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Introduction

Known at the start of the 1980s by only a few specialists
of environmental law, the precautionary principle has
within the space of a decade experienced a meteoric rise
and, as a resuir, been able to establish itsell as a new
general principle of international law. In-addition, it has
not only come to occupy an uncontested position In
Intérnational but alse in EU law as well as in several
European countries (particularly in France), to the point
where it avershadows the principle of prevention. Fur-
thermore, the precautionary principle has been applied
increasingly often in a wide array of areas ranging fram
classical environmental issues (nature, water, air, ...} o
wider areas such as food safety (mad cow disease, the
spread of genetically modified organisms, ...} as well as
health issues (the French HIV blood-contamination
scandal, health claims linked to phthatates in PVC toys
and endocrine disruptors, among other issues). The pre-
cautionary principle has quickly developed into one of
the foundations of the high level of environmental pro-
tection in the EU and as an obligation laid down by the
Treaty on the Functioning of the European Union (TFEU).

The significance of the principle lies also in its challenge
to traditional legal systems, many of which are permeated
by the need of certainty. The operator's civil liability can
be incurred provided that the victim is able to shed light
on the link of causation berween the operator's behaviour
and the ensuing damage. A WTO member is able to enact
a food safety measure provided that ies regulatory choice
is based upon clear scientific evidence resulting from a
risk assessment.’ This presupposes continuous recourse
toscientific expertise, with experts being able to provide
flawless data to both courts and decision-makers, How-

1. Prof, N, de Sadeteer v Professor UG Louvaim, Samt-Louts and Ghest
Professor Lund University and |ean Monnet Chair Holder

i Case £- 127)02 Waddenzee, [2005] ECR 1-6515. ag para. 44

3 See Article SPS Agreemeny. Eurapean Communities - DS 26 Medrures
concerning mtal and mear produces (hormones), Appellate Body, Dot
WTJDS 26 & 48 /AR(R [ 16" Janwary 1998), para. 136, Australta - 85 21
Measnres conserning the importation of sehnonids, Appetiate Body. Doc
WTIDSIS/ABIR (20 October 1998), para, 132, Atzention should be drawn
ta the et ininterpreting Article {770l the SPS Agreement. the WTO
Appellate Body teok the view in fepen-Meoscres offecting the impoita-
fien of epples that the application of the saleguard clanse enahirined
Afr than provision, whith previously was deemed ta reflect the precau.
tionary principle. s trggered nos by the existence of sctendific wncer
rointy, Bt orather by i insufficiency of sclemiific evidence” {Jopor-
Measuwres affeceing the Bnporation of epples, pard. 134). In contrast, in
situations in whieh the data avallable has been sulffickent to allow fir
diverging scientific assessments, Article 5{7) had not been considered
to apply, As a result, under the SPS Agreement, 2 safeguard measure
can’t e friggreeed by anoertainly But excluslvely by Ineofficiond results

ever. at first glance precaution provides for the possibility
to act while uncertainties have not yet been cleared.

As regard the EL legal order, particular attention should
be drawn to the fact that pursuant to Article 191{2) TFEL,

‘Union policy on the environment shall aim at a high
level of protection faking into account rhe diversity
of situations in the varnous regions of the Union, it
shall be based on the precautionary principle and on
the principles that preventive action should be taken,
that environmental damage should as a priority be
rectified at source and that the polluter should pay’,

This provision is rather unique. Indeed, the cnvironmental
policy is the only EU policy to proclaim such a cluster of
policy principles.’ Moreover, this is the sole Treaty provi-
sion 1o embody the precautionary principle.

It is the aim of this chapter to explain how precaution
has been fleshed out into more precise legal obligations
and interpreted by EW courts. The discussion in this
chapter will be structured In the following manner:

- meaning and status of the principle;

- relationship with scientific as well as policy issues:
- the manner in which the EU case-law has been car-

ving out the implementation of the principle.

1. Meaning and status of the precautionary
principle

LL Meaning of the principle

This section will not reopen discussion on the meaning
af this principle, other than to recall its function as the
expression of a philosophy of anticipated action, not
requiring that the entire corpus of scientific proof be
collated in order for a public authority to be able to adopt
a preventive measure. While there are multiple definiti-
ons of this principle in international law, every enuncia-
tion of the principle cantains the elements of an anticipa-
tory regulatory approach in face of uncertainty. In a
nurshell, precaution epitomizes a paradigmatic shift.
Whereas, under a preventive approach the decision-maker
intervenes provided that the threats to the environment
are tangible. pursuant fo the precautionary principle
authorities are prepared to tackle risks for which there
it no definitive proof that there is a link of causation
hetween the suspected activity and the harm or whether
the suspecied damage will materialize. In other wards,
precaution means that the absence of scienrific certainty
- or conversely the scientific uncertainty - as o the exi-

4, Adregard the scope of this provison, see N: de Sadeleer, Commenroire
L MEgrer Envirgmnement et Murchd inbdeienr {Brussels: ULE 20104
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stence or the extent af a risk should henceforward no
longer delay the adoption of preventative measures to
protect the environment. However, the undefined princi-
ple offers no guidance about actions to take in face of
uncertainty.

1.2, Absence of definition

Even though there are various definitions of the precau-
tionary principle in international environmental law, the
precautionary principle has not been defined by the
Treaty framers. Broadly speaking, the lack of definition
could be justified on the grounds that the implementation
of this principle across a wide range of policies is rather
contextual, In some instances, the EU institutions have
been clarifying the conditions under which the precauti-
onary principle has to be applied.” Moreover, EU courts
have also introduced extremely useful clarifications on
the application of this principle. Last but not least. regu-
lations or direcrives provide for more comprehensive
defimoon. By way of illustration, the EU General Food
Law offers a comprehensive definition of the precautio-
nary principle.®

1.3, Binding principle

The use of the indicative in paragraph 2 rather than the
conditional confirms that such principles are binding:
*Union policy on the environment ... shall aim (and) ... shall
bre based on ... " In contrase to other rules of indeterminate
content, the precautionary principle set out in Article
191{2) TFEU is thus mandatory.” As a result, EU instituti-
ans have to ahide by this principle.” In other words, EU
measures not complying with the precautionary principle
are likely to be subject to judicial review, though courts
leave to the insritutions a rather hroad margin for discre-
tion, provided a number of formal conditions are met. in

5, Tafill this gap, the European Commission produced in February 2000
4 Wmmﬂﬂiﬂlwnﬂ!!!ﬂ‘ﬂ-lllfﬂlm'i.ll |nforested partics of the manmer
inwhich the Commission applies or intends o apply the precautionary
principle when taking decisions relaning ro the containment of risk
{COM 200%{1).

6. See Arncle 7 of Regulavion (EC) Mo 178j2002 Regulatlon [EC) No
17812002 of 28 |unekary 2002 laying dawn the general principles aod
requirements of food law, establishing the European Food Salety
Authorlty and Liying down procedures in maners of food safety, OJ, L
N

= L. Winter, The legal neture of environmeneal principles in inrerhacional,
EC andd Gerpmen faw, 10 R, Macrory, (ed, ] Pfrinciples of Enrapean Environ.
mentnl Lew [Groenimgen, Burops Law Publishing, 2004), p 19, amd g
23 ot seq:; contra £ Fisher, Risk Regilotion and Adminiitrotive Cotetr-
tutieratism {Oxford: Hare 2007 ) 212

B. 0 ihe Artegedan case, the CFI held that the precaurionary principle
cofstitited ‘@ generdl ponciple of EU law requiring the competent
withorities to take appropriate medsures’ (Case T-74/00, Artegodan
{2003] ECR 11-4945, para. 184). Against thid hackground, the principte
TEIres, pursuant 1o dhe rales appiying o the re-aurhorisaton of 4
medicinal product. ‘the sospension o the withdrawal of markettng
duthorisation when new scipntific evidence give rise to sedious doubt
as o the efficacy and the wfery of the praduct (Widem, para, 192, In
Pfizer, the CF1 observed that & public aurhoriey can, by reason of the
precautionary principle, be reguired (o acr even before any adverse
effects have became gppareic {Cave T-13/99, Pirer [2002] ECR 113305,
para. 444}

addition, as discussed below, Member States are abliged
to apply the precautionary principle when cartying out
action in the environment field that has been harmonized
by secondary EU law,”

That said, given its generality, the precautionary principle
always allows for the possibitity of accommodation. As
to be seen. there is indeed some discretion as to ways in
which to flesh out these principles in more concrete
measures. In other words, the EL institutions may depart
it under particular circumstances, Nonetheless, that dis-
cretion can become [nexistent where the principle is
fleshed out in a comprehensive authotization scheme."

1.4, The status of the principle in the EU legal order
Although EU lawmakers are refuctant to define the prin-
ciple, as will be seen the EU courts have been endorsing
such an anticipatary approach. The jurisprudential defi-
nition of the precautionary principle runs as follows:

‘where there is uncertainty as to the existence or
extent of risks to human health, protective measures
may be taken without having to wait until the reaiity
and seriousness of those risks become fully appa-

I'Ent'."

Due to its highly abstract nature and particularly broad
scape of application, the precautionary principle could
then be defined "as a general principle of Community law
requiring the comperent authorities 1o take appropriate
measures {0 prevent specific potential risks to public
health, safety and the environment, by giving precedence
to the requirements related to the protection af those
interests over economic interests’,'” Furthermore, the
Court of First Instance (CFT) laid particular emphasis upon
rhe autonomous nature of the principle:

‘Since the Community institutions are responsible,
in all their spheres of activity, for the protection of
public health, safety and the environment, the pre-
cautionary principte can be regarded as an autono-
mous principle stemming from the above mentioned
Treaty provisions”."

Whereas the European Court of Justice (EC]) has been
more careful In speculating about the nature of that
principle, the CFl tool the view that that precaution was
a general principle of EU law." Whether the Court of

B, Cate C-127/02. Waddenzre, |2005] ECR 1-6318, para, 494,

10, See T-220)04, Sweden v Commizsion |I007] ECR 1-2437

11 See Case C-157/96 Mattonwl Farmers' Usies and Others, [1998] BECR |-
2211, ot para. 63: Case C-180/96 United Kingdom v Commixsion, | 1958
ECR1-226%, 41 para. 99; and Case T 236701, Monsono Agricaliora lialin
&t para. 111, See algo Case T-13/39, Pffzer [2002] ECR 113305, at pata
134,

12, joined Casen T-74/00, T-76/00, T-83/00 1o T-85/00, T-132/00, T-137/00
and T-141{00, Artegodan [2002] ECR 114%4%, para 184,

13, Ibfdem, para. 15a

4. Ibldem, pata 184
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justice will endorse thar interpretation remains to be
seer.

1.5. The status of the principle in the Member States
legnl arders

Given that the EU-environmental policy has been giving

rise to a sheer number of directives. we shall assess first

wheter the precautionary principle encapsulated in Article

192(2) TFEU applies at national level.

A distinction must be drawn between areas covered by
secondary law and rhose which are not. Furthermore. a
-distinction should aiso be drawn between principles that
are explicit in EU secondary legislation and those that
are implicit.

In areas that have not been harmonized, given that they
are addressed to EU institarions, the precautionary prin-
ciple enshrined in Article 192(2) TFEU cannot constrain
national authorities and is accordingly devoid of direct
effecr. As a result. Member State actions may not, in
principle; be reviewed on the basis of the Article 192{2)
precautionary principle.

That said, particular attention has been hitherto drawn
to the fact that Member States are bound by a swathe of
directives and regulations aiming at protecting the envi-
ronment. The question arises as to whether the Member
Srates” authorities could eschew the Treaty principle on
the grounds that it 1s not enshrined in the directives that
they have to implement. In areas that have been harmo-
mized by directives or regulations, the Treaty’s environ-
mental principles may apply both directly and indirectly
to Member States through secondary legislation.

First, the precautionary principle may apply in an autono-
mous manner to national authorities if the latter are
obliged to implement EU directives rhat recognize ong
ormere of the principles contained in Article 192(2) TFEU
as such. By way of illustration, in bhoth Directive
2001/18/EC on the deliberate release of GMOs and Regu-
lation 1107/2009 on the placing on the marker of plant
protection product, the precautionary principle is expli-
citly mentioned.” In this case, the principle embodied in
secondary legistations requires national authorities to
conduct risk assessments of CMOs and plant protection
products in the light of the precautionary principle. By
the same token, when applying the waste lierarchy, the
Member States “shall take into account” a cluster of prin-
ciples, among which ‘the general environmental protec-

tion principles of precaution and sustainability, ..."."

Second, the Article 182(2) TFEU precautionary principle
can underpin implicitly the whole regulatory framework

15 Article 1.of Birecrive 2007/18/EC on the delibetare release of GMOK;
Atthele 1{4) of Regulation 10772009 Mo VIDT/2008 of the European
Parhianent and of the Cepncil of 21 Dctober 2008 concerning the pla-
eing ol plant protéction preducts on the market and repeallng Council
Directives 79 11HEEC and 51 1414/EEC, Of, L 308, 24 November 20009,
1

16 Article 4(2] of directive 2008]08/EC an wavie. O] L3112, p. 2

contemplated by the EC lawmaker, Where an environmen-
ral principle is not explicitly ser out either in the opera-
tive provisions or in the recitals of the preamble of a
directive or a regulation it may nevertheless directly
apply to Member States insofar as Article 4{3) TEU obliges
the Member States to ‘take all appropriate measures ...
to ensure fulfillment of the obligations ansing out of this
Treaty or resulting from action taken by the institutions
of the Union and ‘facilitate the achievement of the Union’s
tasks' as well as ‘abstain from any measure which could
jeopardize the attainment of the objectives’ of the Treaty.
Read in the light of the precautionary principle enshrined
in Article 191(2) TFEU, Article 4(3) TEU imposes on nati-
onal authorities wide-ranging obligations of environmen-
tal protection, preservation, conservation, prevention
and precaution.” By way of illustration, the precautionary
principle reguires the navonal authorities to interpret
strictly the environmental obligations stemming from
secondary law. irrespective of whether the directives or
regulations encapsulate or not the principle, For instance,
with respect to the assessment procedure laid down in
the Habitars Direcrive 92/43/EC, account must be taken
of the principle of precaution referred toin Article 192{2)
TFEU althoogh the principle is not mentioned as such in
that directive."

1.6: The precaurionary principle: shield or sword?
The precautionary principle enshrined m Article 191{2)
TFUE 15 likely to be seen as a double-edged sword.

On one hand, the EU lawmaker Justifies the validity of
his regulatory measures in the light of the principle
encapsulated inArticle 192(2) TFEU. As a result, in actions
for annulment brought pursuant to Article 263 TFEU by
private parties against a ELl measure aiming at limiting
health or environmental risks. the institutions have been
regularly invoking principles such s precaution to justify
the soundnessof their measures.

On the other hand. in infringement cases brought in virtue
of Article 258 TFEU by the Commission against Member
States' environmental measures, the national authorities
may invoke the principles as a shield in order to justify
the validity of their measures hindering for instance free
trade in goods.” For instance, there has been increasing
use of the precautionary principle by Member States w
derogate from the principle of movement of goods where
the matter has not been harmonized or with a view to
departing fram internal market harmonization in virtue

17, A Doyle snd T. Carney, "Precaution and Prevention: Giving Effect 1o
Article 130y Withour Direct Effect’, 8 EELF (19599, 44,

18 In Waoddenee, Lhe EC) sesevied the validity af 3 Dutch project 1 fhe
fight of the EC precautionary principle {Case £-127/02, Waddenree
{2004) ECR 1-7405, pard. 44, Remackably enough, that judgment sig-
nificantly departs from éariier judgments afthe Duteh Conacll of State
wihich refused o take into copsideranion rthe-principle of precaution
on the ground that |t wae not codified in the Duech environmental
legisiation [ 12 May 2000, 1" E03,96.0068 A8 2000{395),

19, | Rander, Differene Kinds of Precayirton {Cambndge: CURF 20000 113

AVES

Afl. 5 - okrober 2010 175



N. DE SADELEER, ‘The Precautionary Principle in EU Law’, AV&S, 2010, 173-184.

THE PRECAUTIONARY PRINCIPLE IN EU LAW

of Article 114{4) and (5} TFEL.™ To some extentr, EU
secondary law may encourage the use of a principle as a
shield. By way of illustration, pursuant ro the Regulation
(EC) No 1107/2009:

‘Member States shall not be prevented from applying
the precautionary principle where there js scientific
uncertainty as to the risks with regard to human or
animal health or the environment posed by the plant
protection products to be authorized in their terri-
tory.' '

It appears that EU courts are at theiwr most deferential in
cases in which the Commission invokes the precautionary
principle. However, the courts requirements will be set
much higher when Member States (nvoke the same
principle with a view to justifying safeguard measures,

2. The precautionary principle caught
between scientific controversies and
anticipatory actions

2.1 The limitations of science

It ought to be remembered that the precautionary princi-
ple came to centre stage in the fieid of environment policy
in response to the limitations of science in assesging
complex and uncértain ecological risks. indeed, envitarn-
mental risks and in particular global risks confront
assessors with serious difficulties: uncertainty is a persis-
tent feature both of understanding the chain of causa-
tion™ as well as predicting the outcomes. Furthermore,
the distance in time and space between sources and
damages, the cumulative and synergistic effects, the
unpredictable reactions of some ecosystems {potential
resilience), and the large scale of impacts compound the
methodological difficulties in assessing these risks. ™
Indeed, there 15 a strong deficit in predictive capabillty.
Scientific upcertainty exists whenever there |s no ade-
quate theoretical or empirical basis for assigning proba-
bilities to the occurrence or the extent of a risk. The fal-
lowing examples are illustrative of the ways in which
uncertainty pervades the risk assessment process:

20, Lase C-3000 Denenrk v Cammission (2003) ECR [-2643 and Jodised
Cases T-366/03 and T-235/04 Germany v Ausitio [ 2005} ECR 14005

21 Article 104} of the Regulation [EC) No 11072009 of the Europaan Far-
lismont and of the Council of 21 Dotober 2009 concerning the placing
of plany protection products on the marker and repezling Councl
Directives PRVTIEEC and 91 414/EEC, £f, L 308, 24 November 2048,
1

22,  Ser, among others. M. de Sageieer. The Precautinnary Principle in EC
Health and Enviconmentsl Law', 13 Eurapean Lo fournal [ Mareh 20061
139 and N, de Sadeteer, “The Frecautionary Primciple Applied 1o Food
Safery’, 4 Eyropean Constrmer Liw' Revtew, 2005 1) 147168,

23, For instance, the French food safety Agency | AFSSAJ claimed that there
exist more than forry posiible cases thar might explain the obseived
reniti of honeybee decling. See AFSSA, Weokeming: Cullepse and Marta-
lity of Bee Colasies [Paris: AFS5A 2008}

24 ). Hagperson, Intmdwe Han; Global envivonmental ngk and soazy’,n
- Kazpersan and R, Kaspersor {eds |, Chobal Envirenmeital Rk {London)
Earthscan 2001 1 4

- insufficiency; for instance, the various scientific dis-
ciplines involved in assessing the risk are not sulffi-
ciently developed to explain the cause-and-effect
relationship;*

- Inconclusiveness: the realiries of science dictate that
the scientists, whatever the quality of their investi-
gations, will never be able to eliminate some uncer-
tainties;” for instance, there may be too many
unpredictable variahles to epable the identification
of the relative influences of each factor;

-~ imprecision: could be caused by the fact that the data
to analyze the risks are not available or are out-of-
date, information gaps. measurement errors, contra-
dictions, indeterminacy, ambiguity ...

Although unpredictable risks are rising, authorities tend
ro-wait in the face of uncertainty and to react only to
crisis events, They characteristically err towards belated
and costly measures * This can be explained by the fact
that damage to the environment is likely to be more
controversial than damage to health: Whereas ane usually
agrees that acrivities endangering human health should
be restricted or banned, people usually disagree whether
ecosystems, ecosysteniic processes, species of plants and
animalis, or micro-organisms deserve any Kind of protec-
tion,

In this respect, precaution aims to bridge the gap between
scientists working on the frontiers of scientific knowledge
and decision-makers willing to act to prevent environ-
mental degradation.

2 Risk analysis

At the outset, it should be stressed that the principle is
located within the broader context of the principle of risk
analysis, which comprises a two-step process: risk
assessment and risk management.. The point here is nol
to delve into the highly complex world of risk analysis.
It is merely to emphasize some of the key issues arising
in the discussion of the implementarion of a precautio-
nary measure.

45, Typieal in iKE respect 18 Regulation (EC) 1B29/2003 on GM food and
feed recognizing that, In dome cages, soientific risk assessmenti cannat
provide all informatien on which @ nisk management decision shouid
b based {recital 32 of the Preaimble],

26. A guantitative disk assessment exercised perlormed by G different
wrams i the EC came up with 11 different resulls that ditfered by a
million fold, See S, Continl, A, Ameadaia and L Ziomad {1991 ) Brnchak
Exercise on Mojor Haperd Analyeie, |spra, European Commission Jeint
fesearch Contey, By the same tiken, different models far assessing
carcinogenicity can fesult in cancer predicriong that differ by 3 factor
of 108 o7 more when extrapolated 1o low doses. E.g. M, Shapiro [ 1930}
“Toxic Subitances folicy” In O, Portney (ed, | Public Policles for Firriton+
menel Propection, Washingron, Resoorces for ihe Futures. o, 21B. Given
‘the uncertginty tnfierent in assessing the publee fealth risks posed by the
iite of food nddisives’, the EC) dcknowledgos the pessibility to conduct
|egitkmately different risk assessmens yielding o different scientific
evidonce [Case C=3/00, Denrrirk ¥ Commission, (2003 ) ECR |- 2843, para,
i3),

27 EEA, Late Lessons from Early Warptngs! the Frecoutionary Masciple [896-
2000 { Coperibaghen, EEA. 2001} 168,
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Account must nonetheless be taken of the fact that he
first two stages are essential as they alm on the one hand
to ensuie as rigorous as possible a scientific basis for
managing the risk (risk assessment} and, on the other
hand to recognize 4 margin of autonomy for the body
authiarized in fine to make a decision on the visk {risk
management).** The distinction between the phases of
gssessment and management thus meets a dual require-
ment: on the one hand the need to base a political deci-
sion on scientific facts and, on the other hand the need
to-maintain the autonomy of politics vis-d-vis the results
of scientific assessments, ™

Therefore, a brief discussion of the concepts risk assess-
ment and risk management is warranted to make clear
the baseline against which the precautionary principle
has 1o be applied.”

2.3 Risk nssessment

Though the precautionary principle acknowledges the
limits of a traditional scientific approach, it does not
however discard a genuine sclentific approach, It is settled
case-]aw that the precautionary principle is not designed
to prevent purely hypothetical risks. These risks are
deemed to be based on mere hypotheses that have not
been scientifically confirmed.”

First, the probability of the occurrence of harm is deter-
mined using a risk assessment procedure, in which experes
examine both hazard and exposure - generaily by
mathematical modelling — In order to caleulate an
acceptable or tolerable level ol contamination or expo-
sure,? According 1o the EU courts, a scientific risk
assessment requires:

28, |n ehis respoct, the EC Regulation (EC) 17811002 establishing the
general principles of a general presumption against fogd Jegislation
distinguishes i particular beiween ansesament which 'shall be posed
ot e mvailabte scientific evidence and indectaken in o independent,
abjective and transparent mammer’ (Article 6{21) anfl management which
must bear in mind the sk evaloation, ‘other foctors legirimate o the
mutter under considerarien’ and the precaunionary principle (Arricle
B3,

9. Opinicn of the Advacate Geperal M. Jean Mischo, delivered 12
December 2002, in the cate C-152/0), Commisston v Demmark, par
9L

30, On che togee of risk assessment and ik management. o, L Ropvilie
and M, de Sadeleer, ‘La gestion dey visques dcoloplques ef sanitaires 3
Iipreuve des chiffres. Le drolt entreenjeax scienfifigques et politigues’
(20674 2 Revae da Onoit de VUnien Eutapéinne 383-449. On ritk ana-
Iysig tn EC Law, see T. Christoforon. ‘Selence, Law and Precaulion in
[Hspute Resolution on Health and Eovirenmental Profectien: What
Role fog Sciemific Experts?, in® Le commmerre internatianed des OGA
{Paris! Decumentation lrancalse T002) 213-283.

31 Cape T-13/02 Mizer, abive, para, 143; Case C-236/01, Mansante Agrrcai
tum, ahove, pari. 106, Case £:3/00, Commisgsdon v Deamork, abuve,
pard. 49 Case T-229/04, Swedan ¥ Commission, [2007] BCH 1- 2437, See
alsn Case E-3j00, EFTA Surveitlinee Autharity v Morway, patai. 36
a8

33, U5 Naoonal Kesearch Councll { 188353 Risk Assessmans i rie Fedrral
Govermiend; Manoging the frocess 13

‘the ldentification of the biological, chemical and
physical agents liable to give rise to adverse health
effects which may be present in a given food or group
of foods and which call for scientific assessment in

arder better to understand them' ™

This systematic process involves a four-step approach:

- hazard identification (does a subs{ance give rise 1o
an adverse effect such as cancer, birth defects, etc.?),

- dose-response assessment (how potent a carcinogen
isie?):

~ exposure assessment {(which groups of people are
exposed to the substance, what is the environmental
vehicle of exposure -air, water, soil-, for how long,
and at what levels?);

- and risk characterisation (what is the likelibiood that
any particular exposed person will get cancer?),

Monetheless, as indicated above, it may be impossible to.
carry out a full risk assessment because such investigati-
ons operate at the frontiers of scientific knowledge. Asa
matter af fact, sclentists do not necessarily have an ans-
wer 1o everything. Their investigarions do not always
allow for an identification of the risks in a convincing
ianner. Indeed, in many cases, their assessments will
demonstrate that there |s a high degree of scientific and
practical uncertainty in that regard. In particular, in fields
marked by uncertainty they musteven point 1o the limirs
of their knowledge or, where appropnate. to their igno-
rance. It is precisely ar this stage that the precautionary
principle comes into play. It follows that a risk manage-
ment measure could be decided despite the fact that the
risk assessors were unable to determine the probability
of the pocurrence of the risk. Indeed, the ECj and the CFl
alike expressed the view that:

'‘where it proves to be impossible ro determine with
certainty the existence or extent of the alleged risk
because of the insufficiency, inconclusiveness or
imprecision of the results of studies conduered, but
the likelinood of real harm to public health persists
shoutd the risk materialise, the precautionary princi-
ple justifies the adoption of restrictive measures’."

33, Cate T-13/00 Mizer Animul Health v Coonell [2002) ECR |[-3305, fars,
156, Case T-70/89 Alphnrma v Council 2002] ECR 11-3495, para. 1682
Cage C-2T8/0, Monsanta Agritaliira ftalin 12003] ECH 18105, para
179, See tothat effect, inter alia. Article 3{9) (o (14} of Regulation {EC)
Ni T78/2002 of the Goneral Food Law Regulation (O] 30021 3% p. 1)
and potnes 51,0 and 5.1.2 of #nd Annex 1] oo the Commualcation from
the Commission on the precautionary principle of 2 February 2000
(CoM (200000

44, Case C-192J0L Commissing v Demmiark, (2003 ECR -8803, para 35
Moraover, ihese critena are ited im the Commission’s commumication
on the gprecautionary principle, COMOOLTT, 10,
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However, there is no further indication as regard the
manner in which these three criteria should be inter-
preted.”

2.4. Risk management

However, the risk is not juse then a question for experts.
It takes on a distinct individual meaning once situated
within its pelitical, social and economic context, Accor-
dinglv. when the risk assessment procedure is completed,
a risk management decision must be taken by politicians,
taking into account bath legislative requiremenis and
economic, pulitical and normative dimensions of the
problem. Risk management, in contrast to risk assessment,
is the public process of deciding how safe is safe. Indee,
'sacietal, economic, rraditional, ethical and environmental
factars as well the feasibility of controls’ might appear
as factors legitimising the regulation of a specific risk.”

However, it is not very easy to trace the boundary
between the scientific domain and the palitical approach
to risk management, as there is no natoral break between
the two spheres which are supposed to become involved
at different stages in the decision-making process.”” In
reality, as will be seen, assessment and management
overlap in a permanent reciprocal interplay. The assess-
ment of a risk often results from a managerial decision;

E o
conversely, new assessments are made following

management decisions. Additionally, this separation is
by no means watertight.

Furthermore, it should be stressed at the outset that a
number of publicinstiturions consider the precautionary
principle merely a risk management too] that has nothing
to do with risk assessment,” By way of illustration, the

35 The criteria might diffes: Whereas it 19 sertled case-baw that EU inssl-
tuttons might act whenever the ‘scientific evidence i3 Insuflicient,
Ipenmelusive or uncertain', under Artidle 8{2 ) of the 1055 UN FAO Code
af Condoct for Responsible Fisherios and the 1995 UN Agreement on
straddiing Flah Stocks and Highly Migratocy Fish Stocks, the obligation
to endorss a precavtionary approact peads as follow: ‘States shall be
more cautiods when information is uncertain, uorellable or inadequate”

36 Eg teiita) 19 of the preamble of Megolation (EC) EC Regulation oo
food faw. By the same token, Rogulatlon (EC) 1B29/2003 an GM food
anil feed providés thar as vlek sssessmenty cannot provide ail the
thfarmation an which & risk memayement dedision shonld be based,
‘wrhet legitimate lactors relevint o the marder Undar considerdtion”
may be taken e accaunt { Arficke B{6}). Likowise, the European Courts
acknowtedge the possibitity 1o include ‘donsumers” concemd’ IR the
process of balancing. 8. Cases T-344 & 345/00, LEVA fr Pharmuriy
Enterprises v. Commission, judgmeni of 26 Feb. 2003, para 66

37, Thisdistioction was rejected by the Appellate Body of the WTOL &3 not
being iaberent 1 the 53PS Agreement (EC Meosures Comeérning Meat
and Meat Praducts (Hetmones ) Jan, 16 1998 (WTDSIBIAB/RI). For a
critigus of the premises underpinming the distinction between ik
assessment and nsk mapagement, see N de Sadeleer, Envirpumentol
Principtes | Qafond: OUP 2005) 1R4-186.

38 Seefor instance, the positlons defended by the EC Commission fn her
Communicarion on the Precautionary Principle and by the Seiencific
Steering Corumittess Working Graup on Harmonisaiion of Risk
Atsezsment frocedurcs in the Scieniific Committees advising the
European Commissiag i tha ares of human and govirenmensal health
(First Repoit on the Harmonisation of risk assessmen! procedures,
2000)

European Commission Communmication of February 2000
describes precaution as a tisk management took which
is part of a risk analysis framework.” Likewise, the pre-
cautionary principle is seen by the EC] as constituting "an
integral part of the decision-making processes leading
the adoption of any measure for the protection of human
health'.*

3. EU courts case-law

3.1 Introductory commenis

in looking at the EU courts’ case-law, ong needs to draw
a line between on the one hand the health and food safety
cases," where scientific knowledge is far more advanced
than it is in the environmental sector, and on the other
hand gepuine environmental cases (climare change,
nature conservation} where the uncertainties are far more
important given the difficultly of predicting the reactions
of ecasystems o ecological risks. In addition, the strictef
approach endorsed by the EU courts with respect to the
health and food safety cases can be explained by the fact
that those cases chiefly deal with the placing on the
market of products {GMOs, food additives, medicinal
products) where a fundamental principle of Treaty law.
the feee movement of goods, is at stake. In sharp contrast
to this, the environmenial cases so far decided by the EC)
deal mostly with the interpretation of provisions of
several environmental directives, rather than with the
functioning of the internal market and the fundamental
principle of free movement of goods. We shall restrict
ourselves to comment upon the environmental cases,
thouzh many of them overlap to some extenr health
issues, It should at this point be noted that in contrast to
EUl food safety and chemicals regulations where Lhe
principle is expressly defined.” few environmental
directives ar regulations specifically mentien the precau-
nianary principle in their operative provisions, Nonethe-
less, given the broad definition endorsed by EU caourts,
the precautionary principle covers an array of environ-
mental issues ranging from wildlife conservation
measures (o chemical management issues.

35, While the commumicatian 18 typically a soflt-law instcument, |t is not
devald however of any legal canseguences. lndeed, applying the prn-
caple of ggual freatment; the EC judiciary can ascertain whethes an EC
meazure (4 congistent with the guideltnes thay the institutions have
fatd dawn for themselves by adopting such & communication

40 Case €-Z35/07, Moasanto, para 133,

AL Indeed, these laat yedrs, (e precautionary gropie has been regulariy
invoked before the EU ¢ourts in major food dafety and drugs rases
The case-haw has not oaly inanaged w extend the scope of applicalion
af the precautipnary principle (o all polictes invelving scienufic
uncertainty, hot has alsp introduced extremely useful claifivations
an the application of the principle, i parncuiar in the domain of public
haatth, See M. de Sadeieer (ec ) mplemanting (he Précaitlondry Frimople
Appraaches from the Nerdit Countries, EU and USA (Landan: Eajthscan
2007} and “The Frecautionary Principte in BC Health and Envirenmental
Law’, European Law fourmol, Velmne 12 March 2008, 139-172.

42, Amicle 7 af Regulation [78/2003/EC; Article 1 REACH: Article 1[4)
Regulavion 1072000
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As will be seen, relying explicitly or implicitly upon the
precautionary principle, the EC] departs from a literal
interpretation of obligations laid down in secondary law.
Moreover, the cases commented on (n this section are
testament to the binding effectof the principle as regards
Member States’ actions.

[t is important to note at the outset that the intensity of
review exercised by EU Courts varies extensively. One
needs to draw a line between, on one hand, the lawsuits
brought by a private party against adirective, a regulation
of a decision and, on the other hand, the actions for
infringement of EU law brought by the Commission
azainst Member States. Whereas in the former cases, the
courts have to balance private freedoms (i.e., the right to
property, the freedom to pursue a trade or business) vis-
f-vis an EU public interest {l.e., the objective of a high
level of health's protection), in the latter cases, the courts
have ta weigh an EU public interest (free movement of
goods enshrined inarticles 34-36 TFEU) against a national
public interest (the willingness to depart from EC harmo-
nized standards according to Article 114(4)(5) TFEU ar
to maintain a measure jmpinging upon frade according
to Arncle 36 TFEU or the Cassis de Dijon case law™), As
far as the Member States’ precautionary measures are
concerned, the EC[ appears to apply more strictly the
principle of precaution to the extent that those measures
could jeopardize the functioning of the internal market."*

3.2, Justification of restrictions brought to ecomomic
[freedoms

The precautionary principle can lower the scientific
hurdles national regulators face while trying to protect
environmental values to the detriment of certain econo-
mic freedoms. such as the free movement of goods. This
may be lllustrated by the following cases.

The Toolex judgment provides striking evidence: of the
use of the precautionary principle in the resolution of
conflict between undertakings and a Member Stare, which
departed from EU harmonized standards,** Interestingly,
the case does not refer to the principle specifically, but
does apply the anticipative approach in face afl uncer-
tainty behind the principle. The JToolex case arose from 4
challenge to the Swedish decision to ban the chemical
substance trichleroechylene, which had been classified
as a category 3 carcinogen under Directive 67/548/EEC*

43 Cade C-120/78. | 1999] ECR £49.

44  See the reasomng of Advecate General Polares Madiro i it apinibn
delivered an 14 September 2004 §in ECJ 2 December 2004, Case C-41/02.
Coemmisgion v Netherlands, ECR 1-11375 at para. 30, According o the
Advocare General, ‘the discretion that Member Staves are allowed g2
regards recourse G the precautionary principle i3 incréasingly res-
tricted the fufther they depart from seleniific analysié and the more
ey pily an polity judgment’, tn particular in cases of lack of dataon
account of the novelly of the prodict o1 @ fack of resources in conduc-
ning scientific vesearch (para. 33 The £C) did not address that issue,

45 Case C-473/98, Tobley | 2000 | ECR 1-5681

48 05186 g1

on the classification of dangerous substances.” Although
the Swedish ban was tantamount to a measure having an
effect equivalent to a guantitative restriction within the
meaning of former Article 28 EC (Article 34 TFEU), the
EC] took the view that it was compatible with the Treaty
insofar as it was necessary for the effective protection of
the health and life of human beings despite the scientific

uncertainties surrounding the effects of exposure to the

chemical.” In other words, the lingering uncertainties
regarding the impacts of this hazardous substance used
in industry did not preclude the Swedish authorities from
regulating it, and, as a result. to restrict the free move-
ment of goods in that country; although that substance
could be freely traded within the EU,

Another case in point is Blulime, where the EC) ruled that
a Danish wildiife measure prohibiting the import of any
species of bee other than the endemic population Apis
mellifera mellifera into a Baltic island was justifed under
former Article 30 EC [Article 36 TFEU), notwithstanding
the lack of conclusive evidence establishing both, the
exact pature as a matter of taxonomy of the endemic
population and {ts risk of extinction.*

A final illustrative example is that of listing wild animals
that can be traded. According to the EC) case law, an
application to include a species of mammal on a national
list of protected species that cannot be subject to frading
may be refused by the competenr narional administrative
authorities only if the holding of specimens of thar species
poses a genvine risk to the protection of the environment
or other imperative reguirements such as animal welfare.
This requitement appears necessary to comply with the
free movement of goods, An application to have a species
included on the list of species of mammals that may be
held or traded may be refused by the competent authori-
ties only on the basis of a full assessment of the risk posed
ro the environment. Nevertheless, the precautionary
principle leaves the Member Srates some room for
manceuvre in order to cope with uncerrain scientific
lssues [such as how to determine the negative impace of
trading a mammal species on the conservation of their
wild populations). Accordingly, the EC] has taken the vigw
that: "“Where it proves impossible to determine with cer-
tainty the existénce or extent of the risk envisaged
because of the insufficiency, inconclusiveness or impreci-
sion of the results of the studies conducted, but the like-
lihood of real harm to human or animal health or to the

47, Seweral scientists Contended with that classification awing 0 The
hazards entailed by the use -of the subsrance in guestion, Given thal
the EC cammittee was unable to reach agreement on an evaluation of
that substance {Opanion of AG Mischo, delivered on 21 March 2009,
para. 83 in Case C-473/08, Toalrx. ECR [-5581), the Swedish Govermman
decided to ban the substance oo the gronnds that its use was endange:
Ting workers' health, and consequently, endorsed & more stringen
approach than thi oue contempiated ar the EC level.

48 See Case C-4T1/08, Toolex, above, ar para. 47,

49, Cade C-67/97 Muhme (V908) ECR [-8033.
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environment persists should the risk materialise, the
precautionary principle justifies the adoption of restric-
tive measures.'™

3.3, The action for annulment in virtue af Article 263
TFEU: The extent to which EU institutions aré
bound by the precautionary principle

Given that the precautionary principle is binding on the

EU institutions, it can be invaked in an action far annul-

ment by the applicant (for instance, by an institution or

a private party) before the EC) or the GC to contend with

the validity of secondary legislation (mostly, in the field

of environmental protection, consisting of directives and
regulations). The applicant may therefore argue before
the EU courts that the lawmaker has wrangly failed to
apply the principle, The fact that such a TFEU principle
has been infringed will constitute a ground for annuiment.

So fat, the principle has been mostly invaked in lawsuits

dealing with health safety issues. Nonetheless, environ-

mental cases are highlighting a new role for the principle
as a means to cantrol the discretion of the EU institutions.

As regard the actions for annulment it needs merely to
be pointed out that the EU courts are fully aware of the
difficulties of regulating either in controversial cases or
whete action ¢ urgently needed. Therelore, they rightly
show themselves to be lictle inclined to penalise institu-
tions for any errors which they may have committed in
their desire to safeguard the general interest.. Hence,
review must be limited in cases in which the institutions
are required to undertake a scientific risk assessment and
to evaluate highly complex scientific and technical facts.™
It must be circumscribed to sanctioning manifest errors
of appraisal and misuse of powers. In this respect, when
invoking the principle or the idea of precaution, the ECJ™
and the CFI*' have on varlous occasions in the past
réjected lawsuits founded on manifest errors of appraisal
committed by the institutions when taking decisions
which were not fully justified in the light of prevailing
scientific knowledge. Indeed, the EU judiciary has shown
judicial restraint as it s not entitied to substitute jts

50, Cass C-2719/07, Nativnole Sood van Dierehkwekerd en Ligfhebbars VIW,
[2008]. at pard. 38

5§ Case T-13/89, Pfizer [2002] ECR'11-3305, ar para. 164

52. Sew Case 174/80, Sandor, (15837 ECR 2444, st para, 17: Caze C-331/88,
Tedesa, [ 1990] ECR [-4023, at para. 9, Case C-180734, UK v Commisicn
| 19498 | ECR 12269, 4i paras. 99 and 100, and Case £-127/85, Noraraik
loborororfes Led [1908] ECR1-1531,

53.  See Cave T-199)45, Loboratoires pharmaceutiques Bergaderm $A,, (1998
ECR 11-2805, at faras. 65 and 67. In Case T-13/99, Plieer Animal Health
v Comncil [2007 ), ECR 11-3305; sod T.70/95 Alpharme v Councll, [2003)
ECR i-3305 the €71 noted that 'the leghilature has @ discretiopary
pawer which corresponds 1o the polirical responsibilinies gheen ta it
by {Articte 40 TFEU] Arricle 34 of rhe EC Treaty and [Arncle 48 TFEU].
(onseguently, the legaiity of a measuie adopled in that sphete can he
affected only il the measure is manifestly inapprapriate, fegard being
lhad to the chjective which the competent instiution o seeking o
pursue’ (para. 413} Tt Coutt concluded that the adoptian of the
Tegulation in qur!rlnn did not constitute 3 manilestly inappropriane
meature for the schievement ol the porsued abjective. See also Case
1-257 007 R, France:v Commigsion, [Z007] ar para. &7

assessment of the facts for that of the EU institutions an
which the Treaty confers sole responsibility for that
duty.™

The judgement in Armand Mondiet provides a good iHus-
tration of the role that the precautionary principle can
play in justifying secondary legislation enacted in the
face of uncerdinty. In this case, the regulation at issue
almed at protecting cetaceans taken against a background
of scientific uncertainty.™ A ship owner challenged EC
Regulation 345/92% farbidding the use of tangle nets of
over 2.5 kilometres in length, on the grounds that no
scientific data justified this measure and that it did not
conform to the only information avaitable although the
Regulation provided that conservation measures should
be drawn up 'In view of the information that was avai-
lable”” The EC) took the view that in the exercise of its
powers, the Council could not be forced to follow particu-
lar scientific opinions.®® It follows that the Council did
not make any manifest error of appraisal by banning
certain tangle nets despite the uncertainties.

Scientific 1ssues are gathering momentum with respect
ro the complex relationship berween internal market
rules and environmental policy. For instance, paragraph
5 of Article 114 TFEU [former Article 85 EC) authaorizes
the Member States, Insofar as certain conditions are ful-
filled, to 'introduce’ more stringent measures than those
provided for by an EU measure related to the functioning
of the Internal market. These new measures must he
based on ‘new scientific evidence’, The question arose as
1o whether an Austrian province could ban genetically
maodified organisms [GMOs]} on 1ts territory with the aim
of prarecting nature as well as organic farming pursuant
to that paragraph. The EC Commission contended that
the scientific evidence gathered by the Austrian authori-
ties in the light of the precautionary principle was not
‘new scientific evidence' in the sense af paragraph 5 of
Article 114 TFEU. Advocate General Sharpsten took the
following view in her conclusions: ‘Having regard to the
stress laid by the appellants on the precautionary princi-
ple, | would add that, relevant though the principle may
undoubtedly be when assessing new evidence concerning
a new situation, 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

54, Spe Cate T-12)00, fezer, above, at pari. 165,

55, Case C-A05/92, Armaond Mondiet, [ 1993] ECR -6176

56, EC Repulation 345093 of 27 January 1992 amending for the elivanth
time Regubdtion [EEC) Mo 3094/86 laylng down certain technical
meazures for the canservation of livhery resources {no longes i force ).

57, Advecdis Guneral Culmaenn concurred with the Commitsion's argument
that *jr bs somerimes necessary 10 ndapt measires a3 2 precaution” In
orifer bo conserve tuna stocks, fof which insullicient scheny| e data
exigted, total allawable catch (TAC) had been based on that principle
{Crpimson of Advocare General M. Gulmann. an BC] 24 November 1983,
Case C-405/92, Armond Mondies, | 1993] ECR 16175, para, 28

S8, Case C-405/92, Armand Mondie!, above, at paras 31-36
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comes mto play.™ The £C) dismissed the appeal lodged
by the Austrian authorities, claiming thar the CFl did not
appear to have erred in law by stating that EFSA’s findings
concerning the absence of scientific evidence demonstra-
ting the existence of a specific problem had been taken
into consideration by the Commission.” In other words,
the principle does not prevail over the obligation for the
Member State to bear the burden af the proof as regard
the novelty of the scientific evidence.

Unlike waste management policy, the tegulatory approach
as regards the safety of chemicals has been underpinned
by rather cumbersome, time-consuming and expensive
scientific assessments.” Indeed, chemicals policies have
been refated to a general preference for a certainty-
seeling regulatory style in which formal, science-based
and standardised risk assessment has been singled outl
as the predominant ool for decision-making relating to
chemicals. Though chemicals assessment procedures have
been calling for absolute certainty, data are nonetheless
incomplete and results may be unclear or contradictory.
As it 1s difficult to establish causal links between exposure
to chemicals and health or environmental effects, there
is generally a significant degree of uncertainty in estima-
tes of the probability and magnitude of effects associated
with a chemical agent, As the result of limited knowledge,
experts are pot always able to provide conclusive evi-
dence of 3 threat to human health and the environment.
It lollows that the precautionary principle has been at
the core of the negotiations of REACH regulation and the
Regulation (EC) No 1107/2009 concerning the placing of
plant pratection products, both of which proclaim the
precautionary principle.” Besides, both the CFl and the
| have been endorsing lately a harder look at the Com-
mission's attempts to relax somewhat the leve| of safety
requirements in the area of active substances found in
plant pratection products and chemicals.

59,  Conclusrans of Advoeare General Sharpston delivered an 13 Mag 2007
Juiried Cased C-439/05 [* and C-454/05 ¥ Lond Oberdsrerreich and
Repblic of Austeia v Commission of the Evropeon Comrmuniifies. para,
134,

G0 Joined Cases C-435)0% P oand C-454/05 P Lond Oberdsterreich ond
Repirhlic of Austrin v Commissten of the Europewrn Communities, ECR 0
Ta4L, para 64

Bl Thecurrent system of assessing chomicals has been ‘overioaded becouse
of ihe difficulry of applying & combertarme and expensbve (egnng end
pisessmend regime e the wery large wumber of chearicals dlreddy on ihe
narket. B UK Rayal Commission on Environmemal Pollulion (2003),
FXMVeh Repors oo Clemicaly i Prduces [Moswich, 150§ 9.

B2, Arnicle 1 REACH and Articie 1{4} of the Regulation [EC) Na 110720049
of the European Parliament amd of fhe Councl of 31 Ocrober 2000
conrerning the placing of plint protection products on the marker aod
repraling Council Directives T8/ V17/EEC and $7/414/EEC. ). L 309,
24 Movember 2009, | In addition, the EU i1 party Lo the 2001 Stodk-
Heim Convention on Persistent Organic Polluganes [POPs) than Tays
down the precantionary appraack ac its main ohjective (Preamble,
parad; Artiche 4, Article 817 )) and to the 2001 Londan IMO Convenrion
on the Contrel of Harmful Ang-fouiimg Syseins on Ships, whith
established d precautionary mechanism bo prevent.the potentlal future
s of ather hormiul substances in anti-fooling systems (Krricle B(3)
and {5); preamble. fifth recital )

Against that background, the principle can indeed shed
new light on the duty to place on the market only pro-
ducts not endangering human health, in this respect, the
Paraguar judgment handed down by the CFl on 11 July
2007 is a case in point. Paraquat is an active substance
used in plant-protection products, Such active substances
can be listed under Annex | to former Directive 91/414"
regulating the placing of plant protection products on
the market and use of plant protection products contai-
ning the active substance inasmuch as the use of the
products, ‘in the light of current scientific and technical
knowledge’, will not have any harmful effects on animal
health, Adjudicating an action for annulment lodged by
Sweden against an European Commission decision listing
Paraguat under Anpex | to Directive 91/414/EC in spite
af the hazards entailed by the use of the active substance,
the CFl stressed that it follows from Article 5(1) of
Directive 91/414:;

‘interpreted in combinarion with the precautionary
principle, that, in the domain of human health, the
existence of solid evidence which, while not resolving
scientific uncertainty, may reasonably raise doubts
as to the safety of a substance, justifies, in principle,
the refusal to include that substance in Annex | to
Directive 91/414"

Another recent case raises some of the same issues; but
in the conwext of an entirely different procedure. The
European Parliament and Denmark sought review before
the EC) of a general exemption granted by the EU Com-
mission for the use of a chemical hazardous substance
known as 4 Name retardant, deca-BDE, in electrical and
electronic equipment. The applicants argued that the
conditions laid down by the Community legislature in
Article 5(1) of Directive 2002795 of 27 January 2003 on
the restriction of the use of certain hazardoos substances
in electrical and electronic equipment had not been met.
Thiey claimed that the decision ar stake ran counter fo
the objective pursued by that legislature of establishing
the principle of the prohibition of the components refer-
red to in that directive. In analysing the preamble, the C]
reached the conclusion that the intention of the legisla-
ture was to prohibiv hazardous products referred to in
the directive and to grant exemptions ‘anly in accordance
with carefully defined conditions'.* The EC] expressed
the view in obiter dictum thar:

*Such an abjective, in compliance with |Article 168
TFEU|, according to which a high level of human
health pretection is to be ensured n the definition

&3, Directive 91414 of 15 July 1981 eonperning the placing of plant pro-
rection products on the market, O, L 230, 1. This directive has been
repléced by Regulation (ECH e 11072008,

4. EC) 1 July 2007, Case T-229/04, Sweden v Commizsian; [3007] ECR |-
2437, paras 161 and 324

6% Para. 170
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and implementation of 3l Community policies and
activities, and in compliance with [Article [92(2)
TFEUY, according to which EU policy on the environ-
ment is to aim at a high level of protection and is
based on the principles of precaution and preventive
action justifies the strict interpretation of the condi-
tions for exemption, ™

it this judgment, the precautionary principle was not
applied by the EC] as a ground for annulment, but as an
interpretative principle supporting a strict interpretation
of the basic safety requirements laid down by the EU
lawmaker.

3.4. Preliminary ruling requests in virfue of Article
267 TFEU and action for infringement in virtue
of Articles 258-260 TFEU: The extent to which
national authorities are bound by the principle

Pursuant to Article 258 TFEU, the European Commussion
regularly brings Member 5tates before the C] for fallure
to implement EU directives and regulations aimed at
protecting the environpment. In addition, pursvant to
Article 267 TFEU, national courts refer questions to the
CJ for preliminary rulings as to the validity and the scope
of ambit of EU environmenral directives and regulations,
whether the action is for infringement of EU law or
whether it is 2 request for preliminary ruling. the defen-
dant Member States usually support a somewhat narrow
interpretation of EU ervironmental obligations, whereas
national non-governmental organizations [(NGOs) and
the European Commission lean toward a purposive
interpretanion of the obligations at stake.

In a case concerning marketing approval for genetically

modified maize, the ECJ held that the principle of precau-

tion implies that the former EC Directive 90/220/EEC
relating to the placing on the marker of GMOs should be
interpreted in such a way that gives full weight to envi-
ronmental protection requirements. Accordingly, the
precautionary principle did not affect the interpretation
of Article 13 of that directive, according to which national
authorities are under an obligation to give their consent
to GM products already authorized by the Commission.*
One of the arguments made by the EC] was that the pre-
cautionary principle was already reflected in the Direc-
tive, in both the natifier's obligation to inform the com-
petent authoriries immediately of new information
regarding the risks of the product to human health or the
environment and the subsequent duty of these aurhorities
to inform the Commission and the other Member States
about such Information, and in the right of a8 Memhber

State to provisionally restrict or prohibit the vse andfor

sale on its territory of a GMO under the conditions set

66 Cases Co4)06 and C-295/06. Evropenn Perlimment v Cammtisrion, [2007]
ECR I-7441, paras. M = T3,

67, Case C-5/89, Croenpeace Fronce o) Ministére dos Affaires Ereangeres.
[2000] ECR | 1676

out In Article 16" However, 'the system of protection
put in place by Directive 90/220/EEC, in patticular by
Articles 4, 12{4] and 16, necessarily implies rhat the
Member State concerned cannot be obliged o give its
consent if in the meantime it has new information which
Ieads it to consider that the product for which notification
has been received may constitute a risk to human health
and the environment,""

In English, the moed, verb tense and construction of this
phrase all constituted an a priori invitation to the court
to recognise that the French State was bound (compétence
fife) by the decision of the European Commission to allow
commercialisation of genetically modified maize.”
MNevertheless, the precautionary principle allowed the
EC] to reach a far more nuanced solution, by recognising
the right of a Member State to oppose commercialistion
of GMOs on grounds of the appearance of new risks. In
this decision, the precautionary principle took the form
of an interpretative principle of law, which served to
correct the effect of a provision whose meaning could
nevertheless be directly established. In other words, the
principle of precaution appears capable of modifying the
meaning even of a relatively clear text in favour of greater
enyvironmental protection in the face of uncertainty.

A Further example is the differentiation between waste
and product, which has been the subject of much heated
academic debate as well as litigation in EC law.” Pursuant
to Article 192(2) TFEL, EU environmental policy aims at
a high level of protection and must be based, in particular,
on the precavtionary principle and the principle rhat
preventive action should be taken.” It follows that the
concept of waste cannot be interpreted restrictively.

As far as biodiversity is concernied, attempts fo conserve
habitats and their species must grapple with 2 wide range
of uncertainties as well as ignorance.” The difficuities
are compounded by the lack of sufficient data as well as
the complexity 1o model the functioning of ecosystems
and to understand the complex relationship berween
human activities and the state of conservation of ecosys-
tems and species, Indeed there are still major gaps in
understanding how ecosystems and species jnteract and

B8, Ibld, ar para 44

69, lhid,, a1 para. 45

FO. isld, &b paras- 28-30.

71 W de Sadélecr. "Waste, Products and By-pradbers’, 104 journol of
Enrgpenn Environmental & Monniog Low, 2005461 W de Sadeleer. "EC
Waste Liw o How o Juggle with Legal Conceprs. Drawing the Line
batween Waste, Residues, Secondary Materials, Dy produers. Disposal
and #ecovery Dperations, 206 fournal of Furopesn Environmreniol &
Monning Low | 20051, 46

73, Cases C-4VB/07 and C-418/97, ARCO Chemie Nederland, (2000), ECR 1-
4512, para. 390 Case T-9000, Folin Gronir Oy (2003) ECR 1-3533, para:
23 CaaeC=1/03, Payl Vo de Walls, (2004) ECR V- 7613, para, 45; and
see N, de Sadelest, Wote under Case C-1/03". CMLRew. 2006, Vol 43,
n* 1, 20F-223

73. R Coopey and B Dickson (eds. ), Biodiversity & the Precautionary Prin-
ripte {Landon. Earthican, 2005}
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react against new threats. In some cases, uncertainties
cannot be reduced in gathering more accurate data; in
other words, uncertainty {s intractable. Accordingly. in
adjudicaring a number of nature protection cases, the EC)
has heen endeavouring 3 precautionary approach, In so
doing, the EC] took implicitly into consideration the pre-
cautionary obligation Nowing from the CDB, a mixed
international agreement."

An [fustrative example Is a judgement concerning ‘wild
birds. In Assoctation pour la protection des animaux souva-
ges el préfet de Maine-et-Loire et préfet de La Loire-Arlan-
Hgue, the EC] favoured a determination of the end of the
hunting season in a manner that guaranteed the optimal
level of protection for avifauna.” It judged that in the
absence of ‘scientific and technical data relevant to each
individual case’ - that is, in cases of uncertainty - Member
States should adopr a single date for ending the season,
equivalent to ‘that fixed for the species which is the ear-
liest ro migrare,’ and not 'the maximum period of migra-
tory activity’. This means thar so long as a degree of
yncertainty temains concerning the timing of pre-mating
migrations of migratory birds, the strictest method of
determining the close of the hunting season should
override methods attempting to accommodate hunting
interests on the basis of scientific approximation.

By tuling against Spain in Marismas de Santofia for not
having protected wetlands of importance for certain
migratory species of birds, in conformity with Directive
T9/409/EEC, the EC] again adopted a precautionary
approach. As no reduction in the number of protected
birds had heen ohserved, the Spanish authorities disputed
that the destruction of a valuable ornithological site vio-
tated the requirements of the Directive, Their argument
was rejected, however, on the grounds that the obligation
to preserve the natural habitats in guestion applied
whether or not the population of protected birds was
disappearing from these areas.” In so ruling, the ECJ
censidered the context of uncertainty resulting from the
fact that destruction of a natural habitat does not neces-
sarily translate into an immediate decline i its animal
populations:

The obligations on Member States, .., exist before any
reduction is.observed in the number of birds or any risk

74,  The Preambie of the 1952 Conventlon on Blologicdl Diversity (CRD)
provided that “wiere there b3 4 theeat of significant reduction or toss
of biological diversity, lack of fuif scientific certmnfy should not be
waedl 35 & reason Tor pastponing maeasures 19 avold or minimize soch
i threat. Though this statement &5 not binding on the graunds that 17
15 ancapsulated inthe preamble af the agreement and not iy Dpsrative
provistoni. it 15 not however devaid of legal effects. See Case C-67107
Blukme | 1998] ECR 58033, paras 36 and 3B

75 Case C-435)0%, Associalion paur la profection deg unimeus auvages ef

of a protected species becoming extinct has materiali-
sed.”

Also, the EC) has handed down a landmark case assessing
the validity of Dutch environmental impact assessment
(EIA) regulation on fishing activities taking place within
bird special protection areas in the sea of Wadden. In
order for the project to be authorised, Article 6{3) of the
Habitats Directive™ provides for a specific environmental
impact assessment procedure of plans o projects likely'
to affect a conservation site.” According to the Court,
since the impact study regime covers plans and projects
Hlikely' to affect a site, the wording of this provision
impiies that the conductor of the study must be able to
identify, according to the precautionary principle, even
those damages that are still uncertain®™ In addition, the
Habitats Directive’s authorisation regime requires that
the competent authority ensure that the project at stake
will not adversely affect the integrity of the site concer-
ned. Accardingly, the autharisation can only be passed
where the assessment demonstrates the absence of risks
for the integrity of the site. ‘Where doubt remains as 1o
the absence of adverse effect on the integrity of the site’,
the Directive requires, in line with the precautionary
principle. the competent authority to refrain from issuing
the authorisation.*’ Although it is likely to restrict econo-
mic and property rights, this authorisation criterion
‘integrates the precautionary principle’.” Conversely, a
less stringent criterion would not be as effective in
ensuring the fulfilment of the conservation objectives sat
forth by the EC lawmaker,™ In accordance with the logic
of the precautionary principle, authorities can, if neces-
sary, order additional mvestigations to remove the
uncertainty.” Of course, one should be aware that the
strict interpretation endorsed by the ECJ is a conseguence
of the manner in which the authorisation regime of pro-
jects endangering threatened habitats has been formu-
lated by the EC lawmaker,

Conclusion

The precautionary principle first emerged in the environ-
mental sphere, and was later transposed into the area of
public health, being enshrined in the TFEU as well as in
framework acts and applied widely by European courts:
The principle aims to bridge the gap between scientisis

77 1hid., para, 54

78 Directive 92J43/EC of 21 May 1992 on the conservation: of natural
hatitats and of wild fauna and fora, O L 308, 7

T8, For 4 description of this procedure, see N, de Sadelect, "Habltats Cop-
servation in EC Law: From Nature Sancruasies 1o Ecologica] Netwagks',
5 ¥b EEL {20035). 215,

g EC) ¥ Seprember 2004 Case C-127)02. Woddenzee. |2005) ECR |-6515,
para. 44

A1, 1bd.. af para. A7,

81 Ibid. at para, 58.

préfat de Muine-gi-Loire ef préfet de Lo toiro-Athanrique | 1994] ECR - 3. ihid

67, para, 21 B4 See dlso the Opinion of Advocate General Kokort in Waddenzee. ibid.
TG, Cave C-355190. Cammission v Spain [1993] ECR 156155, pard. 28 paras: §9:111
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working on the frontiers of scientific knowledge and
decision-makers willing to act to determine how safe is
safe enough. To sum up, the principle urges the instituti-
ons was well as the national authorities within the UE
legal realm to act or to abstain from action, in cases of
uncertainty. In all cases, it should encourage the delay,
and in some cases even the abandonment, of activities
suspected of having serious Impacts for the environment,
Inversely, it should accelerate the adaption of decisions
intended to ensure better environmental protection, even
if their merirs are not unanimously endorsed by all
experts. In ather words, precaution is testament to a new
relationship with science where It is consulted less for
the knowledge which it has to offer than for the doubts
and cancerns which it is in & position to raise,

As seen above; precaution is determined by the features
of the varjous sectoral policies dealing with environmen-
tal risks: fisheries, chemical subsrances, nature protection,
GMOs, pesticides, food safety, marine pollution, waste
management, etc, Precaution is therefore likely to vary
as a function of the level of uncertainty permeating each
of these areas but also of the political imperatives of the
field in question, As a result. a multitude of differing
measures may follow from this one principle.

In any case, the principle must be seen as part of a dyna-
mic and not a static process. Declsions taken under the
aegis of precaution should be understood as open to
review in light of new scientific evidence.
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