislating in that area’
(paragraph 81).
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paragraph 2, of Directive 2002/53/EC of 13 June 2002 and Articles L.535-6 and L.535-7 of the
Environment Code should apply.39
Furthermore, the draft decree has been notified and therefore complies with EU notification
procedure, the object of which is precisely to ‘prevent the creation of barriers to trade’40. It should be
noted that the Commission and the other Member States can provide comments or detailed
opinions41, for example regarding the draft orders removing certain varieties from the catalogue or
prohibiting their marketing. However, it must be pointed out that the CJEU judgment, although
delivered in response to the French Conseil d’État, has res interpretata authority for all Member
States as well as for the Commission.
Although compatible with EU law as it stands, it is not entirely impossible that the argument will
resurface in a few years’ time, since the Council has requested the Commission ‘to submit, by
30 April 2021, a study in light of the Court of Justice’s judgment’ and ‘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’.42To this end, in a letter dated 20 May 2020, the
Commission has requested EFSA to provide an opinion on in vitro mutagenesis techniques (and how
they differ from in vivo mutagenesis techniques)43. However, this work will not necessarily entail
revision of the directive. More importantly, it does not currently affect the obligations on the
government laid down – within the time-limit set out in the ruling – by the Conseil d’État.

4.2. Implementation of the Conseil d’État ruling on mutagenesis
The draft decree broadly meets the Conseil d’État’s requirements (Article 3), in particular by
specifying currently known mutagenesis techniques that have not been conventionally used without
proven harm to public health or the environment and which therefore produce GMOs subject to the
provisions of Book V, Title III and Articles L.125-344 and L.515-1345of the French Environment Code

39

Article 14, paragraph 2, allows Member States to revoke acceptance of a variety in their own catalogues and therefore in
the common catalogue.
40
Directive (EU) 2015/1535 of the European Parliament and of the Council of 9 September 2015 laying down a procedure
for the provision of information in the field of technical regulations and of rules on Information Society services (OJ L241 of
17/9/2015, 15pp.).
41
The date of the draft’s notification (6 May) marks the start of a three-month standstill period – during which the notifying
Member State cannot adopt the technical regulation in question – allowing the Commission and the other Member States
to examine the text notified and respond appropriately.
42
Council Decision (EU) 2019/1904 of 8 November 2019 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.
43
ARES(2020)2651289: ‘The CJEU in its reasoning referred to the “application of conventional methods of random
mutagenesis” without distinguishing further between in vivo and in vitro random mutagenesis and distinguished them from
“new techniques/methods of mutagenesis which have appeared or have been mostly developed since Directive 2001/18
was adopted”.’
44
Article L.125-3 of the Environment Code:
https://www.legifrance.gouv.fr/affichCodeArticle.do?idArticle=LEGIARTI000025118448&cidTexte=LEGITEXT000006074220
&dateTexte=20120107 (in French)
45
Article L.515-13 of the Environment Code:
https://www.legifrance.gouv.fr/affichCodeArticle.do?idArticle=LEGIARTI000019070372&cidTexte=LEGITEXT000006074220
&dateTexte=20080627 (in French)
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concerning genetically modified organisms, in particular in vitro random mutagenesis ‘consisting in
subjecting plant cells cultivated in vitro to chemical or physical mutagenic agents’46.
However, the EESC has noted certain ambiguities and shortcomings in the draft decree (a),
particularly those in Article D.531-2 of the Environment Code preventing proper implementation of
the Conseil d’État ruling and the CJEU judgment (b), to which may be added the measures relating to
herbicide tolerant varieties (HTVs) (c).
a) Ambiguities that ought to be cleared up in the draft decree
Before addressing the ambiguities in the draft’s wording, the EESC would like to point out that the
procedure followed has given rise to an unfortunate ambiguity. Pursuant to Directive
(EU) 2015/1535, which requires Member States to inform the Commission of any draft technical
regulation prior to its adoption, the draft decree (together with the two draft orders) was notified to
the Commission on 6 May 2020. The date of the draft’s notification marks the start of a three-month
standstill period during which the draft cannot be adopted – allowing the Commission and the other
Member States to examine the text notified and respond appropriately. Yet, pursuant to
Article L.531-2 of the Environment Code, the Conseil d’État required on 7 February that the decree
be adopted within six months, as well as ‘after consulting the High Council for Biotechnology’. These
deadlines are of course compatible with each other. And the text notified is a draft that, by its
nature, can always be amended following public consultation and the HCB’s opinion. However, if a
draft undergoes significant amendment, the EU procedure requires the Member State to notify the
draft measure a second time and once again implement a standstill period. In this respect, notifying
the Commission of the draft before consulting HCB (which did not receive the referral until July) does
not seem the best solution to the EESC.
As to the substance of the draft:
Firstly, the EESC believes that the draft decree does not entirely meet the requirement laid down in
Article 2 of the Conseil d’État ruling since it fails to lay down a ‘precise’ list of mutagenesis techniques
or methods which have conventionally been used in a number of applications and have a long safety
record.
Instead, it defines one exemption – that covering mutagenesis techniques – more narrowly in order
to exclude directed mutagenesis (by default) and in vitro random mutagenesis ‘consisting in
subjecting plant cells cultivated in vitro to chemical or physical mutagenic agents’, which thus fall
within the scope of Directive 2001/18.
Moreover, there is currently no legal definition of the concept of in vitro random mutagenesis.
Although the draft decree does incorporate the text of Recital 6 of the Conseil d’État ruling, namely
that in vitro random mutagenesis consists, in certain cases, in subjecting ‘cells of plants to chemical
or physical mutagenic agents’, no overall definition is given47.

46

Decree No. [ ] of [ ] amending the list of techniques for obtaining genetically modified organisms having conventionally
been used without proven harm to public health or the environment.
47
Conseil d’État Ruling No. 388649 of 7 February 2020, Recital 6. It may be noted that in its press release of 7 February
2020, the Conseil d’État tried to define the scope of in vitro random mutagenesis more broadly: ‘Random mutagenesis aims
to increase the frequency of spontaneous genetic mutations in living organisms and can be carried out in vivo (mutagens
are used on the whole plant or parts of plants) or in vitro (mutagens are used on cells of the plant and the whole plant is
then artificially reconstituted).’
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Secondly, the EESC considers that the wording of the draft decree differs somewhat from that of the
Conseil d’État ruling. The Conseil d’État does not offer an exhaustive list of techniques falling within
the directive’s scope but is simply providing a response, for a dispute, concerning techniques that
cannot qualify for exemption. The draft covers these techniques with an exhaustive formulation that
is not entirely in keeping with the spirit of the ruling.
Thirdly, the draft decree nevertheless allows the growing of plants sown or planted prior to its
publication to be completed, which complies with the Conseil d’État’s requirement for the
government to ‘determine, for the varieties thus identified, whether the provisions of Article 14,
paragraph 2, of Directive 2002/53/EC of 13 June 2002 and of Articles L.535-6 and L.535-7 of the
Environment Code should apply’48.
In the light of these facts, the EESC is uncertain about the marketing of crops planted prior to the
decree and authorised to be grown and notes that the question of the marketing of these plants and
their resulting products has not been developed in the decree.
The EESC is also uncertain about having closed lists of varieties that are going to be withdrawn from
the catalogue after this decree and its orders because they have not been ‘assessed and authorised
under GMO rules’.
This prompts the EESC to ask whether any change to these lists will be possible and whether, once
withdrawn from the catalogue, the varieties in question can be included again once they have met
the EU requirements laid down in Directive 2001/18.
b) Ambiguities of the current Article D.531-2 of the Environment Code that are not cleared up by the
draft decree
The EESC also believes that other aspects of Article D.531-2 might have warranted amendment on
this occasion. Article D.531-2 of the Environment Code refers at one and the same time to
techniques that are not considered to give rise to genetic modification and techniques that do give
rise to such modification but are exempt (because they have ‘conventionally been used without
proven harm to public health or the environment’). In the EESC’s opinion, this double reference lacks
clarity and is not consistent with what is provided for in the directive, namely two categories dealt
with in separate articles and separate annexes. The draft decree fails to remedy this ambiguity. One
answer might be to adopt, the wording of Article L.531-2 for the decree, namely: ‘The techniques
which, by reason of being natural, are not considered to involve genetic modification or those which
have conventionally been used without proven harm to public health or the environment, are the
following: *…+’and to set out these techniques in two distinct paragraphs.
c) Implementation of the Conseil d’État requirement regarding HTVs
The Conseil d’État ruling also covers the HTVs for which the applicants were requesting a
moratorium. Following an opinion from the French National Agency for Food, Environmental and
Occupational Health and Safety (Anses), the Conseil d’État confirms ‘the existence of risk factors,
already identified by INRA and CNRS in their research papers of 2011, regarding the potential
development of resistance in weeds or to increased herbicide use’49. And, with regard to the
potential risks, it acknowledges that the government has failed in its duty to apply the precautionary
principle.
48

Conseil d’État, Ruling No. 388649 of 7 February 2020, Article 3.
Conseil d’État, Ruling No. 388649 of 7 February 2020, Recital 20.

49
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For HTVs, the Conseil d’État requires the government, within six months, ‘to take the necessary
measures *…+ regarding assessment of the risks associated with HTVs’.50
Yet the EESC notes that the government has not used this decree to implement this Conseil d’État
requirement, with which it is supposed to comply by7 August, and regrets that it has not referred the
matter to HCB.
The Conseil d’État next requires the government –without, however, setting a time-limit –to institute
the procedure laid down in Article 16.2 of Directive 2002/53/EC of 13 June 2002, which authorises a
Member State to make marketing of varieties included in the catalogue subject to appropriate
conditions for cultivation, the varieties in this case being HTVs.51
It may be recalled that this article reads as follows: ‘A Member State may, upon application which
shall be dealt with under the procedure referred to in Article 23(2) or in Article 23(3) in the case of
genetically modified varieties, be authorised to prohibit the use of the variety in all or in part of its
territory or to lay down appropriate conditions for cultivating the variety in accordance, in cases
provided for in subparagraph (c), with the conditions for using the products resulting from such
cultivation: *…+ (c) where it has valid reasons other than those already mentioned or which may have
been mentioned during the procedure referred to in Article 10(2) for considering that the variety
presents a risk for human health or the environment’.
The EESC notes that the government has not as yet complied with this requirement of the Conseil
d’État and considers that HCB should be closely involved in reflection on the subject (see Section 5).

5. QUESTIONS PUT TO THE HCB BOARD BY THE EESC
The short timeframe for replying to the referral has made it impossible for this recommendation to
offer a thorough assessment of the social, ethical and economic dimensions of the questions raised.
Some members of the EESC regret that the question put to them for this referral was confined to
legal aspects, mainly, it would appear, for reasons of timing.
The EESC of HCB draws attention to its expertise in these fields and emphasises that it has the
capacity to carry out a more detailed study of the issues relating to this new decree.
In fact, a number of concepts or obligations might give rise to debate in future. Avoiding the pitfalls
of a new emergency procedure, HCB could take them up in order to provide a variety of perspectives
(scientific and economic, social and ethical).
This is the case for various terms(techniques termed ‘conventional’ or ‘conventionally used in a
number of applications’; techniques with a ‘long safety record’; and techniques ‘which have
appeared or have been mostly developed since Directive 2001/18 was adopted’ that are not further
defined in law, although they may be interpreted in a variety of ways.
This is also the case for the practical arrangements for implementing certain obligations concerning
organisms obtained by mutagenesis that are not exempt from the traceability requirement (to cite
just one example). While such an analysis has already been carried out by the EESC in the course of
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Conseil d’État, Ruling 388649 of 7 February 2020, Article 4.
Council Directive 2002/53/EC of 13 June 2002 on the common catalogue of varieties of agricultural plant species.
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its work on NPBTs, a study of traceability issues could focus on the social, ethical, economic and
environmental aspects raised:
a. The options of documentary traceability and/or biological traceability, with a possible
distinction according to techniques used.
b. The options, in the case of documentary traceability, of a voluntary approach by firms or
a mandatory process imposed by the public authorities, together with their limits (simple
best-endeavours obligation; detectable adventitious presence of varieties obtained by
new gene-editing techniques (or NPBTs).
c. The options for biological traceability and especially any available methods for detecting
the technique used and therefore differentiating a spontaneously occurring variant from
a sequence modified by a technique falling within the scope of the regulations (genetic,
molecular or epigenetic identifiers; molecular markers inserted in genetic material, etc.).

6. COMMENTS BY EESC MEMBERS

On the health aspect

A qualified individual in the human sciences lamented the fact that the health aspect was missing
from the draft decree and noted that the Ministry of Health was not among the ministries
responsible for implementation. The health aspect ought not to be overlooked when studying
this issue.
On a number of terms used in the decree

A qualified individual in the human sciences pointed out that in French the formulation ‘des
techniques ou méthodes de mutagenèse traditionnellement utilisées’(‘mutagenesis techniques or
methods conventionally used’), in the Conseil d’État wording,had become ‘les techniques […] qui
ont fait l'objet d'une utilisation traditionnelle’(‘techniques *…+ which have conventionally been
used’). ‘Methods’ had thus been dropped. Yet a method denoted a process, without the former’s
intended outcome necessarily being specified. A single method (such as ART) might cover more
than one technique (artificial insemination, in vitro fertilisation); the Discourse on Method
presented four techniques (precepts). The upshot? In the draft decree, mutagenesis was de facto
held to be a bona fide method; it was merely certain techniques that were ruled out. Similarly,
adopting the idea of ‘utilisation traditionnelle’ (‘conventional use’) instead of ‘traditionnellement’
(‘conventionally’) produced a change in meaning: ‘traditionnellement’ harked back to a source,
whereas ‘utilisation traditionnelle’ connoted a frequency. The upshot was that any technique
that could be proved to be in regular use became a bona fide technique. Yet the fact that it was
bona fide was what had to be demonstrated.


A qualified individual in the human sciences noted that the term ‘cells of plants’ *‘cellules de
plantes’+ (Recital 6 of the Conseil d’État ruling) had become ‘plant cells’ *‘cellules végétales’+.
However, ‘cells of plants’ showed that the plant was the primary unit: the cell had no
independent existence or function; even if it was removed from the plant, the plant had
antecedence and primacy. But ‘plant cells’ might suggest that the cell was being cultivated and
was detached from the plant organism. Hence the term ‘plant material’ in the Scientific
Committee presentation at the plenary meeting on 24 June. Why had this substitution been
made? Far from being neutral, it betrayed a certain conception of living things.
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A qualified individual in the human sciences questioned the use, in Article 2 of the draft decree,
of the words ‘in vitro’ in the phrase ‘Plants obtained by an in vitro random mutagenesis
technique’: did it mark deliberate human intervention clearly enough? Did ‘random’ mean
‘without human intervention’, ‘random’ then being synonymous with ‘spontaneous’, or did it
mean ‘without the modification being predictable? A third term, ‘naturally’ was introduced in the
working group report (p. 9/20), although this adverb was not in the Conseil d’État ruling. Yet
modifications could of course appear unpredictably but not spontaneously (if they were
induced); what happened in vitro could occur by natural processes; even what occurred naturally
could be unpredictable. What exactly, therefore, was the dividing line between what was
permissible and what was not: deliberate human intervention (but what if it occurred by natural
processes?), unpredictability (yet what if this unpredictability was found in nature) or the
technical methods used (but what if they led to the same outcomes as in nature?)? The judgment
of the Court of Justice of the European Union of 25 July 2018referred to the concepts of ‘a rate’
and ‘quantities quite unlike’ those resulting from conventional methods of random mutagenesis:
these terms appealed to the imagination but were not defined. How would ‘like’ be determined
for the purposes of comparison? Would it depend on the experience acquired over the course of
a single human life or the experience acquired and preserved in the scientific record? The
timescale was not the same. How was it possible to talk about ‘a rate’ when biological and
environmental changes could stretch over the longer term?

On the concept of ‘safety record’

A qualified individual in the human sciences noted that the Conseil d’État had called for an
‘exhaustive list of mutagenesis techniques or method conventionally used in a number of
applications and having a long safety record’. With regard to this requirement, the following
concepts were not clear:
- ‘Conventionally used’: Did ‘convention’ mean frequency of use, length of use or technical ease
of use?
- ‘Safety’: What type of safety: environmental safety, health security, biological safety or
technical security (the process was reliable, the same and constant over time)?
- ‘Long’: This term required definition in terms of the evidence needed and the period concerned
(at what point did the safety record become ‘long’?).The term was equivocal and left the way
open for endless debate.


Some stakeholders (French Seed Association (UFS), French Interprofessional Organisation
for Seeds and Plants (Gnis), Association of Agricultural Cooperatives, FNSEA Farmers’ Union,
Young Farmers’Union and the Coordination Rurale Farmers’ Union) pointed out that the safety
record of the technique in question (in vitro random mutagenesis) is at present assessed solely
on the basis of the products (HTVs) currently marketed in France and bred by this technique. Any
safety issues raised regarding these varieties are clearly associated more with their function than
the technique used to obtain them. And yet the decision concerning the future of this breeding
technique was based on the safety of these products. This clearly raises a problem of
methodology. It is thus not the safety record of the technique in question that has been assessed
in this particular case. In vitro random mutagenesis has been widely used for other purposes
across the world without its intrinsic safety being questioned.
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Other stakeholders (the Confédération Paysanne, Friends of the Earth France, the French Organic
Farming Federation, France Nature Environnement and the French Beekeepers’ Association)
thought that although the safety issues were undoubtedly bound up with the relevant genetic
modification usually conferring herbicide tolerance, the impact of other accidental genetic and
epigenetic modifications resulting from in vitro cell culture had never been assessed. It was
therefore not possible to say that this technique of genetic modification, consisting in
propagating plants in a way that did not occur naturally, did not present safety problems.

On the definition of random mutagenesis


Some stakeholders (the Confédération Paysanne, Friends of the Earth France, the French Organic
Farming Federation, France Nature Environnement, the French Beekeepers’ Association and a
qualified individual) stressed the fact that mutagenesis and random mutagenesis were concepts
that had no definition in law. It was not clear exactly which techniques were covered by these
concepts. For random mutagenesis, the draft decree proposed a closed list containing a single
regulated technique and an open list of exempt techniques, which were not defined beyond the
exclusion of the single regulated technique. It therefore failed to comply with Directive 2001/18,
for which the list of regulated techniques had to be open, since it was impossible to know which
new techniques might emerge in the future. Only the list of exempt techniques could be
exhaustive inasmuch as these techniques had to be known when the directive was adopted
simply for having at that time been conventionally used in a number of applications. This failure
to define exempt techniques might lead to much confusion. Various writers, including the
European Commission in its recent referral to EFSA, believed that the Conseil d’État ruling
consisted in regulating techniques of in vitro random mutagenesis in contrast with in vivo
random mutagenesis. Without a precise list of all the random mutagenesis techniques that were
exempt, it followed that it was necessary to regulate random mutagenesis techniques applied to
in vitro plantlets, in vitro cultures of meristems or germs, etc., which quite obviously was not
consistent with the Conseil d’État ruling or the CJEU judgment. This detailed list of exempt
techniques demanded by the Conseil d’État was essential not only for determining whether or
not certain new techniques duplicated one of these conventional techniques, as claimed by a
number of those involved, but also to be able to implement the third paragraph of the CJEU
judgment conclusions, which authorised Member States to regulate domestically GMOs excluded
from the scope of Directive 2001/18.52In fact, some papers used the term ‘mutagenesis’ to
describe natural mutations and, by extension, selection of mutants appearing in the field in
response to various natural mutagenic pressures. Clearly, such mutations did not fall into the
category of nationally regulated organisms covered by the CJEU judgment.



Other stakeholders (French Seed Association (UFS), French Interprofessional Organisation
for Seeds and Plants (Gnis), Association of Agricultural Cooperatives, FNSEA Farmers’ Union and
Young Farmers’Union) pointed out that it is in vitro random mutagenesis through application of
chemical or physical mutagens to cells of plants, rather than to organs or whole plants, that is

52

‘Article 3(1) of Directive 2001/18, read in conjunction with point 1 of Annex I B to that directive, in so far as it excludes
from the scope of that directive organisms obtained by means of techniques/methods of mutagenesis which have
conventionally been used in a number of applications and have a long safety record, must be interpreted as meaning that it
does not have the effect of denying Member States the option of subjecting such organisms, in compliance with EU law, *…+
to the obligations laid down in that directive or to other obligations.’
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covered by the draft decree. With regard to the European Commission’s referral to EFSA, the
terms of reference did not interpret the Conseil d'État ruling but asked the agency for:
- A description of random mutagenesis techniques applied in vitro and in vivo, irrespective of the
part of the plant to which they were applied;
- An assessment of the types of modification induced and an assessment of the underlying
molecular mechanisms;
- Finally, an assessment of whether these techniques were to be regarded as a continuum or as
opposed depending on whether they were in vivo or in vitro.
This is why the draft decree ought to have been complemented by an exhaustive list of random
mutagenesis techniques exempted from the scope of the directive.


Some stakeholders (one qualified individual, the Confédération Paysanne, Friends of the Earth
France, the French Organic Farming Federation, France Nature Environnement and the French
Beekeepers’ Association) also had questions about the in vitro mutagenesis technique of
somaclonal variation (inducing mutations simply by growing cells in vitro in a culture medium).
The draft decree provided no information on its status. Were the chemicals used in the in vitro
culture medium mutagens or not? The Confédération Paysanne, Friends of the Earth France,the
French Organic Farming Federation, France Nature Environnement and the French Beekeepers’
Association had questions in particular concerning the definition of somaclonal variation: could it
be considered a mutagenesis technique if the chemicals used in the in vitro culture medium were
not considered to be mutagens?



For some stakeholders (the Confédération Paysanne, Friends of the Earth France, the French
Organic Farming Federation, France Nature Environnement and the French Beekeepers’
Association), there was an argument used by the industry and some experts to justify conflating
certain GMOs produced by the new techniques for modifying living organisms with natural
mutants or mutants randomly induced in vivo. A context was always needed to establish identity
or equality. For these stakeholders, the EESC had to look at the circumstances of GMO use in
societies and ecosystems rather than in the laboratory. In such circumstances, it was obvious
that the suggested equivalence was meaningless: if the aim was to obtain three particular
mutations in particular genes, for example, the likelihood of achieving this through selection of
natural or randomly induced in vivo mutations was infinitesimal and therefore nil in practice.
With the new techniques it was possible to obtain such a mutant, and such mutants had already
been obtained (mildew-resistant wheat, for example). In the circumstances taken for the EESC
recommendation, i.e. release of GMOs into the environment, it was obviously impossible for
these stakeholders to support something that could not be produced identically or equivalently
to something that actually existed.



The Confédération Paysanne, Friends of the Earth France, the French Organic Farming Federation
(FNAB), France Nature Environnement and the French Beekeepers’ Association regretted the
wording of the mutagenesis definition in the HCB Scientific Committee report as a ‘process of
mutation formation’. This same report also specified, under the definition of selection, that ‘once
a mutation appears, it can be subject to selection’. Mutagenesis and selection were therefore
two distinct processes, which occurred one after the other. The FNAB regretted the focus of the
question put by the HCB Board, namely ‘In biological terms, how does in vitro random
mutagenesis as defined by the decree differ from other plant breeding techniques?’ and believed
that this question was not the right one from the scientific point of view. It would have preferred
the following wording: ‘In biological terms, how does in vitro random mutagenesis as defined by
the decree differ from other techniques of genetic modification?’
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On the ambiguities of Article D.531-2 of the Environment Code that are not cleared up by the draft
decree and orders



Some stakeholders (the Confédération Paysanne, Friends of the Earth France, the French Organic
Farming Federation, France Nature Environnement and the French Beekeepers’ Association)
stressed the ambiguity of Article D.531-2, which referred at one and the same time to genetic
modification techniques for microorganisms in contained use that were excluded from the scope
of Directive 2009/41 and to genetic modification techniques for organisms released into the
environment that were excluded from the scope of Directive 2001/18. These were two different
situations and lists of techniques (in two separate directives), and the wording ought to have
been clearer. Self-cloning and the infection of living cells by viruses, viroids or prions that were
excluded from the techniques producing genetically modified microorganisms in contained use
should not be excluded from techniques producing genetically modified organisms released into
the environment.



The Confédération Paysanne, Friends of the Earth France, the French Organic Farming
Federation, France Nature Environnement and the French Beekeepers’ Association thought that
the first line of paragraph 2 of Article D.531-2 was incomplete and after ‘or the use of genetically
modified organisms’ there should be added ‘obtained by techniques/methods other than those
excluded by this article’. Without this addition, random mutagenesis techniques –other than
those applied in vitro to cell cultures and cell fusion techniques for cells of organisms that could
exchange genetic material by conventional breeding methods –that used GMOs excluded from
the scope of Directive 2001/18 would no longer be excluded from the scope of this directive.



The Confédération Paysanne, Friends of the Earth France, the French Organic Farming
Federation, France Nature Environnement and the French Beekeepers’ Association noted that
the government had drawn up a list of varieties covered by the draft orders solely on the
strength of the bibliography. But there was nothing to suggest that the bibliography contained
information about breeding techniques for all varieties and therefore that the list was
comprehensive. Publication or release to the competent authorities of information concerning
breeding techniques for varieties entered in the catalogue and/or placed on the market was not
mandatory. These stakeholders wished the government to take steps to make release of this
information mandatory in order to allow full implementation of the CJEU judgment and the
Conseil d’État ruling for all varieties concerned. The Confédération Paysanne would like these
various questions to be clarified by adding to the provisions of the decree after its publication
within the time-limit laid down by the Conseil d’État if these additions were not possible
beforehand.

On implementation of the Conseil d’État requirement concerning HTVs



Some stakeholders (the Confédération Paysanne, Friends of the Earth France, the French Organic
Farming Federation, France Nature Environnement, the French Beekeepers’ Association and a
qualified individual) noted that to implement the measures concerning HTV assessment, the
Conseil d’État did not actually require adoption of a decree after consulting HCB but wished to
point out that the time-limit was six months and that within this deadline the government had to
take the steps needed to comply with this requirement.
20



Some stakeholders (the Confédération Paysanne, Friends of the Earth France, the French Organic
Farming Federation, France Nature Environnement, the French Beekeepers’ Association and a
qualified individual) believed that, given its remit, HCB should also have received a referral
relating to these measures and, if it did not, might consider a self-referral. HCB work in this field
could constitute a very helpful starting point.



Some stakeholders (French Seed Association (UFS), French Interprofessional Organisation for
Seeds and Plants (Gnis), Association of Agricultural Cooperatives, FNSEA Farmers’ Union, Young
Farmers’Union and the Coordination Rurale Farmers’ Union) thought that the draft decree might
have drawn on the findings of a study that the government had commissioned from Anses in
March 2015 and concerning which it had received a revised report in March 2020. This is
probably the most practical way for the government to drop HTVs without having to tick the ‘in
vitro mutagenesis’ box, for example by ordering a moratorium to leave the agency time to gather
the missing data to which it had drawn attention. These stakeholders pointed out that, in the risk
assessment that it had been asked for, the agency concluded: ‘Although no adverse effects have
been observed in the data collected, study of the farming practices associated with HTV
cultivation shows that they might be accompanied, in the longer term, by certain undesired
effects. *…+ The potential risk, in the longer term, is selection of resistant weeds having acquired
the resistance gene through random mutation or gene flow from HTV crops.’ (Opinion,
p. 9).Furthermore, ‘consideration, in the prior health risk assessment under Regulation
No 1107/2009, of the specific metabolism of HTVs was judged to be incomplete by the experts’
(Opinion, p. 10).Lastly, the absence of data on the environment and the lack of research on
metabolites in food had made it impossible to ‘carry out an exposure assessment and a
characterisation of the health risk potentially associated with use of HTVs as food’. It is for taking
‘any other equivalent measures to address the agency’s observations on the lacks in the data
currently available’ that the Conseil d’État had drafted Article 4 of its order to the government.
These stakeholders believed that the ban on cultivation of HTV oilseed rape crops would prevent
the French center for national examination of varieties (GEVES) from including these varieties in
the reference collection to which candidates varieties are compared for registration. These
stakeholders recalled that, under Article 5.1 of Directive 2002/53/EC of 13 June 2002 on the
common catalogue of varieties of agricultural plant species, ‘A variety shall be regarded as
distinct if, whatever the origin, artificial or natural, of the initial variation from which it has
resulted, it is clearly distinguishable on one or more important characteristics from any other
variety known in the Community. ’Consequently, the Official French Catalogue would lose its
attractiveness for applications to include oilseed rape varieties, since the distinctive nature of the
varieties applying for registration (and Intellectual Property protection) could no longer be
reliably established. This will question the application of the UPOV principles by France and its
position as a contributor to the common catalogue.

On the work to be done in this field by the EESC


For the French Seed Association (UFS), the French Interprofessional Organisation for Seeds and
Plants (Gnis), the Association of Agricultural Cooperatives, the FNSEA Farmers’ Union, the Young
Farmers’Union and the Coordination Rurale Farmers’ Union, in its implementation of the Conseil
d’État ruling the draft decree entailed not only a ban on growing certain varieties of herbicidetolerant oilseed rape but also, more importantly, the regulation of a technique (in vitro random
mutagenesis) that had been used to breed plants across the world for decades. The diminution of
available tools in the range of techniques used in plant breeding is a concern in several respects.
At a time when farming is facing a number of challenges (green transition, climate change, food
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sovereignty, etc.) it is important for plant breeding to be able to play its full part as an enabler
towards addressing the problems French and European farmers are facing.
This being so, these stakeholders thought it important that the EESC should be able to consider
the impact of the rulings and the draft decree in the following socio-economic fields:
- Agriculture and lack of alternatives;
- Need for innovation for the green farming transition;
- Need for innovation and climate change (water, temperatures, disease and pests);
- Consequences for consumers: food sovereignty, information
- Risk of relocation of plant breeding and seed production companies and therefore
impact on seed farmer network.


Some stakeholders (the Confédération Paysanne, Friends of the Earth France, the French Organic
Farming Federation, France Nature Environnement, the French Beekeepers’ Association and a
qualified individual)regretted that:
- Contrary to normal practice at HCB, the EESC had been unable to have the Scientific
Committee’s opinion in time to discuss it properly or take account of it when drafting its
own recommendation;
- The questions put to the Scientific Committee and the EESC were confined to the biological
and legal aspects. This restriction circumvented all the ethical, economic and social aspects
that usually formed the basis of an EESC recommendation. Were the draft decree and orders
consistent with the social, ethical and economic choices of a legislature that had defined
GMOs as ‘organisms genetically modified in a way that does not occur naturally by mating or
natural recombination’? Clearly, plants did not reproduce naturally by propagation and
regeneration of plant cells isolated in vitro out of the natural plant-cell environment
consisting of all the other cells of the plant or its reproductive organs. This in vitro cell
proliferation produced genetic modifications in a way that did not occur naturally by natural
reproduction or propagation.
With regard to ethics, these genetic modifications escaped the rules on breeding and natural
evolution not only physically, because the plant cells’ natural environment was replaced by
chemical substances, but also in terms of time, since the quantity of genetic modifications
produced simultaneously made unnecessary the longer period needed to breed genetic
modifications naturally through successive natural sexual or vegetative reproduction. It was this
overstepping of the natural barriers of the physiology of reproduction and genetic recombination
that accounted for the legislature’s choice.
These stakeholders pointed out that it was on the same ethical foundations that the legislature
had regarded this not ‘essentially biological’ way of genetically modifying plant cells as giving rise
to patentable inventions. A plant cell had in fact consistently been held to be a microbiological
organism by European courts, and therefore patentable. The profits generated by the royalties
from these patents were now the main motivation behind industrial breeding for large-scale
distribution of a limited number of uniform varieties unable to adapt to the wide range of soils, of
socio-economic and growing conditions for crops and of their use as food and to climate
variability. The scope of these patents covered all plants containing the genetic modification
patented, which denied farmers the option of freely breeding plants from crops harvested in
order to adapt them to a given local environment. This local adaptation of crops, which had to be
polygenic, was, however, a prerequisite for their adaptation to the current exponential increase in
the range and frequency of climate change. The so-called ‘brake on innovation’ arising from GMO
regulation was therefore extremely good not only for farmers’ independence but also for crop
adaptation to climate change and for protection of farm biodiversity.
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On traceability



For the French Organic Farming Federation, the question of traceability raised in Section 5 of the
recommendation was not relevant, since it thought that all products subject to Directive 2001/18
had to be labelled. If some stakeholders wanted to raise the question of labelling, this should be
done in connection with another referral; the question did not belong in this recommendation.

On a comprehensive assessment



For France Nature Environnement, Friends of the Earth France, the French Beekeepers’
Association and the Confédération Paysanne, the referral limited HCB to legal matters, thus
preventing any discussion of the meaning and background of the claims and issues involved. The
question therefore had to be discussed in an implied context (not expressed but actually existing)
declared, just as implicitly, to be valid a priori. Thus there was tendency, including among certain
people at HCB, to regard all mutations as equivalent by the very fact that they were all considered
to be the same biochemically whatever the breeding method. This last point might be conceded
to simplify matters. The idea was to conflate everything in order to exclude all mutant products
from the scope of Directive 2001/18.
For these stakeholders there were questions about the contexts that could make such
comparisons meaningful, for example concerning the concepts of equality, identity and
equivalence (in this case between crops obtained by different techniques).If two things were
being compared, that meant that they were different. Claiming that they were equal in absolute
terms, i.e. with no context, therefore led to a paradox: ‘two different things are equal’, which was
not accepted in Western science or philosophy. Thus in mathematics, equality was not defined in
terms of its nature but was introduced through use: the possibility of substituting one item for
another in all its occurrences (the two items being different but having the same use in a given
mathematical context).If we took two bottles, they would be identical for a wine merchant if they
had the ‘same’ capacity, and the preciseness of the measurement would depend on their use
(satisfying this condition would determine whether they could be called ‘the same’). For a
decorator, it would be form, colour, etc. If these bottles were targets, they could not be either
identical or equivalent.
France Nature Environnement,Friends of the Earth France,the French Beekeepers’ Association
and the Confédération Paysanne believed that equality or identity and, even more intuitively,
equivalence were meaningful only in the context of their intended use. Of course, non-difference,
which also suggested a measure of potential non-knowledge, did not escape the need for a
context (or contexts).The context of use (intentionality, in fact) was obviously not absolute either.
It was dependent on an – intersubjective – operator (individual or collective) who confirmed,
usually conventionally, the judgment of equivalence as fulfilling his intention. It was not an
absolute truth but the expression of a cultural and historical context. In the present case, all
mutations were being considered identical because of the reduction of GMO characterisation to
the genetic sequence of the gene of interest. For these stakeholders, this was a reductionist
approach, which limited characterisation of objects to the traits of interest to the operator (this
being, yet again, intersubjective and historical) in a context that the latter considered to be
general. It was also an analytical approach, since it assumed that an object removed from a
system of which it formed part retained all the properties that it had had in that system and did
not acquire any new ones. GMOS were created in laboratories and, to simplify matters, we would
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assume that the molecular characterisation was adequate in this context. But these GMOs did not
remain in laboratories, and it was actually HCB’s role to provide an opinion on their release into
the environment. It was therefore a matter of passing judgment against a background of the
complex (non-reducible) systems constituted by societies and ecosystems. In such systems,
characterisation by molecular configuration did not seem relevant. Complex natural systems were
composed of numerous elements interacting at numerous levels of complexity. This structure
generated properties at every level of complexity, in a continuing process of change. Since each
development path had the potential for branches and only one branch was taken each time,
these systems were inherently historical. This history might sometimes be reconstructed after the
fact, but it could not be predicted. France Nature Environnement and the Confédération
Paysanne pointed out that this unpredictability was also found in many relationships between the
elements, which, in these systems, were frequently non-linear and even chaotic. A chaotic
relationship, it should be recalled, was characterised by its sensitivity to initial conditions, making
it essentially unpredictable53beyond the boundary of its Lyapunov horizon (i.e. until the branches
began).Thus the basic question was whether such an increase in the capacity to produce different
GMOs not obtained through natural evolution, i.e. disconnected from the historicity of other
natural living organisms, was able to affect the organisation of the systems under consideration.
The speed at which complex natural systems changed depended on their structure, and an
external – and therefore artificial – modification of this speed might, if it was large enough,
significantly alter the very structure of these systems (climate change was one example: since the
rate of migration towards the north was not synchronous among various living organisms
because of the average rate of warming, disruption had occurred in the relationships of
ecosystem elements). Since societies and ecosystems were our homes and sufficient
compatibility between these systems and human beings as a species was necessary for our
continued existence on earth, this compatibility was a higher ethical goal and engendered a scale
of values other than the prevailing one. It was apparent, just from this approach, with all these
basic problems in embryo, that an analytical and reductionist method was not enough (even if it
was thought necessary to keep it) to answer the question put regarding regulation of techniques
that allowed a phenomenal, a historical acceleration in the rate of evolution of living organisms.
Theodosius Dobhzansky said, ‘Nothing in biology makes sense except in the light of evolution.’
GMOs had never been considered in this light.
For these stakeholders, two conclusions were therefore inescapable:
- The irreversibility of the effects of certain disruptions (hysteresis) and the high stakes in the
event of a change in the global attract or warranted application of the precautionary
principle, which here made perfect sense;
- A comprehensive (or holistic, or systemic: no available term was really appropriate)
assessment must be carried out in tandem with a discussion of a change in general ethics.
The typical question, ‘When I use such-and-such a technique, what is the outcome?’ was not
relevant in the case of disruptions to complex natural systems, since the answer was not
predictable. In a comprehensive assessment, it might therefore be replaced, or supplemented, by
a question such as ‘When I use such-and-such a technique, am I interfering with the structure of
the system in question?’Instead, therefore, of predicting the system’s response to a disruption,
which was impossible, an attempt would be made to assess the severity of the proposed action’s
consequences. The issues raised were entirely different from those in an analytical assessment,
and even the categories had to be revised.
Thus for France Nature Environnement, Friends of the Earth France, the French Beekeepers’

53

Even in the case of a totally deterministic relationship.
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Association and the Confédération Paysanne, the disastrous changes in complex natural systems
following the exponential growth in human activities blind to the dynamics of environments that
were home to humanity – because of the reductionist and almost purely analytical nature of
modern technoscience – made it necessary to begin this comprehensive analysis as a matter of
urgency and to revisit general ethics.
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[Translation]
GOVERNMENT
Liberty
Equality
Fraternity

Ref. D20007589

Paris, 2 July 2020

Minister for the Ecological and Inclusive Transition
Minister for Agriculture and Food
Minister for Higher Education, Research and Innovation
to
The President, High Council for Biotechnology
244, boulevard Saint-Germain
75007 Paris
Re: Referral to the High Council for Biotechnology concerning amendment of Article D.531-2 of the
French Environment Code to lay down by decree an exhaustive list of mutagenesis techniques or
methods conventionally used in a number of applications and having a long safety record.

Dear Sir,
In late 2014 nine organisations sent a letter to the Prime Minister requesting, firstly, repeal of
Article D.531-2 of the French Environment Code because it exempted herbicide-tolerant varieties
(HTVs) from GMO regulation, and, secondly, a moratorium on these HTVs. In the absence of a reply,
this group requested a ruling from the Conseil d’État.
In this connection, the Conseil d’État referred a number of questions to the Court of Justice of the
European Union (CJEU) for a preliminary ruling. The judgment delivered by the CJEU on 25 July 2018
has, amongst other things, clarified the scope of Directive 2001/18/EC by specifying that any product
of a genetic modification is a GMO and that only products of ‘techniques conventionally used in a
number of applications and having a long safety record’ are exempted from the assessment
procedure.
In its ruling delivered on 7 February 2020, the Conseil d’État endorsed the CJEU judgment and
ordered the Prime Minister to amend Article D.531-2 of the French Environment Code within six
months by laying down by decree an exhaustive list of mutagenesis techniques or methods
conventionally used in a number of applications and having a long safety record.
As provided for by the French Environment Code, and specifically Article L.531-2, this decree shall be
enacted after consultation of the High Council for Biotechnology.
We are therefore asking HCB to provide an opinion concerning this draft decree and the two draft
orders relating to the latter.
Yours faithfully,
Élisabeth Borne

Frédéric Vidal

Didier Guillaume
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Appendix 2: Draft decree
FRENCH REPUBLIC
Minister for the Ecological and
Inclusive Transition

Decree No. […] of […]
amending the list of techniques for obtaining genetically modified organisms having conventionally
been used without proven harm to public health or the environment
NOR: *…+

Groups concerned: Enterprises, research institutes and other bodies developing, using or marketing
organisms obtained by genetic modification or their products, farmers.
Purpose: Amendment of the list of genetic modification techniques having conventionally been used
without proven harm to public health or the environment.
Entry into force: The text will enter into force the day after it is published.
Notice:The decree amends the list of genetic modification techniques regarded as having
conventionally been used without proven harm to public health or the environment, in order to clarify
the status of random mutagenesis techniques. Genetically modified organisms obtained by means
oftechniques appearing on this list are not subject to the provisions of Book V, Title III of the
legislative part of the Environment Code or to its Articles L.125-3 and L.515-13.
References: The Environment Code amended by this decree can be consulted, in its amended version,
on the Légifrance website (http://www.legifrance.gouv.fr).

The Prime Minister,
Upon the report of the Minister for the Ecological and Inclusive Transition,
Having regard to Directive 2001/18/EC of the European Parliament and of the Council of 12 March
2001 on the deliberate release into the environment of genetically modified organisms and repealing
Council Directive 90/220/EEC,
Having regard to Directive (EU) 2015/1535 of the European Parliament and of the Council of
9 September 2015, laying down a procedure for the provision of information in the field of technical
regulations and of rules on Information Society services, and in particular Notification No. …,
Having regard to the Environment Code, in particular Articles L.531-2 and D.531-2,

Having regard to the opinion from the High Council for Biotechnology dated *…+,
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Having regard to the public consultation held from *…+ to *…+ pursuant to Article L.123-19-1 of the
Environment Code,
Hereby decrees:
Article 1

Article D.531-2 of the Environment Code shall be amended as follows:
1) In the first line, the words ‘to give rise to genetic modification ’shall be followed by the words ‘or
which have conventionally been used without proven harm to public health or the environment’;
2) Subparagraph (a) of paragraph 2 shall be worded as follows:
‘a) Random mutagenesis, with the exception of in vitro random mutagenesis consisting in subjecting
plant cells cultivated in vitro to chemical or physical mutagenic agents.’
Article 2
Growing of plants obtained by anin vitro random mutagenesis technique referred to in
subparagraph (a) of paragraph 2 of Article D.531-2 of the Environment Code as amended by this
decree that have been sown or planted prior to the date of their inclusion in a list laid down by
decree of the minister in charge of agriculture, containing the varieties whose inclusion in the
catalogue has been revoked or which satisfy the conditions for such a revocation, can be completed.
Article 3
The Minister for the Ecological and Inclusive Transition, the Minister for Agriculture and Food, the
Minister for Higher Education, Research and Innovation and the Minister for the Economy and
Finance shall be responsible, each for his part, for the implementation of this decree, which shall be
published in the Journal officiel de la République française.

Done on *…+.
Edouard Philippe
By the Prime Minister:
The Minister for the Ecological and Inclusive Transition,
Elisabeth Borne
The Minister for Agriculture and Food,
Didier Guillaume
The Minister for Higher Education, Research and Innovation,
Frédérique Vidal
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Appendix 3: EESC working group and preparatory work for the recommendation

This recommendation was prepared by the HCB Economic, Ethical and Social Committee (EESC) on
the basis of the preparatory work by the working party composed of three of its members and
examined at a face-to-face and videoconference meeting on 1 July 2020.54
On 2 July 2020 the High Council for Biotechnology (HCB) was asked by the ministers in charge of the
environment, agriculture and research to provide an opinion on a draft decree55amending
Article D.531-2 of the French Environment Code. This referral, which did not contain any specific
questions, can be found in Appendix 1 of this recommendation. As indicated in the preamble, the
drafting of this recommendation draws partly on the considerable work by the EESC working group
instructed to answer the question put to the EESC and partly on the discussions around the work of
this working group at the EESC meeting of 1 July 2020.
The working group consisted of the following members:
-

Estelle Brosset (qualified individual in law)
Jean-Christophe Gouache (French Seed Association (UFS) and Vice-Chair of EESC)
Guy Kastler (Confédération Paysanne)

The working group’s discussions were supervised by Jean-Christophe Pagès, Chair of the Scientific
Committee and Acting President of HCB, and coordinated by Lucie Guimier, EESC Scientific Officer for
Science and Society.
The working group met by teleconference on 12, 16 and 18 June.
Joint meetings with the Scientific Committee working group were held by videoconference on
10 June (start of work on the referral) and 18 June (presentations on the issues concerned, working
methods, and discussion between members of both working groups).
The working group presented its work at the HCB plenary meeting on 24 June and received initial
contributions from HCB members on that occasion.
Following the plenary meeting, the working group finalised its report, which was submitted as a draft
recommendation of the EESC for consideration at the EESC meeting on 1 July 2020.
After this meeting, the working group report was supplemented by various views from the whole of
the EESC to produce this recommendation.
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EESC members present in person or by video link during the discussion of this recommendation at the meeting of 1 July
2020: Elisabeth Blesbois, Laurent Bourdil, Estelle Brosset, Nathalie Bruck, Catherine Dagorn, Lionel Desencé, Céline Duroc,
Daniel Evain, Sophie Fonquernie, Jean-Christophe Gouache, Frédéric Jacquemart, Guy Kastler, Emmanuel Lesprit, Selim
Louafi, Doan Luu, François Lucas, Vincent Magdelaine and Egizio Valceschini.
55
See Appendix 2.
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