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National Control of GMO Cultivation in the EU
The path to reconciliation of opposed interests

Nicolas de Sadeleer*

Abstract

EU law on GMOs is undoubtedly the product of a
trade-off between, on one side, the functioning of
the internal market and, on the other side, health
and environmental issues, alongside ethical and
even religious concerns. On the one hand, the risk
assessment is carried out and the placing GM prod-
ucts on the market is authorized in accordance with
EU centralized procedures. On the other, the cul-
tivation of authorized GM seeds and plants may
be either banned or restricted by the national au-
thorities in accordance with harmonized safeguard
clauses. It follows that neither the free movement of
authorised GMOs nor their cultivation is absolute.
However, Member States felt deeply dissatistied
with a narrow interpretation of their regulatory
powers and the impossibility to ban GMOs in the
light of socio-economic and genuine agricultural
considerations. Needless to say, the low number
of marketing authorisations granted by the Euro-
pean Commission and the invocation of safeguard
clauses by the Member States have had a dissuasive
effect on the cultivation of GMOs. In 2015, the EU
lawmaker decided to increase the Member States’
control of the cultivation of GMOs. In particular,
economic considerations, and not exclusively en-
vironmental and health factors, may be taken into
account by the national authorities. Regarding the
functioning of the internal market, this seems to be
arevolution in its own right. This article is attempt-

ing to set the scene to explain how the new com-

* Professor at Saint-Louis University, Guest Professor,
UCLouvain. Distinguished International Law Professor
at the University of Canberra.
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pelling grounds regarding agricultural, economic
and consumer considerations are consistent with
the principle of free movement of GMOs within the

internal market.

Key words: Internal market — Placing on the market
of GMOs — EU authorisation schemes — EFSA risk
assessment — Restrictions placed on the cultivation
of GMOs — Safeguard clauses — Consistency with
the principle of free movement of goods — Com-
plete harmonisation — Ecological considerations
— Economic considerations — Agricultural policy -

Proportionality

Introduction

Faith in biotechnology was initially so unswerv-
ing that its deployment in agriculture was sup-
posed to herald a bright future in which modern
intensive agriculture will be able to satisfy the
growing needs for food, exacerbated by gallop-
ing population increases. However, genetically

modified organisms (GMOs)! have repeatedly

! An organism is deemed to be genetically modified
where its genetic endowment is modified in a way that
cannot be achieved naturally either by multiplication or
recombination. See in particular Article 2(2) of the Con-
vention on Biological Diversity, Article 5(5)(2) of the
German Federal Law of 21 March 2003 on Non Human
Gene Technology, and Article L 531-1(2) of the French
Environmental Code. Directive 2001/18 defines it as “any
biological entity capable of replication or of transferring
genetic material.” When the pollen stemming from a
variety of genetically modified corn loses its capacity of
reproduction and is devoid of any capacity to transfer
genetic material, it does not constitute a GMO within the
meaning of secondary law anymore. See Case C-442/09
Bablok [2011] ECR 1-7419, para. 62.
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been a matter of much controversy, especially
in Europe. This scepticism of many NGOs and
several regulatory agencies has focused both
on their impact on human health (allergenicity,
genes expressing resistance to antibiotics in use
for medical or veterinary treatment?), as well
as the impoverishment of biodiversity which
their cultivation could cause (wild species re-
sisting GM plants, resistance to herbicides, hy-
brid plants, gene flow through pollen transfer,
impacts on soils, etc.).> What is more, contrary
to the claims of agro-chemical firms, the cultiva-
tion of GMOs has not led to a reduction in the
use of plant protection products and artificial
fertilizers.*

EU regulatory approach to GMOs has been
fraught with controversies since its inception.
The authorisation granted to Syngenta Crop Pro-
tection AG to place on the market BT 176 maize
in accordance with Directive 90/220/EEC was
followed by strong national opposition. Several
Member States opposed the commercialisation
of that maize in invoking safeguard clauses that
the Commission didn’t succeed to lift. That led
the Council to declare a de facto moratorium on
GMOs in June 1999. As a result no authorisation

were granted until Directive 90/220/EEC was re-

2 Article 4(2) of Directive 2001/18/EC of the European
Parliament and of the Council on the deliberate release
into the environment of genetically modified organisms,
0J 2001 L 106/1. The maize 5010 case epitomizes the risks
stemming from genes expressing resistance to antibiot-
ics. See T-240/10, Hungary v Commission, EU:T:2013:645,
para. 38.

3 EFSA Panel on Genetically Modified Organisms
(GMO), « Scientific Opinion on the assessment of poten-
tial impacts of genetically modified plants on non-target
organisms » (2010) 8(11) EFSA Journal 1877, 72 pp.

4 The spread of GMO crops has dramatically increased
the amount of pesticide and herbicide usage per hectare
in recent years, and contributed to the spread of glypho-
sate- resistant weed. See C.M. Benbrook, “Impacts of
Genetically Engineered Crops on Pesticide Use in the
U.S.-The First Sixteen Years” (2012) 24 : 1 Environmental
Sciences Europe.

28

placed by another legislation. In November 2006,
a WTO panel condemned the ban as well as na-
tional bans on EU-approved GM products, on
the grounds that there were not being based on
a genuine risk assessment.’

These tensions led the EU lawmaker to re-
place Directive 90/220/EEC by Directive 2001/18/
EC on the deliberate release of GMOs. Prob-
ably no other piece of legislation has produced
as much controversy as does this. As other EU
acts regulating GMOs, this directive attempts to
strike a balance between the functioning of the
internal market and the Treaty requirements of
a high level of consumer and environmental pro-
tection. Its transposition turned into a minefield
for the majority of the Member States.® However,
the importance of that directive has been belit-
tled ever since the European Commission has en-
dorsed a ‘one door one key” approach, according
to which undertakings can be authorised either
by Directive 2001/18/EC or by Regulation (EC)
No 1829/2003 on genetically modified food and
feed to place on the market a GMO for cultiva-
tion purposes. As a result, the majority of GM
plants have recently been authorised by the EU
institutions in accordance with Regulation (EC)
No 1829/2003. Along the same lines, this Regula-
tion is attempting to ensure a high level of pro-
tection of human health and consumers’ interest,
whilst ensuring the effective functioning of the
internal market, of which the free movement of
GMOs is an essential aspect.

However, the balance struck by the law-

5 WT/DS291/R; WT/DS292/R; WT/DS293/R, European
Communities — Measures Affecting the Approval and Market-
ing of Biotech Products.

¢ Case C-170/94 Commission v Greece [1995] ECR 1-1819;
Case C-312/95 Commission v Luxemburg [1996] ECR 1-5143;
Case C-343/97 Commission v Belgium [1998] ECR 1-4291.
Regarding the transposition of Directive 2001/18: Case
C-429/01 Commission v France [2003] ECR 1-14355; Case
C-165/08; Commission v Poland [2009] ECR 1-684; Case
C-478/13 Commission v Poland [2013] C:2015:379.
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maker between the safeguard of health and the
environment and the functioning of the internal
market was deemed to be unsatisfactory. Adopt-
ed by the European Parliament and the Council
on 11th of March 2015 Directive (EU) 2015/412 as
regards the possibility for the Member States to
restrict or prohibit the cultivation of genetically
modified organisms (GMOs) in their territory
has amended Directive 2001/18 with a view to
granting the Member States the right to prohibit
or to limit the cultivation of GMOs in accordance
with a harmonised authorisation procedure.”

It is the aim of this article to explore the nov-
elty of the changes brought to the existing regu-
latory schemes by Directive (EU) 2015/412. The
article is structured as follows. In a first section,
we shall explain the two-pronged approach en-
dorsed by the EU regarding the approval of GM
agricultural products. A second section describes
the various safeguard clauses the Member States
can activate in order to limit the cultivation of
authorized GMOs. Against this background, a
third section explains the rationale for this re-
form, which might at first sight appear to be
somewhat disconcerting from the viewpoint of
the proper functioning of the internal market. In
so doing, we shall assess the extent to which the
upstream approach (centralized procedures for
granting marketing authorisations) is entangled
with a downstream approach (national measures
restricting or controlling the cultivation of GM
plants). Last, in a fourth section we shall assess
the consistency of the new grounds provided
under Directive 2015/412 with the principle of
free movement of goods. Our analysis does not

encompass field trials.

7 Directive (EU) 2015/412 of the European Parliament
and of the Council of 11 March 2015 amending Direc-
tive 2001/18/EC as regards the possibility for the Member
States to restrict or prohibit the cultivation of genetically
modified organisms (GMOs) in their territory, O] L 68, 1.
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Part I. Procedural requirements for GMO
marketing authorisation

The EU marketing regime is centred around two
axes, the first concerning the deliberate release
of GMO into the environment in general (Di-
rective 2001/18/CE) and the second concerning
specifically genetically modified food and ani-
mal feed (Regulation 1829/2003/CE).® The scope
of these two legislations differ: whereas Direc-
tive 2001/18/EC applies to the deliberate release
of all GMOs “as or in products’, including non-
foods like the Amflora potato, Regulation (EC)
No 1829/2003 applies exclusively to genetically
modified food and feed.

However, this dividing line has been some-
what blurred. In effect, due to the development
of the European Commission’s administrative
practice, which favours a greater centralisation
of the decision making process, this distinction
has gradually been superseded, with the latter
procedure prevailing over the former. It follows
that in accordance with a “‘one door one key” ap-
proach, an undertaking is authorised to use a
GMO both in food and feed as well as for cul-
tivation purposes. Against this background, we
shall stress the advantages and the drawbacks of

each procedure.

A. Directive 2001/18/EC

Directive 2001/18/EC on the deliberate release
into the environment of GMOs amounts to hori-
zontal legislation under which the requirements
applicable to marketing (part C) are intended to
apply to all GMOs’ other than those covered by a

8 The GMOs authorised for cultivation are listed in
the common catalogue pursuant to Council Directive
2002/53/EC of 13 June 2002 on the common catalogue of
varieties of agricultural plant species, O] 2002 L 193, p. 1.
 The question whether or not plants obtained by ge-
nome editing are covered by the directive has been re-
cently the subject of proceedings before the CJEU. AG
Bobek took the view that such plants are exempted from
the directive. See L. Kramer, ‘The genome editing is
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sectoral framework,? it is deemed to be the cen-
trepiece of GMOs EU legislation. Accordingly, it
has to interact with other sectoral regulations.!!
Given that it works as a safety net, several oth-
er directives refer to its risk assessment proce-
dures.'?

If its core features are considered, Directive
2001/18/EC is based on the key principle that no
GMO may be released into the environment for
experimental purposes (Part A) or subsequently
marketed unless it has been previously autho-
rised by the competent authorities following the
conclusion of a scientific assessment (Part B). In
other words, the assessment has to come first,
after which the decision is made. The assessment
procedure for something as important as the au-
thorisation of experimental release and the sub-
sequent marketing of a GMO is subjected to the
requirement that it is “safe for human health and
the environment”.!® Under the directive, the risk
assessment is prepared by the national authority
and is forwarded to EFSA if there are disagree-
ments among the different Member states.!* This

regime involving prior assessment'® and admin-

covered by Directive 2008/18. Comment on AG Bobek’s
Opinion in Case C-528/16’, 1/18 (2018) ELNI Rev. 2-18.
However, the CJEU dismissed that interpretation. It held
that Article 2(2) of Directive 2001/18/EC ‘must be inter-
preted as meaning that organisms obtained by means of
techniques/methods of mutagenesis constitute genetical-
ly modified organisms within the meaning of that pro-
vision’. See Case C-528/16 Confédération paysanne [2018]
EU:C:2018:583.

10° Article 12.

11 See in this respect Regulation (EC) No 2309/93 es-
tablishing a European Agency for the Evaluation of
Medicinal Products, OJ 1993 L 214; Regulation (EC) No
1829/2003 on genetically modified food and feed, OJ 2003
L 268, and Council Directive 2002/53/EC on the common
catalogue of varieties of agricultural plant species, OJ
2002 L 193.

12 Regulation (EC) No 1829/2003 on genetically modified
food and feed, Recital 33 and Article 5(5)(a).

13 Recital 47.

14 Article 28.

15 Given the need to strengthen the environmental risk
assessment of GMOs provided for under Part C of Annex
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istrative authorisation on a case-by-case basis is
justified by the uncertainty resulting from the
novel nature of this technology.'®

The principle underlying the harmonised
procedure in Directive 2001/18 is that the com-
petent authority of a Member State, having re-
ceived a notification from a company together
with an environmental risk assessment, takes the
initiative of issuing consent, in relation to which
the competent authorities of the other Member
States, or the European Commission, may make
their observations or objections known.!” In cases
where an objection is raised and maintained by
another national authority or the European Com-
mission, a decision shall be adopted by a regula-
tory committee, the Standing Committee on the
Food Chain and Animal Health (SCFAH).!8

‘If the measures envisaged are not in ac-
cordance with the opinion of the committee, or
if no opinion is delivered’, pursuant to Deci-
sion 1999/468 Article 5(4) the Commission must
‘without delay, submit to the Council a proposal
relating to the measures to be taken” and inform

the European Parliament. The Council of Min-

II, Directive 2001/18/EC has been modified the 8th March
2018 by Commission Directive (EU) 2018/350. The scope
of the impacts has been broadened. Though the evalua-
tion must be expressed in quantitative terms, a qualita-
tive analysis (“high”, “moderate”, “low” or “negligible”)
may be used (AnnexII, C 3.2). A noteworthy amendment
is that where the environmental risk assessment concerns
a genetically modified plant made tolerant to a herbicide,
its scope should be consistent with Directive 2001/18/
EC. Accordingly, the environmental risk assessment of
the use of a plant protection product, including its use
on a GM plant, falls under the scope of Regulation (EC)
No 1107/2009 and will be carried out at Member State lev-
el to take into account the specific agricultural conditions
(Recital 9 Commission Directive (EU) 2018/350).

16 A. L. Myhr, « Uncertainty and Precaution: Challenges
and Implications for Science and the Policy of GMOs », in
N. de Sadeleer (ed.), Implementing Precaution. Approaches
from Nordic Countries, the EU and USA (London, Earths-
can, 2007) 185-196.

17 Articles 13 to 19.

18 Article 18(1).
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isters is required to reach a qualified majority
either against or in favour of the Commission’s
proposal. As a matter of fact, it is difficult for the
Council to achieve this majority as the Member
States have always been extremely divided on
such issues. Where the Council is unable to state
its position within three months, the ball is put
back in the Commission’s court.!” The Commis-
sion then decides whether to grant the marketing
authorization (MA) initially proposed by it to the
regulatory committee, and subsequently to the
Council. This means that the recurring divisions
between the Member States end up giving the
Commission decision-making powers in a very
controversial area.

It must also be borne in mind that the pre-
cautionary principle applies to the decision-
making process. First of all, the principle is pro-
claimed in Recital 8, in Articles 1 and 4, and in
Annex II on the risk assessment.?’ Secondly, the
prior authorisation procedure put in place by the
legal acts on GMOs emanate from the precau-
tionary principle.?! Thirdly, in Greenpeace, a case
concerning marketing approval for genetically
modified maize, the CJEU held that the principle
of precaution implies that the former EC Direc-
tive 90/220/EEC relating to the placing on the

19" Article 5(6)(2) of the Council Decision 1999/468/EC
laying down the procedures for the exercise of imple-
menting powers conferred on the Commission, OJ 1999 L
184/23. See M. Lee, EU Regulation of GMOS (Cheltenham:
Elgar Publishing, 2008) 71.

20 7. Kauppila, « GMOs and Precaution in Finnish and
Swedish Law », in N. de Sadeleer (ed.), Implementing Pre-
caution. Approaches from Nordic Countries, the EU and USA
(London, Earthscan, 2007) 250.

2 With respect to pesticides, the General Court has al-
ready been taking the view that ‘the prior authorisation
and approval procedures put in place by Regulation
No 1107/2009 (and, previously, by Directive 91/414) for
plant protection products and their active substances
emanate from the precautionary principle (see, to that
effect, Case T-31/07 Du Pont de Nemours (France) and
Others v Commission [2013] EU:T:2013:167, para. 133 ;
Case T-584/13 BASF Agro v. Commission [2018] T:2018:279,
para. 57.
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market of GMOs should be interpreted in such
a way that gives full weight to environmental
protection requirements.? Although the precau-
tionary principle was not supposed to affect the
interpretation of the directive’ requirements as
regard the obligation on the national authorities
to give their consent to GM products already au-
thorized by the Commission, the Court held that
‘the Member State concerned cannot be obliged
to give its consent if in the meantime it has new
information which leads it to consider that the
product for which notification has been received
may constitute a risk to human health and the
environment.’?®

Authorisations are granted for a maximum
period of ten years.?*Any request for renewal
must be submitted to the competent authority
by the holder of the authorisation.?” Renewals
of authorisations initially granted under the
2001/18 Directive are now governed by Regula-
tion 1829/2003.

Established by Regulation (EC) No 178/2002,
the European Food Safety Authority (EFSA) is
playing a primary role in the assessment of the
risks entailed by the GMOS subject to the au-
thorisation and the renewal procedures. Indeed,
this authority takes on the role of an independent
scientific point of reference in risk assessment’.2®

It must be noted that the Commission is not
bound by the EFSA’s opinion in adopting its de-
cision to authorise the placing on the market of a
GMO.? Bound by their obligation, under Article
191(1) and Article 168(1) TFEU, to ensure a high
level of human health and environmental pro-

tection, the Commission is under the obligation

N

2 Case C-6/99 Greenpeace France [2000] ECR 1-1676.

2 Ibid., para. 45.

Articles 15(4) of Directive 2001/18/EC.

5 Article 11(1) of Directive 2001/18/EC.

¢ Recital 34 of Regulation (EC) No 178/2002.

7 Case T-177/13 TestBioTech eV [2016] T:2016:736, para.
103.

NN N
=
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to determine the level of risk, which is deemed
unacceptable.” That level of protection does not
have to be the highest that is technically possi-
ble.”

Though the EFSA has not been established
a superior scientific authority to the national
health institutes,® its scientific opinions have
nonetheless considerable weight. These opin-
ions buttress the authorisations granted by the
Commission. For instance, their content form an
integral part of the reasons given for decisions on
placing on the market the GM product.’! What
is more, when deciding to set aside a scientific
opinion in order to upgrade the level of protec-
tion, the Commission ‘must provide specific rea-
sons for their findings by comparison with those
made in the opinion and its statement of reasons
must explain why it is disregarding the latter’®,
a requirement which can be difficult to fulfil. So
far, the Commission has always been endorsing
the EFSA’s opinion, by submitting a draft autho-
rization to the SCFAH.

That being said, EFSA and several nation-
al institutes have been at loggerheads over the
level of uncertainty raised by the cultivation of

several GMOs.® In particular, the EU authority

28 Case T-475/07 Dow AgroSciences v Commission [2011]
T:2011:445, para. 148.

2 Case C-284/95 Safety Hi-Tech [1998] C:1998:352, para.
49, and Case T-475/07 Dow AgroSciences, para. 149.

30 Articles 6(4) and 18(4).

31 T-240/10, Hungary v Commission [2012] EU:T:2013:645,
para. 91. See also by analogy Case T-326/99 Fern Olivieri/
Commission and EMEA [2003] ECR 1I-6053, para. 55.

32 Case T-13/99 Pfizer [2002] ECR 1I-3305, para. 199.

3 By way of illustration, in support of the ban of the cul-
tivation of GM maize MON 810, the Italian Government
submitted to the European Commission scientific studies
carried out by the national agricultural and environmen-
tal research councils. See Opinion A G Bobek delivered on
30 March 2017, Case C-111/16, Giorgio Fidenato and others
[2017] C:2017:248, para. 19. To the contrary, the EFSA had
not identified, in the documents provided by the Italian
Government in support of the emergency measures relat-
ing to maize MON 810, any new science-based evidence
which justified the emergency measures requested.
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has held that it was not empowered to include
ethical and social considerations into its assess-
ments.>* As discussed below, the authorisations
granted by the Commission to BASF (Amflorea)
and Pioneer (Maize 1507) were dogged by con-
troversies on the account that EFSA and several
national institutes were crossing swords over the
level of uncertainty. According to Weimer, “the
cooperation with national authorities on GMOs
assessments has been hampered by a lack of trust
and conflicting views over GMO safety”.* These
controversies have also been compounding the
deadlock at both comitology and Council levels
regarding the issuance of GM food and feed au-
thorisations.

To date, this authorisation regime has not
had the desired effects. Due to persistent differ-
ences of opinion between the EU institutions and
the Member States, a limited number of authori-
sations for deliberate dissemination have been
granted, the most renowned being for maize
MONB810.% The deadlock in both comitology and
the Council has been illustrated by the Amflora
case.” The lack of a qualified majority within
the Council of Ministers enabled the Commis-
sion to grant an MA in 2010 for the marketing
of a genetically modified potato called Amflora.
However, the General Court quashed this MA
on the grounds that the Commission had affect-
ed the institutional balance of the EU. In effect,

3 M. Geelhoed, ‘Divided in Diversity: Reforming the
EU’s GMO Regime’ (2016) 18 Cambridge Yb. Eur. Legal
Studies 25.

% M. Weimer, ‘Risk Regulation and Deliberation in EU
Administrative Governance. GMO Regulation and Its
Reform’ (2015) EL] 7.

% The authorisations granted for maize Bt 176 and maize
T 25 were withdrawn.

% Commission Decision 2010/135/EU concerning the
placing on the market, in accordance with Directive
2001/18/EC of the European Parliament and of the Coun-
cil, of a potato product (Solanum tuberosum L. line EH92-
527-1) genetically modified for enhanced content of the
amylopectin coment of starch, OJ 2010 L 53/11.



Nicolas de Sadeleer: National Control of GMO Cultivation in the EU
The path to reconciliation of opposed interests

the members of the regulatory committee could
have been reviewing their initial position if they
had obtained new scientific opinions expressing
greater uncertainty than the previous opinions
forwarded by the Commission.?

The maize TC1507 saga — transgenic insect-
resistant maize produced by Pioneer Hi-Bred
International — also illustrates the difficulties
encountered in the marketing procedure.* On
three occasions (2004, 2006 and 2008), EFSA is-
sued opinions concluding that there was no risk
for human health or the environment, and ac-
cordingly supported the applications made by
Pioneer. Due to the absence of a qualified major-
ity either in favour of or against the draft authori-
sation, the Commission was required — pursuant
to Article 5 of Directive 2001/18 — to submit to
the Council “without delay’ a proposal concerning
the action to be taken. On account of the Com-
mission’s procrastination in dealing with its ap-
plication, Pioneer lodged an action for failure to
act!? before the General Court, alleging a viola-
tion of the duty of diligence applicable to the
Commission.*! The General Court ruled that the
Commission failed to act in accordance with the

procedure.*?

B. Regulation 1829/2003

In contrast to Directive 2001/18, Regulation
1829/2003 is not limited exclusively to the envi-
ronment; it provides for a specific administra-

tive procedure to authorize the placing on the

3 T-240/10, Hungary v Commission, EU:T:2013:645.

% Maize TC 1507 had already been authorised for im-
port into European territory for human and animal con-
sumption. Here we are talking about the culturing of the
variety.

40" Article 256 of the TFEU.

4 Article 18 of Directive 2001/18/EC on the Deliberate
Release of Genetically Modified Organisms, OJ 2001
L 106.

42 T-164/10 Pioneer Hi-Bred International, EU:T:2013:503,
para. 42.
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market of GMOs for food or feed use, food or
feed containing or consisting of GMOs, and food
or feed produced from or containing ingredients
produced from GMOs. Accordingly, it pursues
goals relating to quality of life, human health,
animal welfare and consumer protection.*

In accordance with a “one door one key” ap-
proach, an administrative practice allows appli-
cations for an authorisation for deliberate release
of GMOs into the environment (falling within the
scope of Directive 2001/18) as part of the applica-
tion for authorisation for GM food and feed. As
a result, the scope of the authorisation granted
in accordance with Regulation 1829/2003 can in-
clude the cultivation of GM crops for feed or food
uses. Nonetheless, the scope of the Regulation
is restricted to GMOs for food and feed use. It
follows that the authorisation of GM crops for
non-food or non-feed uses (for example, growing
GM potatoes for processing into industrial starch
such as the Amflora, flowers that have no food or
feed purposes, etc.) is still governed solely by Di-
rective 2001/18.%* Needless to say, the ‘one door
one key’ approach has reinforced the centralisa-
tion of decision-making at EU level regarding
both the risk assessment and the granting of the
authorisation.*

Moreover, decisions on authorization ad-
opted in accordance with Regulation 1829/2003
must be taken in consultation with the relevant
competent authorities under Directive 2001/18/
EC and are subject to an environmental risk as-

sessment under that directive.

43 Regulation (EC) No 1829/2003 relies on three distinct
legal bases, namely Articles 37, 95 and 152(4)(b) of the
EC (Articles 43, 114 and 168(4) of the TFEU).

4 Guidance Notes from Food and Standards Agency
and Department for Environment, Food and Rural Af-
fairs on Regulation (EC) No 1829/2003 and on Regulation
(EC) No 1830/2003, p.6.

4 L. Salvi, “The EU Regulatory Framework on GMOs
and the Shift of Powers towards Member States” (2016)
3 EFFL 202.
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The Bablok case regarding honey that was ac-
cidentally contaminated by the pollen of maize
MON 810 illustrates the broad scope of the regu-
lation. The cultivation of this maize was at the
centre of a case brought by beekeepers operating
apiaries near to land owned by the State of Ba-
varia on which GM maize produced by Monsan-
to had been grown for research purposes. In this
case, the Court was required to rule on the legal
status of food such as honey as well as pollen-
based food supplements in which an unintended
pollen content originating from GM plants had
been detected. Once the contested pollen is in-
corporated into honey or into pollen-based food
supplements, it loses its ability to reproduce.
The question thus arose as to whether the simple
presence in apiculture products of pollen from
GM maize that had lost its ability to reproduce
resulted in the requirement that the marketing
of these products be subject to the issue of an
authorisation, along with rules on labelling and
monitoring provided for by the regulation.

First, the Court recalled that pollen cannot
be classified as a GMO for the purposes of Regu-
lation 1829/2003 unless it amounts to an “organ-
ism”. This concept is defined, by reference to Di-
rective 2001/18, as “any biological entity capable
of replication or of transferring genetic material”.
Where the pollen resulting from a variety of GM
maize loses its ability to reproduce and is totally
incapable of transferring the genetic material, it
no longer comes within the scope of the concept
of GMO.# 1t falls to the national court to make
this assessment. Nevertheless, honey and food
supplements containing this kind of infertile pol-
len are foods containing ingredients produced
using GMOs. Since the scope of Regulation
1829/2003 also covers “food produced from or

46 Case C-442/09 Bablok [2011] ECR 1-7419, para. 62. See
M. Lamping, « Shackles for Bees? The ECJ’s Judgment
on GMO-Contaminated Honey »(2012) 1 EJRR 123-129.
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containing ingredients produced from GMOs”,*

these ingredients fall within the scope of the Reg-
ulation.*® They must therefore be subject to an
authorisation regime, irrespective of whether the
contamination of the honey by the pollen was
intentional or adventitious. Accordingly, the au-
thorisation regime provided for under Regula-
tion 1829/2003 extends to products accidentally
contaminated by pollen originating from GM
plants. Depending on the circumstances, such
an extension could entitle the victims to bring a
civil liability claim against the farmers suffering
economic losses due to the accidental contamina-
tion.

The uniform regime of marketing authori-
sation specific to the GMOs falling within the
scope of Regulation 1829/2003 bypasses the de-
centralised regime provided for under Directive
2001/18/EC, as the role of the Member State is
essentially reduced to that of a postman. Under
this unitary regime, requests for authorisation
are dealt with on Union level, in consultation
with the Member States, and definitive decisions
concerning authorisation fall to the Commission
or, depending of the circumstances, the Council.
Authorisation may only be granted after an en-
vironmental risk assessment* has been carried
out by the EFSA. The EU authority is called on
to assess the potential environmental risks in ac-
cordance with the 2001/18 risk assessment pro-
cedure. All in all, the role of national authorities
is belittled. However, the EU institutions are en-
dowed with some leeway in deciding to adopt
the decision, given that it must take into account

not only the opinion of the Authority, but also

47 Article 3(1)(c). As a constituent particular to honey,
pollen shall, in the future, not be considered as an “in-
gredient” anymore within the meaning of Regulation
(EC) No 1169/2011 on the provision of food information
to consumers, OJ 2011 L 304/18.

8 Bablok, supra note 2, para. 79.

49 Articles 5(5) and 17(5).
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‘other legitimate factors relevant to the matter
under consideration’.’’ These factors (societal
concerns, socioeconomic considerations, etc.) are
broader than the scientific issues dealt with in the
risk assessment. Once authorised, the GMO or
the product containing GMOs must be included
in a Community register.>!

Along the same line that Directive 2001/18
procedure, authorisations to the placing on the
market of GMOs falling within the scope of Reg-
ulation 1829/2003 are granted for a maximum
period of ten years.”?Any request for renewal
must be submitted to the competent authority
by the holder of the authorisation.® Renewals
of authorisations initially granted under the
2001/18 Directive are now governed by Regula-
tion 1829/2003.>

This centralized procedure has been more
successful than the decentralised one provided
for under the 2001/18 Directive. In spite of a sig-
nificant opposition from a number of Member
States, the Commission has been following the
EFSA’ scientific opinions and has been autho-
rizing so far the GM applications submitted to
it.% In April 2015, 63 authorisations have been
granted mostly for cotton, oilseed rape, maize,
soybean, sugar beet, and beetroot, plants that
were genetically modified with a view to pro-
tecting them from pests or to enhance their re-
sistance to plant protection products.®® Broadly
speaking, these authorisations were granted for a

restricted use: cultivation, feeding, importation,

50 Articles 19(1) of Regulation (EC) No 1829/2003.

51 Article 28.

52 Articles 7(5) and 19(5) of Regulation (EC) No 1829/2003.
5 Article 23 of Regulation (EC) No 1829/23.

54 Joined cases C-58/10 to C-68/10 Monsanto SAS e.a.
[2011] C:2011:553.

% M. Weimer, ‘Risk Regulation and Deliberation in EU
Administrative Governance. GMO Regulation and Its
Reform’ (2015) EL] 5.

% For a list of the authorisations granted or the appli-
cations for permission processed by the EU, see http://
ec.europa.eu/food/dyna/gm_register/index_en.cfm
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etc. The authorisation allowing the placing on
the market of MON 810 allowed the registration
of 221 varieties of this corn in the catalogue of
plant varieties. Nonetheless, despite its central-
ised operation, this procedure is not renowned
for its speed on the account of the deadlock in

committees and the Council.””

C. The pitfalls of the authorization regimes

So far, a number of State authorities have been
in open conflict with the European Commission.
Until now, disagreement has persisted as the
regulatory committees and the Council of Minis-
ters have still been unable to arrive at a qualified
majority either to confirm or reject the proposals
made by the Commission regarding the market-
ing of different GM products. Several national
authorities called into question the inability of
the European Commission to take into consid-
eration those concerns not relating to GM safety,
such as the ones related to socio-economic and
agricultural considerations. The new comitology
procedure under Regulation 182/2011 (the exam-
ination procedure)® did not bring to an end the
opposition between the European Commission
and the Member States.”” On the one hand, an

appeal committee that is composed of Member

57 So far, the EU institutions have still to deal with fif-
ty-eight authorisation requests, which is more than the
number of GMOs that have been approved in the EU
thus far. However, the EFSA has already completed the
risk assessment and given a favourable opinion of eight-
een of them. Six varieties of cotton (five authorisation
requests and one renewal application), four varieties of
maize (of whom NK603, MON 87460 and the renewal
application of T25), five varieties of Monsanto soybean
and one variety of colza (renewal application of GT73).
% Regulation (EU) No 182/2011 of the European Parlia-
ment and of the Council of 16 February 2011 laying down
the rules and general principles concerning mechanisms
for control by Member States of the Commission’s exer-
cise of implementing powers, O] L 55, p. 13.

5 F. Randour, C. Janssens, and T. Delreux, The Cultiva-
tion of GMOs in the EU: A Necessary Trade-Off" (2014)
52:6 JCMS 1311.
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State representatives replaces the Council. How-
ever, this Council in everything but name does
not succeed in reaching a qualified majority. Ac-
cordingly, the absence of a qualified majority
of the appeal committee in favour of or against
the authorisation proposal has led the European
Commission to authorize the product.®? On the
other, the Commission enjoys more flexibility
under the new comitology procedure given that
it may — and not shall® — adopt the implementing
act authorising the GM product.®?

As a result, in 2015 and 2016 the European
Commission adopted 17 acts, which concerned
‘the authorisation of sensitive products and sub-
stances such as glyphosate or GMOs, despite
Member States being unable to take position ei-
ther in favour or against the decisions.’®

There is no doubt that the low number of MA
granted and the invocation of safeguard clauses
as discussed above have had a dissuasive effect
on the cultivation of GMOs. As a result, very little
GM crops are cultivated in the EU. Whilst in 2015

0 S. Poli, “The reform of the EU legislation on GMOs:
A journey to unknown destination’ ” (2015) 4 EJRR 561.
61 Under the former comitology procedure, if the Council
has neither adopted the proposed implementing act nor
indicated its opposition to the proposal for implementing
measures, the proposed implementing act shall be adopt-
ed by the Commission. See Article 5(6) of the Council
Decision 1999/468/EC laying down the procedures for
the exercise of implementing powers conferred on the
Commission, O] L 184, p. 23.

62 In the State of the Union Speech of September 2016,
the President of the European Commission announced
that “It is not right that when EU countries cannot de-
cide among themselves whether or not to ban the use
of glyphosate in herbicides, the Commission is forced
by Parliament and Council to take a decision. So we will
change those rules — because that is not democracy.” In
its work programme 2017, the Commission announced
the modernisation of comitology procedures among
new initiatives for 2017. On 14 February 2017, European
Commission adopted a proposal to amend Regulation
(EU) 182/2011, aimed at increasing transparency and
accountability of the decision-making process leading to
the adoption of implementing acts.

% Communication COM (2015) 176 final.
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almost 200 million hectares of GMO were culti-
vated worldwide, only 114,624 hectares of these
were located in the EU (of which 97,346 were lo-
cated in Spain). The MON 810 GMO authorised
for cultivation is so far cultivated in only five
Member States: Spain, Portugal, Czech Republic,

Rumania, and Slovakia.

Part II. The prohibitions and restrictions
placed on the free movement of GMOs

We will start by considering the free circulation
of GMOs within the internal market. We will
continue by considering the safeguard clause
provided for under Directive 2001/18, moving on
to address the issue of the safeguard clause pro-
vided for under Regulation 1829/2003. We shall
also address the coexistence clauses provided for
under Directive 2001/18. We shall finally address
the restrictions placed by the CJEU on the possi-
bility for Member States to enact more protective
measures under Article 114 TFEU.

A. Free movement of authorized GMOs

Given that both Directive 2001/18/EC and Regu-
lation 1829/2003 have been adopted on the basis
of Article 114 of the Treaty on the Functioning of
the European Union (TFEU), they are enhanc-
ing the free circulation of GMOs. This choice is
not innocent given that the harmonization on the
basis of Article 114 TFEU of rules on the market-
ing of GMOs creates a precise legal framework
limiting Member States’ ability to lay down
their own product standards.** Once a GMO has
been authorised for cultivation purposes in ac-
cordance with the legal framework on GMOs
and complies, as regards the variety that is to
be placed on the market, with the requirements
on the marketing of seed and plant propagating

material, Member States are not authorised to

%4 N. de Sadeleer, EU Environmental Law and the Internal
Market 114.
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prohibit, restrict, or impede its free circulation
within their territory,® except under the condi-
tions defined by the legislative acts (safeguard
clauses). It follows that the Member States’ room
for manoeuvre with respect to the control of the
placing on the market of GMOs authorised un-
der Directive 2001/18 and their cultivation has
been somewhat limited.

Nevertheless, the assertion of free move-
ment in both legal acts does not affect the right
of the Member States to limit the free movement
of GMOs in as much as they comply with the re-
quirements laid down under the EU legislation.
In order to restrict or to ban the cultivation of
authorised GM crops, national authorities may
have recourse to the safeguard clauses provided
for under Article 23(1) of Directive 2001/18, or
Article 34 of Regulation 1829/2003. By way of il-
lustration, even if the free movement of safe and
wholesome food and feed is an essential aspect
of the internal market,%” a prohibition or restric-
tion of the cultivation of GMOs authorised un-
der Regulation 1829/2003 may be adopted by a
Member State “in situations expressly provided
for under EU law’.%

Given the opposition of many sectors to the
cultivation of GMOs, Member States and the Eu-
ropean Commission have been constantly fight-
ing a turf war. In effect, the disagreements be-
tween the European Commission and a number
of Member States regarding the marketing of GM
products have been perpetuated downstream at

the cultivation stage. Testament to the precau-

6 Recital 5 of the preamble of Directive 2015/412.

6 Recital 7 of Directive 2015/412. If following the grant-
ing of a MA a Member State wishes to counter a new
risk for the environment or human health by imposing
a ban or a restriction, it can also invoke Article 16(2) of
Directive 2002/53 on the common catalogue of varieties
of agricultural plant.

67 Recital 1 of Regulation No 1829/2003.

%8 See, to that effect, Case C-36/11, Pioneer Hi Bred Italia,
C-36/11, [2012] EU:C:2012:534, paras. 63 and 70.
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tionary principle®, these two clauses were relied
on by several Member States in order to oppose
the cultivation of various GMOs that had been
authorized by the European Commission. How-
ever, since they depart from the general principle
of free movement, these clauses have been inter-
preted narrowly by the Commission as well as
by the CJEU, in particular in cases concerning the
cultivation of maize MON 810. Besides, Austria
has made use of Article 114 (5) TFEU that pro-

vides for national reinforced protection.”

B. Restrictions placed on the marketing and

the use of GMOs under EU secondary law

1. The safeguard clause provided for under Article
23(1) of Directive 2001/18

Article 23(1) of Directive 2001/18 reads as fol-
lows: “Where a Member State, as a result of new
or additional information made available since
the date of the consent and affecting the environ-
mental risk assessment or reassessment of exist-
ing information on the basis of new or additional
scientific knowledge, has detailed grounds for
considering that a GMO as or in a product which
has been properly notified and has received writ-

ten consent under this Directive constitutes a risk

8 Case C-6/99 Greenpeace France [2000] ECR I-1676, para.
44 ; Case C-236/01 Monsanto Agricoltura Italia and Others
[2003] ECR I-8105, para. 111. With respect to the safeguard
clause contained in Article 12 of Regulation No 258/97
(concerning novel foods and novel food ingredients (re-
pealed by Regulation 1829/2003) that ‘the safeguard
clause must be understood as giving specific expression
to the precautionary principle ... [Thus] the conditions
for the application of that clause must be interpreted hav-
ing due regard to this principle’. (Case C-236/01, Monsan-
to Agricoltura Italia and Others, C:2003:431, para.110). See
N. de Sadeleer, N. de Sadeleer, Environmental Principles
(Oxford: OUP, 2005) 112-114.; and “The Precautionary
Principle in EC Health and Environmental Law” (2006)
12 EL] 139-172.

70 Regarding the recourse to Article 114(5) TFEU, see
Joined Cases C-439/05 P and C-454/05 P Land Oberisterre-
ich and Republic of Austria v Commission [2007] ECR 1-7441,
para. 64.
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to human health or the environment, that Mem-
ber State may provisionally restrict or prohibit
the use and/or sale of that GMO as or in a prod-
uct on its territory.

The Member State shall ensure that in the
event of a risk, emergency measures, such as
suspension or termination of the placing on the
market, shall be applied, including information
to the public.

The Member State shall immediately inform
the Commission and the other Member States of
actions taken under this Article and give reasons
for its decision, supplying its review of the envi-
ronmental risk assessment, indicating whether
and how the conditions of the consent should be
amended or the consent should be terminated,
and, where appropriate, the new or additional
information on which its decision is based.’

Accordingly, national suspensions or bans
must comply with the following requirements.

Firstly, the Member States can invoke the
safeguard clause under special circumstances for
a limited period of time. The national measures
are deemed to be provisional. It follows that a
‘general prohibition on the marketing of GMO
seed” would evidently violate the conditions
laid down in the safeguard clause in Directive
2001/18.7

Secondly, in accordance with Article 114 (10)
TFEU, the national measures must be justified in
the light of the non-economic reasons mentioned
in the safeguard clauses. Accordingly, the Mem-
ber States bear the brunt of the proof that the con-
tested GMO constitutes ‘a risk to human health
or the environment’”? In contrast to Article 34 of
Regulation (EC) No 1829/2003, the risk to be dealt

with must neither be “serious’ nor ‘significant’.

71 Case C-165/08 Commission v Poland [2009] ECR 1-6843,
para. 61.
72 Article 23(1) of Directive 2001/18/EC.
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Thirdly, it is settled case law that health-re-
lated and environmental reasons must be sup-
ported by “new” or “additional” scientific evi-
dence refuting the expert reports provided by the
EFSA. In this connection, Article 23(1) subjects
the invocation of the clauses to the requirement
to present ‘new or additional information” made
available since the date of the consent.”

Fourthly, in accordance with principles tradi-
tionally applicable to safeguard clauses, the ap-
plication of a derogation clause under paragraph
10 of Article 114 TFEU should also be subject to a
“control procedure” undertaken by the European
Commission. Pursuant to Article 23(1), the safe-
guard clause entails an obligation for the Member
State to notify the Commission of the derogat-
ing measures taken, in order to enable the latter
to ascertain whether they are consistent with the
relevant legislation. 7 Indeed according to both
legislations, the recourse to these clauses implies
a duty to provide immediate information. Gen-
erally speaking, the Commission shall either au-
thorise the provisional measure for a time period
defined or require the Member State to revoke
the provisional measure. As a result, the interim
national measure is temporary.

Disagreement has persisted, as the regula-
tory committees have still been unable to arrive
at a qualified majority either to confirm or reject
the proposals made by the Commission regard-

ing the legality of the safeguard clauses.”

73 Case C-6/99 Greenpeace France, supra.

7+ Regarding the obligation to inform ‘immediately’ the
other member States and the Commission of the inter-
im protective measures adopted, see Cases C-58/10 to
C-68/10 Monsanto and Others [2011] ECR 1-7763, para. 70.
75> In 2005, by contrast, the Council obtained the required
majority to reject the European Commission proposal to
lift the bans on diverse varieties of genetically modified
maize and colza subject to national safeguard clauses
prohibiting their cultivation and marketing in various
European Union countries, such as France, Austria or
Germany (maize T25 and MONS810 are prohibited in
Austria, maize Bt-176 is prohibited in Austria, Germany
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2. The articulation of the safequard clauses provided
for under Directive 2001/18/EC and Regulation
1829/2003

The articulation of the safeguard clauses provid-
ed for under Directive 2001/18/EC and Regula-
tion 1829/2003 has led to interpretative difficul-
ties. Maize MON 810, which attracted a great deal
of media attention, shook up the legal fraternity.
To summarise, the marketing of this maize was
authorised in 1998 according to Directive 90/220,
which was repealed and replaced by Directive
2001/18. In 2004, Monsanto did not seek to renew
the MA for maize MON 810 in accordance with
the procedure laid down by Article 17 of Direc-
tive 2001/18 and gave notice to the Commission
of its agricultural product as an “existing product”
under Article 20(1)(a) of Regulation 1829/2003. In
2004, the Commission also approved the inclu-
sion of 17 derived varieties of maize MON 810 in
the common catalogue of varieties of agricultural
plant governed by Directive 2002/53. This means
that maize MON 810 was covered both by the
regime established under Regulation 1829/2003
as well as that provided for under Directive
2002/53.76 In addition, in Pioneer Hi Bred, AG Bot
held that Italian cultivation prohibitions are sub-
ject to “the provision of strict proof” that technical
measures would not suffice.””

Due to this change in regime, there was a
question as to whether the Member States were
still entitled to apply the safeguard clause pro-
vided for under Directive 2001/18. The refer-
ring French court, on application by Monsanto,
asked about the conditions on which the French
authorities could adopt an emergency measure
on the basis of Article 23 of Directive 2001/18/EC.

and Luxemburg, colza Topas 19/2 is prohibited in France
and Greece, and colza MSI-RF1 is prohibited in France).
76 Opinion AG Bot in Joined Cases C-58/10 to C-68/10
Pioneer Hi Bred Italia [2011] ECR I-7763, para. 21.

77 Ibid., para. 61.
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In the French 2011 Monsanto case, the CJEU
held that even though it was authorised on the
basis of Directive 90/220/EC (replaced by Direc-
tive 2001/18/EC), a GMO like MON 810 maize
which was notified as an ‘existing product’
within the meaning of Regulation 1829/2003,
and was subsequently the subject of an applica-
tion for renewal of authorisation under the same
Regulation, can no longer be the subject of safe-
guard measures pursuant to Article 23 of Direc-
tive 2001/18. Accordingly, since maize MON 810
did not fall within the scope of Directive 2001/18,
only Article 20(1) of Regulation 1829/2003 was
applicable. By authorising the continuing use of
the products to which it applies, this provision
covers the use as seeds of the modified maize.”

According to the Monsanto SAS judgment,
the Member State concerned must comply with
both the substantive conditions laid down in
Article 34 of the Food and Feed Regulation and
the procedural conditions provided for in Ar-
ticle 54 of the Food Safety Regulation (EC) No
178/2002, to which Article 34 of Regulation (EC)
No 1829/2003 refers.

Given that the majority of GM plants that
have been authorized for cultivation in accor-
dance with Regulation 1829/2003, the Member
States are called on to have recourse exclusively
to Article 34 of that regulation. We shall see that
the requirements stemming from this provision
are much more stringent for the national authori-

ties than the former safeguard clause.

78 Joined cases C-58/10 to C-68/10 Monsanto SAS e.a.
[2011] C:2011:553, paras. 70-71; Opinion AG Bot in Mon-
santo and Others, supra note 106, para. 55. See M. We-
imer, “The Right to Adopt Post-Market Restrictions of
GM Crops in the EU” (2012) EJRR 447 and following; M.
Clément “Arrét Monsanto : Du principe de précaution au
risque manifeste” (2012) REDC 163 and following.
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3. The safequard clause provided for under Article
34 of Regulation No 1829/2003
Where it is evident that products authorised
by or in accordance with Regulation 1829/2003
are likely to constitute a serious risk to ‘human
health, animal health or the environment’, Ar-
ticle 34 of that Regulation refers to the conditions
laid down in Articles 53 and 54 of the Food Safety
Regulation No 178/2002.

Pursuant to Article 53(1):

Where it is evident that food or feed origi-
nating in the (EU) .... is likely to constitute a
serious risk to human health, animal health
or the environment, and that such risk can-
not be contained satisfactorily by means
of measures taken by the Member State(s)
concerned, the Commission ... shall imme-
diately adopt’ different safety measures, de-
pending on the gravity of the situation (sus-
pension of the placing on the market, special

conditions, etc.).

From a procedural point of view, Article 54(1)
of Regulation 178/2002 requires Member States,
first, to inform the Commission “officially” of the
need to take emergency measures and, second,
where the Commission has not acted in accor-
dance with Article 53 of that regulation, to inform
it and the other Member States ‘immediately” of
their interim protective measures. These national
interim protective measures may be maintained
until the European Commission has adopted its
own measures.

The national courts have jurisdiction to as-
sess the existence of such a “serious” risk, except
when the European Commission has been enact-
ing the safety measures. Where a decision has
been adopted at Union level pursuant to Article
53 of the above-mentioned Regulation 178/2002,
the factual and legal assessments contained in
such a decision are binding on all bodies of the

Member State concerned, including its courts. In
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this way, ‘the assessment and management of a
serious and evident risk ultimately come under
the sole responsibility of the Commission and
the Council, subject to review by the European
Union Courts.”

With respect to the substantive condition,
it must be noted that in contrast to Directive
2001/18, Regulation 1829/2003 restricts the na-
tional measures to ward off a “serious risk to hu-
man health, animal health or the environment’.

Regarding the burden of proof, the Court ruled
in Monsanto Agricultura Italia with respect to the
procedure laid down under Regulation 258/97/EC
(replaced by Regulation 1829/2003/EC) that “pro-
tective measures, notwithstanding their tempo-
rary character and even if they are preventive in
nature, can be adopted only if they are based on a
risk assessment which is as complete as possible
in the particular circumstances of an individual
case’.®” Whilst the Member State need not furnish
proof of the risk when invoking this clause — the
precautionary principle effectively relieves it of
the burden of proof — it cannot however base its
decision on ‘mere suppositions which are not yet
verified’.#! As a matter of practice, the European
Commission has been discarding most of the sci-
entific evidence provided by the Member States
on the grounds that these risk assessments did
not call into question the findings of EFSA” risk
assessments or that they addressed other con-
cerns than the genuine environmental and health

issues.5?

7 Cases C-58/10 to C-68/10 Monsanto and Others [2011]
ECR 1-7763, para. 78.

80 Monsanto Agricoltura Italia, supra, para. 107.

81 See, by analogy, the interpretation of the safeguard
clause laid down in former Regulation (EC) No 258/97,
OJ 1997 L 43; Case C-236/01 Monsanto Agricoltura Italia
[2003] ECR I-8105, paras. 106 and f.

82 By the same token, in Biothec products the DSB pan-
el ruled that there was sufficient scientific evidence for
the Member States to perform a full risk assessment in
accordance with the SPS Agreement. As a result, nation-
al authorities invoking the safeguard clauses could not
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Furthermore, in the French 2011 Monsanto
case, the CJEU interpreted the conditions laid
down in Article 34 of Regulation 1829/2003 com-
bined with Articles 53 and 54 of the Food Safety
Regulation quite strictly.

Firstly, the Court held that in addition to
urgency, Article 34 of Regulation No 1829/2003
requires the Member States to establish ‘the ex-
istence of a situation which is likely to constitute
a clear and serious risk to human health, animal
health or the environment’.®*

The precautionary principle was not invoked
by the CJEU whereas previously, in the Monsanto
Agricoltura case, the Court had not hesitated to
interpret the safeguard clause provided for un-
der Regulation 258/97/EC, which has now been
replaced by Regulation 1829/2003, with reference
to this principle.

In the context of criminal proceedings
against farmers prosecuted for having grown ge-
netically modified maize MON 810 in breach of
a decree prohibiting its cultivation on the Italian
territory, the Tribunale di Udine referred a num-
ber of questions to the CJEU. One of the ques-
tions posed by the referring court concerned the
relationship between Article 34 of Regulation No
1829/2003 and the precautionary principle.® The
CJEU had therefore to assess whether the condi-
tions for the adoption of emergency measures
listed in Article 34 were exhaustive.

In Fidenato, the CJEU discarded an autono-
mous application of the precautionary principle

in spite of the fact that the principle is enshrined

have recourse to provisional measures under Article 5.7
of the SPS Agreement.

83 Cases C-58/10 to C-68/10 Monsanto and Others [2011]
ECR 1-7763, para. 79. See G. Kalfleche, “Application du
droit de I'Union par les juridictions administratives” (no-
vembre 2011-mai 2012)” (2012) 7 Europe pp. 10-11.

8 Case C-236/01 Monsanto Agricoltura Italia and Others
[2003] ECR 1I-8105, para. 112.

8 Case C-111/16, Giorgio Fidenato and others [2017]
C:2017:676.
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in Article 7 of the General Food Regulation
178/2002.8¢ In other words, the precautionary
principle, which presupposes scientific uncer-
tainty as regards the existence of a particular
risk, is not sufficient for justifying the adoption
of restrictive national measures.

As a result, though the precautionary prin-
ciple applies to the area of food in general, it does
not allow for the requirements laid down in Ar-
ticle 34 in relation to genetically modified foods
to be disregarded or modified, in particular by
relaxing them, since those foods have already
gone through a full scientific assessment before
being placed on the market.®”

Advocate General Bobek took the view
that ‘it follows from Article 34 of Regulation No
1829/2003, read in conjunction with Articles 53
and 54 of the Regulation No 178/2002, that in-
terim protective measures may be taken by the
Member States where it is evident from new sci-
entificinformation that a product that has already
been authorised presents a significant risk which
clearly endangers human health, animal health,
or the environment.”® Conversely, where it is
not evident that genetically modified products
are likely to constitute a serious risk to human
health, animal health or the environment, neither
the Commission nor the Member States have the
option of adopting emergency measures such as
the prohibition on the cultivation of maize MON
810. As a matter of fact, given Member States face
lingering uncertainties regarding the health or
environmental impact of the GM crops cultivat-
ed for the purposes of the production of food or
feed, it would be difficult, let alone impossible,

for them to demonstrate that it is evident from

86 Regarding the scope of that principle, see Case
C-282/15 Queisser Pharma [2018] C:2017:26, paras. 54 to
60.

87 Case C-111/16, Giorgio Fidenato and others, para. 52.

8 Ibid., para. 48.
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new scientific information that the product at is-
sue presents a significant risk.

Needless to say, the Fidenato judgment ren-
ders the precautionary principle nugatory in the
area of GM food and feed. This seems to be para-
doxical on the account that GM food and feed
risks are subject to a higher level of scientific
uncertainty, given their novelty, than traditional
food and feed. It must also be noted that accord-
ing to the preamble of Directive 2015/412, ‘the pre-
cautionary principle should always be taken into
account in the framework of Directive 2001/18/

EC and its subsequent implementation.’®

4. Coexistence clauses
Under Article 26a of Directive 2001/18, the
Member States have kept their sovereignty on
the establishment of coexistence rules for tradi-
tional crops and GMO crops. *° These coexistence
clauses enable Member States to protect farmers
who would be detrimentally affected by the con-
tamination of their non-GM crops by GM crops.
Given the silence of the Directive as to the scope
of these rules, the Commission has been adopt-
ing non-binding recommendations.’!

To date, there has been little room for ma-

noeuvre of the Member States in authorising the

8 Recital 2 of the preamble.

% Article 26a of Directive 2001/18 provides only that the
Member States may institute coexistence measures.

91 Commission Recommendation of 23 July 2003 on
guidelines for the development of national strategies and
best practices to ensure the co-existence of genetically
modified crops with conventional and organic farming
[2003] OJ L 189/36, and Communication from the Com-
mission to the Council and the European Parliament on
the implementation of national measures on the coex-
istence of genetically modified crops with conventional
and organic farming, (COM(2006) 104 final). See also the
2009 report of the European Commission (COM(2009)
153 final). See M. Lee, “The Governance of Coexistence
Between GMOs and Other Forms of Agriculture: A Pure-
ly Economic Issue ?” (2008) 2 JEL 193-212; ]. Corti Varela,
“The new Strategy on Coexistence in the 2010 European
Commission Recommendation” (2010) 4 EJRR 353-358.
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cultivation of GMOs authorised under secondary
law thanks to an extensive interpretation of the
coexistence arrangements. Pioneer Hi Bred Italia
where maize MON 810 returned to centre state
of the legal scene is a case in point. In that case,
the CJEU was asked by an Italian court whether
Italy could impose a supplementary risk control
procedure in addition to the EU MA procedure.
In other words, could a national authorisation re-
gime for the cultivation of GMOs operate in ad-
dition to the MA provided for under Regulation
1829/2003? Endorsing the arguments of Advo-
cate General Bot, the CJEU found that Italy was
not entitled to subject the cultivation of GMOs
already authorised under Regulation 1829/2003,
which had been included in the common cata-
logue pursuant to Directive 2002/53, to a re-
quirement of a national authorisation based on
health or environmental protection concerns. Es-
sentially, the right of Member States to regulate
the coexistence between different types of crops
(GMOs, organic and traditional crops) does not
however entitle them to impose an authorisation
procedure of this type. The Court took the view
that ‘an interpretation of Article 26a of Directive
2001/18 which would enable the Member States
to establish such a prohibition would therefore
run counter to the system implemented by Regu-
lation No 1829/2003 and Directive 2002/53, which
consists in ensuring the immediate free move-
ment of products authorised at a Community
level and accepted for inclusion in the common
catalogue, once the requirements of protection
of health and the environment have been taken
into consideration during the authorisation and
acceptance procedures’.”?

Another issue are “the high cost, impracti-
cability or impossibility of implementing coex-

istence measures due to specific geographical

2 Pioneer Hi Bred Italia, supra, para. 74.
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conditions, such as small islands or mountain
zones, or the need to avoid GMO presence in
other products such as specific or particular

products.”*®

C. Restrictions placed on the marketing and
the use of GMOs under EU primary law
Paragraph 5 of Article 114 TFEU authorizes the
Member States, insofar as certain conditions are
fulfilled, to “introduce” more stringent measures
than those provided for by an EU measure re-
lated to the functioning of the internal market.?
These measures must be based on ‘new scientific
evidence’. The question arose as to whether an
Austrian province could ban GMOs on its terri-
tory with the aim of protecting nature as well as
organic farming pursuant to that paragraph. The
European Commission contended that the scien-
tific evidence gathered by the Austrian authori-
ties in the light of the precautionary principle
was not ‘new scientific evidence’ in the sense of
paragraph 5 of Article 114 TFEU. AG Sharpston
took the following view in her opinion: ‘Having
regard to ... the precautionary principle, ..., no
amount of precaution can actually render that
evidence or that situation new. The novelty of
both situation and evidence is a dual criterion
which must be satisfied before the precautionary
principle comes into play.”®® The Court of Justice
dismissed the appeal lodged by the Austrian au-
thorities, claiming that the General Court did not
erred in law by stating that EFSA’s findings con-
cerning the absence of scientific evidence dem-
onstrating the existence of a specific problem

had been taken into consideration by the Com-

% Recital 15 of Directive 2015/412.

% See N. de Sadeleer, EU Environmental Law and the Inter-
nal Market above 358-377.

% Opinion AG Sharpston in Joined Cases C-439/05 P
and C-454/05 P Land Oberdsterreich and Republic of Aus-
tria v Commission of the European Communities [2007] ECR
1-7441, para. 134.
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mission.” In other words, the principle does not
prevail over the obligation for the Member State
to bear the burden of the proof as regard the nov-

elty of the scientific evidence.

Part III. The “repatriation” of cultivation
under Directive 2015/412

Since 2009, various Member States have called
for a change to the marketing regime, which has
proved to be favourable to the European Com-
mission. Indeed, according to comitology rules,
the European Commission is likely to have the
last words in face of continuous disagreement
between the Member States.

After several years of tedious negotiations,
the Parliament and the Council adopted on
March 11% 2015, Directive 2015/412, which in-
serts Articles 26a-c into the 2001/18 Directive.”
Though the amending directive does not call
into question the authorisation schemes regard-
ing the placing on the market of GMOs, the law-
maker took the view that “cultivation may ...
require more flexibility in certain instances as
it is an issue with strong national, regional and
local dimensions, given its link to land use, to

local agricultural structures and to the protec-

% Joined Cases C-439/05 P and C-454/05 P Land Ober-
dsterreich and Republic of Austria v Commission of the Euro-
pean Communities [2007] ECR 1-7441, para. 64.

9 OJ L 68/1. The legal basis chosen is Article 114 TFEU.
See E. Brosset, ‘Flexible droit de I'UE en matiere d’ OGM’
(2016) 51: 2-3 CDE 651-681; N. de Sadeleer, ‘Marketing
and Cultivation of GMOs in the EU. An Uncertain Bal-
ance between Centrifugal and Centripetal Forces’ (2015)
(4) E.J.R.R. 532-558 ; Ibid., ‘Terroir et génie génétique:
la réglementation des OGM a I'épreuve des forces cen-
trifuges et centripetes’ (2015) Rev.Tr.Dr. Eur. 497-528; 1.
Urrutia Libarona, ‘El reconocimiento del derecho a deci-
dir sobre la prohibicion (o no) de cultivos transgénicos
en la reciente normativa de la UE’, in A. Garcia Ureta
(dir.) New Perspectives on Environmental Law in the 21st ¢
(Barcelona, M. Pons, 2018) 195-220. The General Court
ruled that an action for annulment lodged by a claimant
against Directive 2015/412 was manifestly inadmissible.
Order 6 June 2017, Societa agricola Taboga Leandro e Fide-
nato Giorgio, T:2017:419.
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tion or maintenance of habitats, ecosystems and
landscapes’. % Accordingly, in accordance with
the principle of subsidiarity enshrined in Article
2(2) TFEU, Member States are henceforth entitled
to have the possibility to adopt legally binding
acts restricting or prohibiting the cultivation of
GMOs in their territory after such GMOs have
been authorised to be placed on the Union mar-
ket. The amending directive aims thus at grant-
ing the Member States more flexibility to decide
whether or not they wish to cultivate GMOs on
their territory without affecting the risk assess-
ment provided in the system of Union authorisa-
tions of GMOs.

In reallocating competences at a national
level, this legislative reform is breaking new
grounds. This reform is even more striking given
the failed attempt of the European Commission
to allow Member States to restrict the use of GM
food and feed products on non-safety grounds in
adding an Article 34a to Regulation 1829/2003.%

A. Procedure

Under the terms of a somewhat convoluted com-
promise, the new powers of the Member States
under the new Article 26¢ are spread over two
stages that can be briefly described.

Phase 1. First of all, the Member States may
request the undertaking applying for MA for
GM seeds to exclude all or part of their territory
from the geographical scope of the authorisa-
tion.!® In contrast with phase 2, no justifications
are needed. Regarding the temporal scope, that
request has to be communicated to the Commis-
sion at the latest 45 days from the date of cir-

culation of the assessment report under Article

% Recital 5 of the preamble of Directive 2015/412.

9 See Proposal for Regulation amending Regulation
1829/2003, COM (2015)177 final. On 28 October 2015,
the European Parliament rejected the Commission’s pro-
posal.

100 Article 26b(1) of Directive 2015/412.
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14(2) of the Directive 2001/18. The Commission
is called on to make the demand publicly avail-
able by electronic means. The Commission must
forward the request to the applicant. If such a
request is made, the MA applicant may limit the
geographical scope of its initial application.!"!
The latter can adjust his application, though he is
not obliged to do so. The written consent issued
under both marketing authorisation procedures
shall then be issued on the basis of the adjusted
geographical scope of the application. Nothing
precludes the Member States to renounce their
geographical claims.!%

Phase 2. Thereafter, where the applicant re-
fuses to alter the geographical scope of its ap-
plication, or where no request is notified by
a national authority,'® the Member States still
may exercise an opt-out, invoking one or several
“compelling grounds” that are not at odds with
the assessment of health and environmental risks
carried out by the EFSA.

The Article 26b(3) ‘compelling grounds’
can be invoked individually or in combination
depending on “the particular circumstances of
the Member State, region or area in which those
measures will apply”.1%These grounds can be in-
voked in a generalized form or they can be more
concrete.

The national measures are wide in scope:
they range from full bans to more narrow restric-
tions. They can lay down specific conditions for
cultivation. They are likely to apply to a “GMO,
or [...] a group of GMOs defined by crop or
trait”.1® According to Winter, this implies that
the Member States may not generally prohibit
the cultivation of GM seeds per se. Rather, this

101 Article 26b(2).

102 Recital 21, and Article 26b(5).

103 Article 26b(3). The European Parliament obtained that
phase 2 is not subjected to phase 1.

104 Recital 13 of Directive 2015/412.

105 Art. 26b(3)(1) Directive 2015/412.
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can be done with regard to a particular seed or
a certain group of seeds.!® However, as long as
they are not cultivated, the marketing of new GM
food authorised under Regulation 1829/2003 is
not affected by this new regime.

As regards their geographical scope, the re-
strictions or prohibitions may cover all or part
of the national territory (a region, a county, a
municipality, a designated natural area, a nature
sanctuary, etc.).

It thus follows that the Member States are
entitled to prohibit or limit the cultivation of
GMOs authorised on EU level within all their
territory without having to invoke the safeguard
clause provided for under Directive 2001/18/EC
and Regulation 1829/2003, the scope of which —
as noted above —have been interpreted narrowly.

The change has thus been appreciable: whilst
only health-related and environmental risks,
as duly confirmed in a risk assessment, could
be invoked against the granting of a marketing
authorisation,!%” other considerations, including
in particular the socio-economic balance between
the advantages and disadvantages of genetic en-
gineering may now be invoked downstream in
order to oppose the cultivation of authorised GM
seeds. This new regime appears to be based on
the following reasoning: in contrast to questions
relating to the marketing of GMOs, their cultiva-
tion is more of a local or regional matter than an
international one.!% Therefore, Member States
are allowed to restrict cultivation to a greater ex-
tent than they are allowed in accordance with the

previous regime.

106 G. Winter, National Cultivation Restrictions and Bans of
Genetically Modified Crops and Their Compatibility with Con-
stitutional, EU and International Law, Legal Report Com-
missioned by the Federal Nature Conservation Agency
(May 2015) 9.

107 Recital 7 of Directive 2015/412.

108 Recital 5 of Directive 2015/412.
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So far, the opt-out mechanisms have been
successful. Member States were allowed to adopt
between April and October 2015 transitional
measures to products (Maize MON 810, 1511,
BT 11, 59122, etc.) which have been authorised
or which were in the process of being authorised
before the entry into force of the directive.!” In
the course of this transitional period, the noti-
fiers acceded to all relevant requests made by
17 Member States and four regions (Wallonia,
Wales, Scotland, Northern Ireland) regarding
the geographical adjustment of their authori-
sations.!'? Several Member States are divided.
For instance, in Belgium the Walloon authorities
banned 8 GM crops whereas their cultivation is
allowed in Flanders. In the UK there is a wide
divide between GMO-sympathetic England and
GMO-reluctant Scottish and Welsh nations.

B. Conditions

In relying on the new compelling grounds, the
Member States are not endowed with unfettered
discretion. They must fulfil a number of proce-
dural and substantive conditions.

Regarding the formal conditions, the na-
tional measures are subject pursuant to Article
26b(4) to a procedure of information at EU level,
a procedure that is not as stringent as the review
procedure provided for under the traditional
safeguard clauses. During a period of 75 days
starting from the date of such communication,
the Member State shall refrain from adopting
and implementing the proposed restrictive mea-
sures. On expiry of that period, the Member State

concerned may “adopt the measures either in

109 Recital 26 and Article 26¢(1) of Directive 2015/412.

110 European Commission, Restrictions of geographi-
cal scope of GMO applications/authorisations: Member
States demands and outcomes.
https://ec.europa.eu/food/plant/gmo/authorisation/
cultivation/geographical_scope_en
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the form originally proposed, or as amended to
take account of any non-binding comments re-
ceived from the Commission”. On the one hand,
this procedure is rather similar to the one pro-
vided for under Directive 98/34/EC laying down
a procedure for the provision of information in
the field of technical standards.!'! On the other
hand, it departs significantly from the Article
114(6) TFEU procedure according to which the
Commission is called on to approve the national
requests for derogating harmonized internal
market standards.!!?

Regarding the substantive conditions, the
directive requires that such national measures
justified in the light of one or several compel-
ling grounds are “in conformity with Union law,
reasoned, proportional and non-discriminatory’.
These “compelling grounds” cover a very large
number of reasons ranging from socio-economic
to public order; they encompass:

(a) Environmental policy objectives;

(b) town and country planning;

(c) land use;

(d) socio-economic impacts;

(e) avoidance of GMO presence in other
products without prejudice to Article 26a;

(f) agricultural policy objectives;

(g) public policy.

Moreover, the compelling grounds must not be
at odds with the assessment of health and envi-

ronmental risks carried out by the EFSA.

11 Directive 98/34/EC does not apply to the national
measures at issue. See Recital 17 of Directive 2015/412.
12 N. de Sadeleer, EU Environmental Law and the Internal
Market above 369-370.
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Part IV. Compatibility with the principle
of free movement of goods

A. Introduction

A better protection of the environment or the en-
hancement of small-scaled agriculture through
limiting the placing on the market or the use
of hazardous products and substances might
be looked at as a plausible alibi for reinforcing
competitiveness of national farms. Should such
restrictions be swept aside by the free move-
ment of goods, considered by the Court of Jus-
tice as ‘one of the fundamental principles of the

7 113

Treaty’ ' and by most academic authors as a
major achievement of the European integration
process? In this connection, some may question
whether the new opt-out regime is compatible
with Article 34 TFEU that prohibits measures of
equivalent effect to a quantitative restriction (ME-
EQRs) contrary to Articles 34 TFEU. Let be noted
that the issue of compatibility can be resolved
exclusively by the CJEU.

Given the lack of standing of the GMO pro-
ducers or retailers to challenge directly the di-
rective before the CJEU,! it is more likely that
they will challenge the national implementing
measures before the competent national courts
in order to challenge the directive itself. These
courts will have the possibility to refer one or
several of the three separate, albeit related, ques-
tions for preliminary rulings in accordance with
Article 267 TFEU:

* as to the compatibility of the national measure
restricting or banning cultivation of autho-
rised GMOs with the procedural and substan-

tive requirements of Article 26b;

113 See, e.g. Case 265/65 Commission v. France [1997] ECR
1-6959.

114 N. de Sadeleer and C. Poncelet, « Protection Against
Acts Harmful to Human Health and the Environment
Adopted by the EU Institutions »(2011-2012) 14 Cam-
bridge Yearbook of EU Law 177-208.
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* as to the compatibility of the national measure
at issue with the principle of free movement
of goods;

* as to the compatibility of Directive 2015/412

with the principle of free movement of goods.

In answering these questions, the CJUE will have
to decide the extent to which Directive 2015/412
may authorize Member States to prohibit or re-
strict trade between Member States.

It must be noted that the French Constitu-
tional Court dismissed a lawsuit requesting to
review the consistency of the national ban of
cultivation of varieties of GM maize with both
Articles 23 of Directive 2001/18 and Article 34 of
Regulation 1829/2003. The Constitutional Court
held that such a review falls under the jurisdic-
tion of ordinary and administrative courts. More-
over, the Council took the view that the French
Constitution precludes it to make a reference for
preliminary ruling to the CJEU in accordance
with Article 267 TFEU®,

B. Applicability of Article 34 TFEU

There are two ways in which to ascertain the
compatibility of the compelling grounds with
the free movement of goods. Either the domestic
measure justified by the compelling ground will
be assessed only in light of Directive 2015/412
as in the case of complete harmonization, or it
will be observed that the directive gives rise to
incomplete harmonization, and its lawfulness
will be assessed directly in the light of Article
34-36 TFEU. In other words, the question arises
as to whether Directive 2015/412 gives rise to a
complete or an incomplete harmonization of the
subject matter. The CJEU will have thus to deter-
mine whether the national restriction falls under
that Article 34 TFEU.

115 Decision n° 2014-694 DC of 28 May 2014.
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Our view is that the CJEU will have to rec-
ognize that Directive 2015/412 does not fully
harmonize national rules.!® Indeed, in contrast
to the marketing procedures where the Member
States are endowed with any room for manoeu-
vre, the amending Directive of 2015 gives Mem-
ber States considerable leeway in allowing them
to decide the personal, temporal, geographical,
and material scope of their restrictive measures.
In addition, the national measures regulating the
use of GMOs for cultivation purposes have to be
qualified as a MEEQR given that this notion cov-
ers ‘any other measure which hinders access of
products originating in other Member States to
the market of a Member State’.!” Given that the
harmonization is not deemed to be complete, the
CJEU will have to verify whether the national
restriction arrangements allowed under Article
26bis are compatible with Article 34, which is ap-
plicable only to the extent that the matter cannot
be determined exhaustively on the basis of the
Directive.!8

However, account must be taken of the
fact that Article 34 TFEU will not apply to cases

where all the elements are confined within a sin-

116 However, G. Winter took the view that Article 26b
should be treated as a self-standing provision of second-
ary law. See Nationale Anbaubeschrinkungen und -verbote
fiir gentechnisch verinderte Pflanzen und ihre Vereinbarkeit
mit Verfassungs-, Unions — und Volkerrecht, Rechtsgutacht-
en im Auftrag des Bundesamtes fiir Naturschutz (May
2015).

117°Case C-110/05 Trailers [2009] ECR I-519, para. 37; Case
C-142/05 Mickelsson and Roos ‘Swedish Watercrafts’ [2009]
ECR 1-4273, para. 24. See P. Oliver, ‘Of Trailers and Jet-
Skis: is the Case Law on Article 34 TFEU Carrering in a
New Direction” (2010) Fordham Intl L | 4.

18 Tt is settled case law that where full harmonization
is achieved, Member States may not invoke grounds
contained in Article 36 TFEU or a mandatory require-
ment of general interest with a view to impeding free
movement of authorized GMOs. See, among others, Case
C-573/12, Alands vindkraft AB v Energimyndigheten [2014]
C:2014:2037, para. 58.
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gle Member State.!” Given the local dimension
of several restrictions, this case law should pre-
clude the invocation of Article 34 TFEU.

Last, the Member States prohibiting or re-
stricting the cultivation of GM crops have to
demonstrate that their measures are justified and
proportionate to the aim of that justification.

Conversely, Article 36 TFEU remains appli-
cable “as long as full harmonization of national
rules has not been achieved’.'? If the CJEU holds
that in adopting Directive 2015/41 the EU law-
maker has pre-empted the field (exhaustive, full,
or complete harmonisation), the national restric-
tive measures must be reviewed in light of the di-
rective itself. It follows that the CJEU will have to
take fully into consideration the opt-out clauses

in their own rights.

C. The justification for the restrictions on the
free movement of GM crops
Given that that primary law prevails over sec-
ondary law, the CJEU will have to take into con-
sideration whether the compelling grounds list-
ed under Article 26b(3) are compatible with the
derogations to the principle of free movement of
goods. In case they are not, they cannot objec-
tively justify the national measure regulating the
cultivation of GM crops.

Some of the ‘compelling grounds” do not

present any difficulties at all on the account that

119 Case C-134/94, Esso Espariola [1995], EU:C:1995:414,
para. 13, and Case C-268/15, Ullens de Schooten, [2016],
EU:C:2016:874, para. 47. Article 26b(3) of the Directive
stresses that the opt-out clauses must be ‘in conformity
with Union law’. However, such an express reference
cannot extend the scope of application of Articles 34 to
36 TFEU to situations that have no cross-border aspect.
See Case C-282/15 Queisser Pharma [2018], para. 41.

120 See Case 215/87 Schumacher [1989] ECR 617, para.
15; Case C-369/88 Delattre [1991] ECR 1-1487, para. 48;
Case C-347/89 Eurim-Pharm [1991] ECR 1-1747, para. 26;
Case C-62/90 Commission v Germany [1992] ECR I-2575,
para. 10; and Case C-320/93 Ortscheit [1994] ECR 1-5243,
para. 14
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they are listed under Article 36 TFEU (“public
policy’)!?! or that they have been proclaimed as
mandatory requirements of general interest ("en-
vironmental protection’, ‘town and country plan-
ning’, ‘land use’, and ‘consumers protection’).'??
Given their novelty, other compelling grounds
are likely to spark off a debate of unprecedented
nature. Our analysis focuses on the most contro-

versial compelling grounds.

1. Absence of conflict with the EFSA’s risk
assessment

Whilst the Member State may invoke one or more
of the grounds listed under Article 26b(3),'% it
is specified that they “shall, in no case, conflict
with the environmental risk assessment” car-
ried out by EFSA.'?* According to recital 14 of
the preamble of Directive 2015/412 “to avoid any
interference with the competences which are
granted to the risk assessors and risk managers
under Directive 2001/18/EC and Regulation (EC)
No 1829/2003, a Member State should only use
grounds with respect to environmental policy
objectives relating to impacts which are distinct
from and complementary to the assessment of
risks to health and the environment which are
assessed in the context of the authorisation pro-
cedures provided in Directive 2001/18/EC and
in Regulation (EC) No 1829/2003, such as the
maintenance and development of agricultural
practices which offer a better potential to recon-
cile production with ecosystem sustainability, or

maintenance of local biodiversity, including cer-

121 This compelling ground has always been subject to
a narrow interpretation. See Oliver on Free Movement of
Goods in the European Union, 5 ed. (Oxford, Hart, 2010)
253.

122 See our analysis of the scope of these different jus-
tifications, in ‘Marketing and Cultivation of GMOs in
the EU. An Uncertain Balance between Centrifugal and
Centripetal Forces’ (2015) (4) E.J.R.R. 532-558.

123 Public order may not however be invoked alone.

124 Recital 4 of Directive 2015/412.
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tain habitats and ecosystems, or certain types of
natural and landscape features, as well as specif-
ic ecosystem functions and services.” In contrast
to safeguard clauses discussed above, the opt-out
granted to the Member States does not therefore
call into question the risk assessment carried out
at EU level.

What is the room of manoeuvre left to the
Member States? Does the existence of a risk as-
sessment preclude any other justifications?

In our view, in a field marked by uncertainty
such as the one at issue, the EFSA scientists do
not necessarily have an answer to everything.
Their investigations do not always allow for an
identification of the risks in a convincing man-
ner. Indeed, in many cases, their assessments are
likely to demonstrate that there is a high degree
of scientific and practical uncertainty in that re-
gard. Moreover, some risk assessments carried
out prior to the granting of MA do not cover all
risks for wildlife or for the soil. Furthermore,
the preamble of Directive 2015/412 stresses that
the risk assessments carried out under Directive
2001/18 are far from being perfect; accordingly,
they need to be “regularly updated to take ac-
count of continuous developments in scientific
knowledge”.!?> In short, Article 26bis does not
exclude different views about the overall risk as-
sessment.2

Among the impacts that could be assessed
by the national scientific authority, one could
mention:
¢ the effects on certain non-target organisms,

e the likelihood of horizontal gene transfers,
¢ the failure to account for particularly vulnera-

ble areas under cultivation or nature reserves,

125 Recital 3 of Directive 2015/412. However, Directive
2015/412 does not really address the role of uncertainty
in the risk assessment and the cooperation between the
EFSA and the national scientific authorities.

126 G. Winter, ‘Cultivation Restrictions for Genetically
Modified Plants” above 127.
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* the emergence of resistances against BT-seeds,
* a change in agricultural cultivation practices
(such as a heightened use of herbicides in case

of herbicide-resistant plants).

It follows that the Member State bears the burden
to demonstrate that the EFSA’s risk assessment

is incomplete.

2. Environmental grounds

The danger of insertion of transgenic elements
into the environment is high.'”” Despite the fact
that the genes being transferred occur naturally
in other species, there are unknown consequenc-
es to altering the natural state of an organism
through foreign gene expression.'? These con-
sequences may influence not only the GMO it-
self, but also the natural environment where it is
released.’” It comes thus as no surprise that one
of the compelling grounds relates to the envi-
ronment. What is more, the two next compelling
grounds, town and country planning (ground b))
as well as land use (ground c)) are genuine com-
ponents of the environment lato sensu (ground
a)).1%0 Tt is settled case law that the Member States
can impede the free circulation of goods on these
three grounds.’ For instance, the integration of
landscape planning into general land planning
could be used to limit the cultivation of GMOs

in specific areas.!*?

127 German Advisory Council of Global Change, Conser-
vation and Sustainable Use of the Biosphere (London, Earth-
scan, 2001) 55.

128 Advisory Opinion of the International Monsanto Tri-
bunal, The Hague, 18 April 2017, 33.

129 T, Phillips, ‘Genetically Modified Organisms (GMOs):
Transgenic Crops and Recombinant DNA Technolo-
gy’(2008) 1:1 Nature Education 213

130 Opinion AG Leger in Case C-36/98 Spain v Council
[2001] ECR I-779, para. 106.

131 N. de Sadeleer, EU Environmental Law and the Internal
Market, above, 284-301.

132 G. Winter, supra, 17.
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Given that a number of disagreements be-
tween the national scientific authorities and the
EFSA concerned the environmental component
of the risk assessment carried out by the EU
Authority, it comes as no surprise that the first
compelling ground relates to the environment.
Of importance is to stress the wide scope of that
ground on the account that it relates to the en-
vironmental policy objectives.!®® Under EU pri-
mary law, these objectives are extremely broad
given that they range from the protection of hu-
man health to the “prudent and rational utilisa-

tion of natural resources’.

3. Agricultural grounds

‘Agricultural policy objectives” (ground f)) can
also be invoked as a compelling ground ™4,
though these objectives have seldom been in-
voked in disputes concerning the free movement
of goods. The preamble of the directive stresses
that “cultivation may ... require more flexibility
in certain instances as it is an issue with strong
national, regional and local dimensions, given its
link to land use, to local agricultural structures
and to the protection or maintenance of habitats,
ecosystems and landscapes.”!** In addition, these
grounds may include “the need to protect the di-
versity of agricultural production and the need

to ensure seed and plant propagating material
purity”.1%

By the same token, restrictions could aim at
promoting the diversity of seeds, local markets,

maintenance of jobs in extensive agriculture,

133 Pursuant to Article 191(1) TFEU, the environmen-
tal policy pursues four objectives. Nothing precludes
Member States to pursue additional objectives. See N. de
Sadeleer, EU Environmental Law and the Internal Market,
above 33-40.

134 C. Blumann et al., Commentaire Mégret. PAC et PCC
(Brussels: ULB, 2011) 25 to36

135 Recital 6.

136 Recital 15.
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etc.!¥ It is unlikely that these objectives will over-
lap with environmental policy objectives (con-
servation of biodiversity).

What is more, the national decision of ban-
ning the cultivation of GMOs has an impact on
the agricultural practices of the neighbouring
Member States in which GMOs are cultivated.
These Member States are called on “to take ap-
propriate measures in border areas of their terri-
tory with the aim of avoiding possible cross-bor-
der contamination into neighbouring Member
States in which the cultivation of those GMOs is
prohibited’.!%

Account must also be made of the fact that
an array of national agricultural measures have
been validated on the ground that they were
aiming at protecting the health and life of ani-
mals and plans within the meaning of Article
36 TFEU.1* What is more, it must be noted that
cultivation of a plant variety included in the com-
mon catalogue of varieties could be prohibited in
any Member State where it is harmful from the
point of view of plant health to the cultivation of
other varieties or species.'* In Ospelt, the CJEU
held that several public-interest objectives, such
as the preservation of agricultural communities,
the maintenance of distribution of land owner-
ship allowing the development of viable farms
and sympathetic management of green spaces
and the countryside are likely to justify restric-
tions on the free movement of capital.!*! In par-
ticular, the Court stressed that ‘the objective of
sustaining and developing viable agriculture on
the basis of social and land planning consider-

ations entails keeping land intended for agricul-

137 Tbid.

138 Article 26a, 1 a.

139 See P. Oliver, supra, p. 401-411.

140 Article 18 of Directive 2002/53 supra note 3; recital 4 of
Directive 2015/412.

141 Case C-452/01 Osplet [2003] ECR 1-9743, para. 39.
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ture in such use and continuing to make use of it
under appropriate conditions’.

The reference to agricultural policy should
now make it possible to put to rest the rather nar-
row interpretation of Article 114(5) TFEU regard-
ing the consideration of the scale of operations
and the maintenance of organic agriculture when
establishing provincial regimes banning GMO
cultivation.!#

Last but not least, it must be borne in mind
that this compelling ground must not conflict
with the results of the EFSA’s risk assessment
that must encompass ‘changes in management,
including, where applicable, in agricultural prac-
tices’.!* It must be noted that the use of pesti-
cides on tolerant GM plants (such as glyphosate)
are taken on board in the environmental risk as-
sessments. According to EFSA, the applicant is
requested to assess the potential environmental
effects due to the cultivation of the GM crop in
the receiving environment where the GM plant
is likely to be cultivated, specify under what
circumstances the potential herbicide regimes
likely to be adopted for the GM plant may lead
to environmental effects than the current man-
agement systems they are likely to replace, and
consider the impact of the herbicide treatments
on biodiversity within farming regions.*

However, national measures aiming at fos-
tering agro-sustainability and agrobiodiversity
focus on agricultural issues rather than on the
environmental risks that are assessed in the risk

assessment.%

142 See the case law commented on above, supra 111, 3.
Land Oberdsterreich supra.

143 Directive 2001/18/EC, Annex II, C.3.

144 EFSA Panel on GMOs, Guidance on the environmental
risk assessment of GM plants (2010) EFSA Journal 78.

145 M. Dobbs, ‘Genetically Modified Crops, Agricultural
sustainability and National Opt-outs’: Enclosure as the
Loophole’ (2017) 54 CMLR 1114.
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4. Socio-economic grounds

The compelling grounds d) (‘socio-economic’)

and e) (‘avoidance of GMO presence in other

products’) are directed to avoiding the costs of
coexistence measures and to accommodating
consumer preferences. Needless to say, these
grounds go beyond the genuine scientific assess-
ment carried out by EFSA in accordance with the
authorisation procedure.

Firstly, the justification regarding ‘avoidance

of GMO presence in other products” (ground e))

relates to consumers protection, a mandatory re-

quirement according to the Cassis de Dijon case
law.16

Secondly, “socio-economic impacts” are
deemed to be compelling grounds. The preamble
of the directive sets forth that this ground may
be related to “the need to avoid GMO presence
in other products such as specific or particular
products.”¥

Under the socio-economic compelling
ground, national authorities will be allowed to
take into consideration the following costs:

* The costs of accidental contamination and of
the destruction of contaminated products as
epitomized in the Balbok case;'*®

* The costs of separating GM and GM-free
fields;

* The administrative costs of enforcing the vari-
ous preventive regulations;

* The costs incurred by producers of non-GM
seeds insofar as they must pay heed to the pu-
rity of their varieties in the production process;

* The costs incurred by producers of non-GM
food and feed insofar as they separate their

products from GMO products.'#

146 Case 120/78 Cassis de Dijon [1979].

147 Recital 15 of Directive 2015/412.

148 Bablok, above.

149 G. Winter, ‘Cultivation Restrictions for Genetically
Modified Plants” above, 126.
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By way of illustration, a Member State could take
the view that the cultivation of potatoes with
higher starch content will be done to the detri-
ment of the production of foodstuffs.!>

To conclude with, the national measures jus-
tified in the light of this socio-economic compel-
ling ground will have to reckon on non-scientific
considerations, or in other words of socio-eco-
nomic reasons. Needless to say, these distinct
grounds are not likely to conflict with the results
of the risk assessment'®! on the account that they
require a qualitative analysis rather than a quan-
titative assessment.!>

However, it must be noted that there is no
reference to other considerations of socioeco-
nomic nature (ground d)) either in Article 36
TFEU or in the case law on mandatory require-
ments of general interest.!>® In that respect, it
ought to be remembered that the weighing up of
the benefits and drawbacks of authorising GMOs
is permitted both under international law by the
Cartagena Protocol™ and under EU law by the
Regulation 178/2002 laying down the general
principles of food safety!® along with Regulation
1829/2003.1% Furthermore, the Commission has,
as requested in the 2008 Council conclusions,
reported to the European Parliament and the
Council on socioeconomic implications of GMO
cultivation. Along the same lines, national legis-

lations require the weighing up of the benefits

150 Tbid.

151 M. Lee, “GMOs in the Internal Market: New Legisla-
tion on National Flexibility” (2016) 79 (2) MLR 339.

152 G. Winter, ‘Cultivation Restrictions for Genetically
Modified Plants” above 127.

153 Case 7/61 Commission v Italy [1961] ECR 317; Case
288/83 Commission v Ireland [1985] ECR 1761; and Case
C-324/93 Evans Medicals [1995] ECR I-563. See P. Oliver,
supra note 129, p. 239-241.

154 Article 26.

155 Recital 19, and Article 7.

136 Recital 32, Article 7, and Article 19(1).
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and drawbacks of the GM products.'>” Our view
is that the CJEU should pay heed to these legal
developments in taking seriously this compel-

ling ground.

5. Ethical and religious concerns

Given that Article 26b(3) only lists compelling
grounds as examples, nothing precludes the
Member States to invoke other justifications,
such as ethical and religious concerns. As a mat-
ter of course, GM technology remains a matter of
debate. By way of illustration, because the inser-
tion of certain genes such as pork genes in the
DNA of another species is problematic for the
Islamic religion, this subject matter cannot be ad-
dressed by the EFSA. So far, ethical and religious
concerns play a secondary role in the procedures
governing the granting of MA.1% In addition, the
CJEU has been somewhat reluctant to uphold na-
tional measures pursuing religious and ethical
goals.!® The fact that ethical grounds could be
invoked under Directive 2015/412 would oblige
the CJEU to weigh the free movement of GMOs

with these concerns.

6. Proportionality
National measures restricting GM seeds culti-
vation need to be proportional.'®® At the outset,
the restraints stemming from the principle of
proportionality seem to be at odds with the au-
tonomy sought by the Member States. However,
given that proportionality is deemed to be a gen-
eral principle of EU law, there is nothing new in
this respect.

The first issue is whether the facts analysed

by the national authorities justify a need for a

157 See also Article 531-4 of the French Environmental
Code.

158 Recital 9 of Directive 2001/18.

159 Case C-165/08 Commission v Poland [2009] ECR [-6843,
paras. 51-55.

160 Art. 26b(3)(1) Directive 2015/412.
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measure to achieve one or several of the com-
pelling grounds. In other words, does the socio-
economic impacts of GM cultivation or the new
environmental risk require Member State inter-
vention? Our view is that a national ban or a re-
striction placed on the cultivation of authorized
GM seeds must constitute a reasonably intelligi-
ble means of ensuring the various objectives list-
ed under Article 26(b)(3). By way of illustration,
where the ban is justified by the policy objective
of restricting intensive agriculture in a peculiar
area with a view to safeguarding traditional ag-
ricultural practices, the State authority should
demonstrate that prohibiting the cultivation of
the GM seeds at issue is enhancing traditional ex-
tensive agriculture. It may therefore be useful for
a national authority to underline the reasons be-
hind the contested measure with a view to dem-
onstrating that it reflects the best methodological
approach to deal with the compelling ground.
One has to bear in mind that the Member State
bears the brunt of the burden of proof.

Second, the principle of proportionality im-
plies a comparison of measures likely to attain
the desired result and the selection of the one
with the least disadvantages. Indeed, it is settled
case law that “when there is a choice between
several appropriate measures recourse must be
had to the least onerous and the disadvantages
caused must not be disproportionate to the aims
pursued”.'! In light of the variety of interests
and factors to take under consideration regard-
ing GM crops cultivation, a Member State often
has a choice between numerous measures. Some

measures are likely to be ‘more effective’, ‘more

161 Case C-331/88 Fedesa [1990] ECR 1-4023, para. 13. See,
to the same effect, Opinion AG Van Gerven in Cases
C-312/89 Sidef Conforama and C-332/89 Marchandise [1991]
ECR I-997, para. 14; and Opinion AG Poiares Maduro
in Cases C-434/04 Jan-Erik Anders Ahokainen [2006] ECR
1-9171, paras. 23-26.
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proportionate” or ‘less restrictive’ than others. 162

For instance, it could be argued that from a con-
sumer point of view, that consumers’ interests
could be as well protected by labelling require-
ments. Indeed, the sale of a product should never
be prohibited when the consumer will be suffi-
ciently protected by labelling requirements.'®
When applying this test, the EU courts
should display greater regard for the efficacy
of the measures concerned by taking account
in particular of the specific circumstances of
the cultivation of the GM crop. For instance, it
was stressed that very broad restrictions may
be necessary to achieve social objectives in Cen-
tral European countries that are dominated by
small-scale or organic farming practices.!®* In ad-
dition, a ban can be more effective than mitiga-
tion measure aiming at the use of an herbicide
incorporated into a GM crop. Moreover, the costs
and the technical difficulties of implementing the
various facets of the alternative should be care-
fully weighed up.'% Last but not least, the neces-
sity test cannot conceal an axiological review of

proportionality stricto sensu.'66

V. Conclusions

Whilst supporters and opponents of biotechnol-
ogy continue to occupy diametrically opposed
positions, secondary EU law is attempting to en-
sure a high level of protection of human health
and consumers’ interest, whilst ensuring the
effective functioning of the internal market, of
which the free movement of GMOs is an essen-
tial aspect. However, the conciliation of these

two opposed interests has constantly be dogged

162 See, inter alia, Case C-108/96 Mac Queen and Others
[2001] ECR I-837, paras. 33 and 34.

163 P, Oliver (gen. Ed.), Oliver on Free Movement of Goods
in the EU, 5th ed. (Oxford, Hart, 2010)286.

164 M. Geelhoed, supra, 32.

165 N. de Sadeleer, Environmental Principles, above, 384.
166 TpIp. 320-22.
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by controversies. The centripetal forces inherent
within the functioning of the internal market,
which are reflected by the principle of mutual
recognition along with a strict interpretation of
safeguard clauses and the derogation mecha-
nisms provided for under Article 114 TFEU,
clash head-on with the centrifugal forces, which
are exacerbated by the growing hostility of cer-
tain Member States or their populations to this
type of technology.

As aresult, given the extent of conflicting in-
terests, the EU institutions are constantly touting
middle ground. Against this background, Direc-
tive 2008/18 has undoubtedly be the product of
a trade-off between the functioning of the inter-
nal market and health and environmental issues,
alongside ethical or even religious concerns.

Given a narrow interpretation of the safe-
guard clauses provided for under EU second-
ary law, a number of Member States felt deeply
unsatisfied with the regulatory framework that
was deemed to be too favourable to the trading
interests. There is no doubt that the devil lies in
the regulatory detail. The structure put in place
by the institutions is so baroque that one ends up
getting lost inside it. Furthermore, the Member
States” room for manoeuvre in order to restrict
the cultivation of GM seeds authorized by the
European Commission has been belittled by the
CJEU.

A better equilibrium had to be found. The
EU lawmaker, in accordance with the principle
of subsidiarity and Article 2(2) TFEU,'%” decid-
ed in 2015 to “repatriate” controls over cultiva-
tion. In effect, the EU lawmaker took the view

that ‘cultivation may ... require more flexibility

167 Recitals 6 and 8 of Directive 2015/412.
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in certain instances as it is an issue with strong
national, regional and local dimensions, given its
link to land use, to local agricultural structures
and to the protection or maintenance of habitats,
ecosystems and landscapes’.!®® Accordingly, Di-
rective 2008/18/EC was amended by Directive
2015/412 in order to allow the Member States to
ban or to restrict the cultivation of GMOs. The
new opt-out clause regime facilitates the task of
Member States seeking to prohibit the cultivation
of GMOs for which an authorisation has been
granted as they are no longer required to dem-
onstrate the “seriousness” or the “significance”
of the risks incurred and as their measures is not
subject to an ex post review by the Commission.
In effect, the Member States are objectively re-
quired to make less of an effort in implement-
ing the opt-clauses than in invoking the tradi-
tional safeguard clauses. Last, the placing on the
market and the import of GMOs shall remain
regulated at EU level to preserve the function-
ing of the internal market. At the outset, the re-
nationalisation of the control of the cultivation
of GM crops and the free movement of goods,
enshrined in the TFEU, are at odds with one an-
other. However, in adopting Directive 2015/412,
the EU lawmaker attempts to reconcile the con-
flicts between this fundamental freedom and the
various national interests underpinning the re-
strictions placed on the cultivation of GM crops.
The amending 2015 directive is thus testament to
the willingness of the EU institutions to accom-
modate these antagonistic interests. It also allows
the Member States for the very first time to pay
heed to the socio-economic interests underpin-

ning the cultivation of GMOs.

168 Recital 6.



