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In Dubio Pro Natura: On Trade, the Precautionary Principle and Animals in the 

EU and the EEA 

 

The precautionary principle is an in inherently environmental principle that has been 
integrated into the environmental provisions of the EU Treaty. Although it originates 
from environmental policy the precautionary principle has become firmly established 
in health protection as an effective tool for risk management when balancing the 
economic considerations of free trade with potential risk for human and animal health 
and environmental protection. The European Courts have been instrumental in 
defining the scope and application of the precautionary principle, the EFTA Court 
effectively giving legal validation to the principle within the EEA. After an extensive 
scrutiny of the legal and judicial application of the precautionary principle a set of 
guidelines were defined as to how the precautionary principle can be invoked in 
accordance with the case law of the European Courts, to defend trade restrictive 
measures in the interest of protecting the health and life of humans and animals. The 
nature of the precautionary principle as a general principle of law is explored by 
extending it into animal health and welfare protection and examining its application in 
that field. The implication of recent legal developments in animal welfare policy is 
also examined. As the health and welfare of animals is an increasing concern for 
consumers it is predicted that this policy area will be at the centre of several future 
trade disputes. A reliable definition of the elements of the precautionary principle and 
a consistent approach to its application could make the precautionary principle an 
invaluable tool in managing risk and trade related issues in the field of animal health 
and welfare. 
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In Dubio Pro Natura: Um vöruviðskipti, varúðarregluna og heilsu og velferð 
dýra innan ESB og EES 

Varúðarreglan er réttarregla úr umhverfisrétti sem hefur verið innlimuð í 
umhverfisreglur Evrópusáttmálans. Þó hún sé þannig upprunnin úr umhverfisrétti 
hefur varúðarreglan verið staðfastlega innlimuð á sviði lýðheilsu og neytendaöryggis 
sem tæki við áhættustýringu þegar vegnir eru saman efnahagslegir hagsmunir 
frjálsra vöruviðskipta við áhættuþætti fyrir heilsu manna og dýra og umhverfisvernd. 
Evrópudómstólarnir hafa verið þýðingarmiklir í að þróa svigrúm og beitingu 
varúðarreglunnar, EFTA dómstóllinn þannig veitt varúðarreglunni lagagildi á 
Evrópska efnahagssvæðinu með fordæmisgefandi dómaframkvæmd. Eftir viðamikla 
greiningu á dómafordæmum Evrópudómstólanna og lagalegum stoðum 
varúðarreglunnar voru teknar saman leiðbeiningar um hvernig beita má 
varúðarreglunni til að réttlæta hindrun á frjálsum vöruviðskiptum til verndar heilsu 
manna og dýra. Staða varúðarreglunnar sem almennrar reglu í Evrópurétti var 
könnuð með því færa hana inn á nýtt svið dýraheilsu og dýravelferðar og skoða 
hvernig henni hefur verið beitt á þessu sviði. Mögulegar afleiðingar nýrrar 
lagaþróunar á sviði dýravelferðar hjá ESB voru líka skoðaðar. Neytendur eru sífellt að 
verða meðvitaðri um áhrif heilsu og velferðar dýra og er því spáð að þetta svið geti 
orðið í forgrunni í deilum um frjáls vöruviðskipti í framtíðinni. Áreiðanleg skilgreining á 
varúðarreglunni og skýr nálgun á hvernig henni geti verið beitt gætu gert 
varúðarregluna að ómetanlegu tæki til að stýra áhættu í tengslum við frjáls 
vöruviðskipti á sviði dýraheilsu og -velferðar. 
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Introduction 

The delicate balance of free trade and the environment has become 

increasingly apparent with the liberalization of trade and the ease of access between 

markets. The risk of potentially negative effects to the environment as a result of 

trade policy has been of a particular concern both within trade associations such as 

the European Free Trade Association (henceforth the EFTA) as well as the more 

intricate economic union of the European Union (henceforth the EU or the Union).1 

The different social standards among countries and the different ways in which they 

choose to implement these standards, can both deliberately and inadvertently 

constitute as barriers to trade. One of the main issues in relation to trade policy is 

how risk can be regulated and fundamental interests protected, such as the 

environment or public health, while still ensuring the economic benefits of free trade. 

The precautionary principle is an environmental principle that has gained much 

success in recent years as a strategy for addressing risk.2 A lack of a clear definition 

of the principle has however generated much debate both internationally and within 

the European Union about its possible nature and validity.3  

After the precautionary principle was adopted into the EU Treaty it has 

struggled with these same questions, resulting in the precautionary principle 

becoming both one of the most prominent and the most contentious principle within 

the EU.4 The main concern has been, firstly, whether it is only relevant to 

environmental policy or whether it can be considered to be a more general principle 

of law relevant to other policy areas, and secondly its applicability, i.e. who is bound 

by the principle and who can invoke it and when. Here the question concerns 

whether it only applies to the EU institutions or whether Member States can invoke 

it.5 As the nature of the precautionary principle centres around taking precaution in 

                                            
1
 T. J. Schoenbaum, ―International Trade and Environmental Protection‖, In P. Birnie and A. Boyle 

(eds) International Law and the Environment, (Oxford University Press, Oxford, 2002), p. 697; B.E. 
Olsen, ―Trade and the Environment‖, In B.E. Olsen, M. Steinicke and K.E. Sørensen (eds), WTO Law 
- from a European Perspective, (Forlaget Thomson, København, 2006), p. 235 
2
 J.B. Wiener, ―Precaution‖ In D. Bodansky, J. Brunnée and E. Hey (eds.), The Oxford Handbook of 

International Environmental Law  (Oxford University Press, Oxford, 2007) p. 599. 
3
 N. de Sadeleer, ―The Precautionary Principle in EC Health and Environmental Law‖ European Law 

Journal (2006) 12(2), p. 139-140. 
4
 E. Fischer. ―Opening Pandora‘s box: Contextualising the Precautionary Principle in the European 

Union‖. In M. Everson and E. Vos (eds), Uncertain Risks Regulated (Routledge-Cavendish, New 
York, 2009), p. 21. 
5
 N. de Sadeleer, ―The Precautionary Principle in EC Health and Environmental Law‖, p. 139-140. 
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light of scientific uncertainty it must be considered how it affects trade in the internal 

market6 and how it complies with the trade provisions of the EU and the EEA.7   

In this thesis I will examine these questions and try to establish the scope of 

the precautionary principle and how it has developed within the EU and the EEA. I 

will also try to extrapolate how it has been applied by the EU institutions and the 

European Courts within the free trade policy area and how it relates to Member 

States. After establishing some guidance as to the effective application of the 

precautionary principle to defend trade restrictive measures to protect public health, I 

will examine the principle in the context of animal welfare policies. It is predicted that 

animal health and welfare will become important issues in trade disputes in the 

future as a result of the growing legislative framework for animal welfare.8 

Consumers are increasingly more aware about, not only food safety, but also the 

environment and animal health and welfare.9 Consequently the field of animal 

welfare is of considerable interest with regard to the precautionary principle and the 

free movement of goods. 

Chapter 1 will focus on the substantive law of free trade within the internal 

market of the European Union and the European Economic Area and how it relates 

to the environment and health protection.  

Chapter 2 will contemplate the origin and development of the precautionary 

principle and the controversies it has generated both in an international context and 

                                            
6
 The ―Internal Market‖ refers to the single internal market created by the Agreement on the European 

Economic Area (EEA) that brings together the 27 EU Members and three EFTA countries, Iceland, 
Liechtenstein and Norway. 
7
 The Agreement on the European Economic Area (EEA) entered into force on 1 January 1994. The 

EEA Agreement establishes the ―Internal Market‖ and provides for the inclusion of EU legislation that 
covers the four freedoms, the free movement of goods, services, persons and capital, throughout the 
30 EEA States. The Agreement guarantees equal rights and obligations within the Internal Market for 
citizens and economic operators in the EEA. In addition, the Agreement covers co-operation in other 
important areas such as research and development, social policy, consumer protection and the 
environment. See Official Journal L 001, 02/01/1994, p. 4-41. Agreement on the European Economic 
Area (01/08/2007 – Updated). 
8
 K. Cook and D. Bowles, ―Growing Pains: The Developing Relationship of Animal Welfare Standards 

and the World Trade Rules‖ Review of Community and International Environmental Law (2010) 19(2), 
p. 227. 
9
 A.M. de Passillé and J. Rushen, ―Food Safety and Environmental Issues in Animal Welfare‖, Rev. 

Sci. Tech. (2005), p. 757; L. Bonafos, D. Simonin and A. Gavinelli, ―Animal Welfare: European 
Legislation and Future Perspectives‖ Journal of Veterinary Medical Education (2010) 37(1), p. 26. In 
the 2005 Eurobarameter survey on Attitudes of consumers towards the welfare of farmed animals 
ordered by European Commission the survey revealed that 80% of respondents indicated that they 
believed that improving animal welfare would improve animal health, 74% believed that products from 
these animals would be more ethically acceptable and 58% believed that this would result in better 
food quality and food safety. See Eurobarameter, ―Attitudes of consumers towards the welfare of 
farmed animals‖. Special Eurobarameter 229 (June 2005). 
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within the EU and the EEA. The legal framework of the precautionary principle within 

the EU and the EEA will be examined and the origin of the precautionary principle 

within the judiciary system of the EU. 

Chapter 3 will examine in detail the scope and application of the precautionary 

principle in relation to trade restrictive measures implemented to protect public 

interest within the EU and the EEA in light of the relevant legislation and established 

case law. The focus will be on how the application of the precautionary principle 

relates to environmental protection with an emphasis on the protection of public 

health and animal health and welfare. To this end some general guidance as to the 

effective application of the precautionary principle will be extrapolated from the 

judiciary review. 

Chapter 4 will explore how the established application of the precautionary 

principle can be applied to measures protecting animal health and welfare. The 

relationship between animal health and welfare will be evaluated and the legal 

framework and established case law examined. The possible future implications of 

Article 13 of the Treaty on the Functioning of the European Union will be discussed.  

Chapter 5 will reflect on the conclusions that can be drawn from this thesis.  

Chapter 1 Free Trade and the Environment 

1.1 The fundamentals of free trade 

Since World War II the liberalization of trade has been one of the main 

objectives of international relations. This has led to the formation of a multitude of 

trade agreements, with some being large scale regional or multilateral trade 

agreements, a constant increase in the content and application of international trade 

law, and the establishment of international trade regimes and common markets.10 C. 

Barnard gives a good, concise summary of the benefits of free trade based on Adam 

Smith‘s (1723-1790) classic trade theory11: 

                                            
10

 A. R. Ziegler, Trade and Environmental Law in the European Community, (Clarendon Press, 
Oxford, 1996), p.1. 
11

 A. Smith. The Wealth of Nations originally published in 1776. See good discussions on Adam Smith 
and trade liberalization in: P. van den Bossche. The Law and Policy of the World Trade Organization: 
Text, Cases and Materials (Cambridge University Press, Cambridge, 2008), p.15-20; G.R. Winham, 
―The Evolution of the World Trading System – the Economic and Policy Context, In D. Bethlehem, D. 
McRae, R. Neufeld and I. van Damme (eds), The Oxford Handbook of International Trade, (Oxford 
University Press, Oxford, 2009), p.6-9; C. Barnard, The Substantive Law of the EU: The Four 
Freedoms, (Oxford University Press, Oxford 2004), p. 3. 
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- free trade allows for specialization, specialization leads to comparative 
advantage, comparative advantage leads to economies of scale which maximize 
consumer welfare and ensure the most efficient use of world-wide resources.

12
 

 

Thus the liberalization of trade has been considered to be instrumental in the 

economic growth and prosperity of nations and the efficient use of resources. 

Environmental protection and concerns regarding the effects of trade 

liberalization on the environment and public, animal and plant health, have only 

become a priority in the last 30 years. These concerns have prompted the discussion 

of whether environmental protection and free trade are in fact mutually exclusive. 

Environmental problems can be an unwanted side effect of certain economic 

activities and so to protect the environment States often need to intervene by 

implementing national measures to protect public and environmental interest. Such 

an intervention can however pose as a hindrance to trade by creating different 

conditions for market access.13 The fundamental concerns of free trade agreements 

and the main objectives for establishing a common market are however to abolish all 

such direct and indirect restrictions on trade, thus providing equal opportunities and 

non-discriminatory access to the market. This leads to an inevitable conflict of 

environmental and trade policies.14 However free trade can also be beneficial to the 

environment and environmental protection and the practical use of natural 

resources.15 Trade liberalization may in fact lead to the economic growth and 

prosperity needed to enable efficient environmental protection and policies. Thus the 

relationship between trade and the environment can be simultaneously in harmony 

and in conflict.16  

As a result of this dual relationship much effort has been put into harmonising 

regulations and policy objectives regarding trade and the environment, as well as in 

trying to establish the scope that States have within the free trade environment to set 

national measures for environmental protection, without them constituting as 

arbitrary or unjustifiable discrimination or as a disguised restriction on trade.17 Great 

strides have been made to this affect in the past 20 years, mainly through further 

                                            
12

 C. Barnard, The Substantive Law of the EU, p. 3. 
13

 A.R. Ziegler, Trade and Environmental Law in the European Community, p. 1-3. 
14 

D. Bodansky and J.C. Lawrence, ―Trade and Environment‖, In D. Bethlehem, D. McRae, R. Neufeld 
and I. van Damme (eds), The Oxford Handbook of International Trade, (Oxford University Press, 
Oxford, 2009), p. 508-509.  
15

 C. Barnard, The Substantive Law of the EU , p. 3. 
16 

B.E. Olsen, ―Trade and the Environment‖, p. 235-236. 
17

 T. J. Schoenbaum, ―International Trade and Environmental Protection‖, p. 697-698. 
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implementation of principles of environmental protection in legislation and through 

several important decisions of the WTO Appellate Body and judgments of the Court 

of Justice of the European Union18 and the EFTA Court.19 Despite the advancements 

that have been made the harmonisation of trade liberalizations and environmental 

protection is an ongoing process. An important part of this process is defining the 

scope of the environmental principles that States can rely on to implement their 

social and environmental policies, particularly when these measures are considered 

to adversely affect international trade. 

1.2 Free Trade in the EU 

The free movement of goods is one of the fundamental freedoms establishing 

the European Union. As noted in the preamble to the Treaty on the Functioning of 

the European Union (henceforth the Treaty or the TFEU)20 one of the main 

objectives in establishing the Union is ―to ensure the economic and social progress 

of their States by common action to eliminate the barriers which divide Europe‖ and 

by means of common commercial policy ―the progressive abolition of restrictions on 

international trade‖.21 Article 26 TFEU (ex Article 14 EC) further establishes that an 

                                            
18 

The Court of Justice of the European Union is the judicial institution of the European Union. It is 
made up of three courts: the Court of Justice, the General Court and the Civil Service Tribunal. Their 
primary task is to examine the legality of European Union measures and ensure the uniform 
interpretation and application of European Union law. Before the ratification of the Lisbon Treaty it 
was called the Court of Justice of the European Communities. For the purposes of this thesis the 
Court of Justice will be referred to as the European Court of Justice, or simply the ECJ or the Court. 
When discussing the General Court it will be referred to specifically as the General Court. It should be 
noted the Court of Justice of the European Union is given the power of interpreting the provisions of 
the Treaty in Article 267 TFEU (ex Article 234 EC) that states that: ―The Court of Justice of the 
European Union shall have jurisdiction to give preliminary rulings concerning: (a) the interpretation of 
the Treaties; (b) the validity and interpretation of acts of the institutions, bodies, offices or agencies of 
the Union‖. 
19 

B.E. Olsen, ―Trade and the Environment‖, p. 274. The EFTA Court has jurisdiction with regard to 
EFTA States which are parties to the EEA Agreement (at present Iceland, Liechtenstein and Norway). 
The jurisdiction of the EFTA Court mainly corresponds to the jurisdiction of the Court of Justice of the 
European Communities over EU States. 
20

 On December 1
st
 2009 the Treaty of Lisbon was ratified by the European Community amending the 

EU's two core treaties, the Treaty on European Union (TEU) and the Treaty establishing the 
European Community (TEC or EC Treaty). The latter was renamed the Treaty on the Functioning of 
the European Union (TFEU). The provisions referred to in this thesis are the Articles of the TFEU, but 
for clarification reference will also be made throughout the thesis to the numbering of the Articles 
according to the EC Treaty. For clarification all numbered references to Treaty provisions quoted from 
the ECJ will be changed to the numbering of the TFEU. With the ratification of the Treaty of Lisbon 
the European Union has a legal personality and has acquired the competences previously conferred 
on the European Community. Community law has therefore become European Union law and will be 
referred to as such throughout the thesis.  
21

 Official Journal of the European Union C 83/  30/03/2010. Consolidated Version of the Treaty on 
the Functioning of the European Union. Preamble, paras. 2 and 6. 
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internal market shall be formed ―in which the free movement of goods, persons, 

services and capital is ensured in accordance with the provisions of the Treaties‖.  

Articles 28-37 of the TFEU (ex Articles 23-31 and 135 EC) are the substantive 

provisions of the Treaty regarding the free movement of goods. Article 28 (ex Article 

23 EC) further establishes the free movement of goods as a fundamental freedom, 

stating that: 

1. The Union shall comprise a customs union which shall cover all trade in goods 
and which shall involve the prohibition between Member States of customs duties 
on imports and exports and of all charges having equivalent effect, and the 

adoption of a common customs tariff in their relations with third countries. 
 

As will be demonstrated the ECJ has been instrumental in developing and defining 

the scope and definitions of the provisions regarding the free movement of goods.22 

In its case law the Court has established that goods constitute as products which 

―can be valued in money and which are capable, as such, of forming the subject of 

commercial transactions‖.23 To that effect it has made clear that ―objects which are 

shipped across a frontier for the purposes of commercial transactions are subject to 

Article [34], whatever the nature of those transactions.‖24 By providing this 

understanding of the term goods the Court has been able to define for example live 

animals and waste25 as goods that fall within the scope of the provisions regarding 

free movement of goods. As the Court explained in its case regarding the ban to 

import bees onto the Danish island Læsø,26  which will be discussed in detail later, 

the disputed legislation concerned the intrinsic characteristics of the bees and as 

such they constituted as goods within the meaning of Article 34 TFEU.27 

For national measures28 implemented in the interest of protecting the 

environment or human and animal health the most significant Articles for the purpose 

                                            
22

 J. Steiner, L. Woods and C. Twigg-Flesner, EU Law (Oxford University Press, Oxford, 2006), p. 369 
and Barnard, The Substantive Law of the EU (2004), p. 89-90. 
23

 Case 7/68 Commission v. Italy [1968] ECR 423, p. 430. 
24

 C-2/90 Commission of the European Communities v Kingdom of Belgium (―Walloon Waste―) [1992] 
ECR I-04431, para. 26. 
25

 Ibid, para. 28. 
26

 C-67/97 Criminal proceedings against Ditlev Bluhme [1998] ECR I-08033. 
27

 Ibid, para. 21 
28

 National measures have been interpreted by the ECJ to include the actions of all forms of 
government, central, regional or local, and to extend to activities of any or all public bodies whether 
legislative, executive or judicial. For further discussion see J. Steiner et. al., EU Law, p.370-374 and 
C. Barnard, The Substantive Law of the EU, p. 89-90, and Cases: C-249/81 Commission v Ireland 
(―Buy Irish‖), paras. 28-29; Joined Cases 266 and 267/87 The Queen v Royal Pharmaceutical Society 
of Great Britain, ex parte Association of Pharmaceutical Importers and others [1989] ECR I-01295, 
para. 16. 
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of this thesis are Articles 34 and 35 TFEU (ex Articles 28 and 29 EC respectively), 

concerning the prohibition of quantitative restrictions between Member States, and 

Article 36 which provides derogations from said provisions. These provisions 

concern all national measures that either directly or indirectly have an adverse effect 

on trade and as such numerous measures implemented in the interest of protecting 

the environment or human or animal health fall within their wide scope. It is therefore 

necessary to examine the application of these provisions before the scope of the 

precautionary principle with regard to trade restrictive measures can be established. 

1.2.1 Quantitative Restrictions and Measures having Equivalent Effect 

Article 34 and 35 TFEU read as follows29: 

Article 34 
Quantitative restrictions on imports and all measures having equivalent effect shall 
be prohibited between Member States. 
 
Article 35 
Quantitative restrictions on exports and all measures having equivalent effect shall 
be prohibited between Member States. 
 

The ban inherent in these provisions is in fact twofold; first, there is the ban on 

implementing quantitative restrictions on the import and export of goods between 

Member States; secondly, there is the ban on all measures that have an equivalent 

effect to quantitative restrictions. This means that all measures taken by Member 

States limiting the quantities of goods being imported and exported are forbidden as 

well as all measures that have the effect of limiting the quantities of goods being 

imported and exported. Included here is an overall ban on imports and exports, but 

that is considered as the most extreme form of a quantitative restriction.30 

The ECJ has been instrumental in developing and defining the scope and 

definitions of the provisions of the Treaty relating to the free movement of goods. 

This has been particularly important with regards to Article 34. The scope of the 

provision is very wide in application as the prohibition on measures having 

equivalent effect to quantitative restrictions does not only apply to rules set at the 

border, but also to all national measures affecting imports, even though they may 

have been enacted for non-trade related reasons and apply equally to foreign and 

domestic goods.31 This can clearly impinge on the ability of Member States to 

                                            
29

 Corresponding Articles of the EEA Agreement are Articles 11 and 12 respectively. 
30

 Case 34/79 Regina v Maurice Donald Henn and John Frederick Ernest Darby [1979] ECR 03795, 
para. 12. 
31

 J. Steiner et. al, EU Law (2006), p. 369. 



8 

 

implement their environmental policies as measures taken to that effect run the risk 

of being considered to have an effect equivalent to a quantitative restriction. 

The ECJ has largely been left with the task of defining the scope of the 

provisions while balancing them with other essential concerns falling within the 

capacity of the Treaty.32 The fundamental definition of the scope of Article 34 was set 

forth by the Court in the so called Dassonville Case.33 There the Court defined a 

general test, the so called ―Dassonville formula‖,34 to identify which national 

measures fall within the scope of Article 34 as measures having equivalent affect to 

quantitative restrictions. The Court found that ―[a]ll trading rules enacted by Member 

States which are capable of hindering, directly or indirectly, actually or potentially, 

intra-community trade are to be considered as measures having an effect equivalent 

to quantitative restrictions‖.35 

As a result of this broad interpretation of ―measures having equivalent effect‖ 

any national measure that can in any way be considered a hindrance for trade is 

covered by the Dassonville formula and as such falls within the scope of Articles 34 

and 35 TFEU, even if such a measure is applied in a non-discriminatory manner.36 

Consistent with the ―Dassonville formula‖ the rulings of the Court confirm that Article 

34 does not have a de minimis rule.37 This means that even though national 

measures have not been proven to adversely affect trade between Member States 

and only have the potential to do so, they still fall within the scope of Article 34 

TFEU.38 The same applies to measures that only have an effect on a small part of 

the market. The Court has stated that even though the measure applies only to a 

small part of the Member State‘s territory it can have a direct and immediate impact 

                                            
32

 Ibid. 
33

 Case 8/74 Procureur du Roi v Benoit and Gustave Dassonville [1974] ECR 837 
34

 For a detailed deconstruction of the ―Dassonville formula― see: A.R. Ziegler, Trade and 
Environmental Law in the European Community, p. 43-53;  C. Barnard. The Substantive Law of the 
EU, p. 87-93; J.H. Jans and H.H.B. Vedder, European Environmental Law, 3

rd 
edition, (Europa Law 

Publishing, Groningen, 2008), p.234-237. 
35

 Case 8/74 Dassonville [1974] ECR 837, para. 5. 
36

 A.R. Ziegler, Trade and Environmental Law in the European Community, p. 61; J.H. Jans and 
H.H.B. Vedder, European Environmental Law, p. 234-237.. 
37

 J.H. Jans and H.H.B. Vedder, European Environmental Law, p. 237; C. Barnard, The Substantive 
Law of the EU, p. 91-92. 
38

 See C-184/96 Commission of the European Communities v French Republic (―foie gras‖) [1998] 
ECR I-06197, para. 17: ―Article [34] applies therefore not only to the actual effects but also to the 
potential effects of legislation. It cannot be considered inapplicable simply because at the present time 
there are no actual cases with a connection to another Member State.‖ 
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on trade and as such has an effect equivalent to a quantitative restriction within the 

meaning of Article 34 TFEU.39 

Consequently the prohibition of Article 34 and 35 TFEU covers a large number 

of national environmental measures, as is evident by the case law of the Court.40  

1.2.2 Article 36 Derogations: Protecting the Health and Life of Humans, 

Animals and Plants 

Not all measures falling within the scope of Articles 34 and 35 TFEU will be 

deemed unlawful as some may be considered justifiable restrictions on trade. Article 

36 TFEU (ex Article 30 EC) lists certain justifiable derogations from Articles 34 and 

35 TFEU.41 The Article states that: 

The provisions of Articles 34 and 35 shall not preclude prohibitions or restrictions 
on imports, exports or goods in transit justified on grounds of public morality, 
public policy or public security; the protection of health and life of humans, animals 
or plants; the protection of national treasures possessing artistic, historic or 
archaeological value; or the protection of industrial and commercial property. Such 
prohibitions or restrictions shall not, however, constitute a means of arbitrary 
discrimination or a disguised restriction on trade between Member States.

42
 

 

What is interesting when looking at this list of derogations is the notable 

absence of important subjects like environmental and consumer protection, which 

are not specifically listed as justifiable grounds for a restriction within the meaning of 

Article 34 and 35 TFEU.43 The protection of health and life of humans, animals and 

plants is however considered a legitimate regulatory aim. This means that national 

environmental measures that are aimed at protecting the health and life of humans, 

animals and plants are considered justifiable under Article 36 TFEU, as long as they 

do not constitute as means of arbitrary discrimination or a disguised restriction on 

                                            
39

 C-67/97 Criminal proceedings against Ditlev Bluhme [1998] I-08033, paras. 22-23. 
40

 J.H. Jans and H.H.B. Vedder, European Environmental Law, p.234. See cases C-2/90 ―Walloon 
Waste‖ [1992] ECR I-04431; C-341/95 Gianni Bettati and Safety Hi-Tech Srl [1998] ECR I-04355; C-
314/98 Snellers Auto‟s BV v Algemeen Directeur van de Dienst Wegverkeer [2000] ECR I-08633; C-
389/96 Aher-Waggon GmbH v Bundesrepublik Deutschland [1998] I-04473; C-379/98 
PreussenElektra AG v Schleswag AG [2001] ECR I-02099. 
41

 The corresponding Article of the EEA Agreement is Article 13. 
42

 Consolidated Version of the TFEU, OJ C 83, 30.03.2010, p. 61. Emphasis added. 
43

 As there have been no changes made to the wording of the Article since the Treaty of Rome the 
derogations listed reflect the main concerns of the Union in 1957. Several subjects that today are 
considered a fundamental part of the Union, like environmental protection, have only evolved in the 
past decades. For a deeper discussion see C. Barnard, The Substantive Law of the EU, p. 65. 
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trade.44 The Court has however persistently held that the provision should be 

interpreted narrowly45, stating that: 

Article 36 is an exception to the fundamental principle of the free movement of 
goods and must, therefore, be interpreted in such a way that its scope is not 
extended any further than is necessary for the protection of those interests which it 
is intended to secure.

46
 

 

Consequently environmental measures that do not directly affect the health 

and life of humans, animals and plants cannot be justified by Article 36 TFEU. The 

burden of proof that the obligations for Article 36 TFEU derogations are met lies with 

the Member State wishing to rely on the provision.47 The protection of the health and 

life of humans, animals and plants is the derogation most frequently invoked by 

Member States,48 and although the Court has recognised that the health and life of 

humans is the most important of the interests protected by Article 36 TFEU it is strict 

in requiring the Member States to show that they have legitimate health concerns.49 

In accordance with Article 36 the Court has also considered measures aimed at 

protecting the health and life of animals to be acceptable as a fundamental 

requirement recognised by Union law.50 Here the Court has taken a wide view in 

what it considers to be protecting the health and life of animals, including the 

conservation of populations and preservation of bio-diversity as acceptable aims. To 

this end the Court has stated that it considers measures that: 

[P]reserve an indigenous animal population with distinct characteristics contribute 
to the maintenance of biodiversity by ensuring the survival of the population 
concerned. By so doing, they are aimed at protecting the life of those animals and 
are capable of being justified under Article 36 of the Treaty.

51
 

                                            
44

 A.R. Ziegler, Trade and Environmental Law, p. 61; J.H. Jans and H.H.B. Vedder, European 
Environmental Law, p. 241. See also case 174/82 Criminal proceedings against Sandoz BV [1983] 
ECR 2445, para. 22. 
45

 B.E. Olsen, ―Trade and the Environment‖, p.276; A.R. Ziegler, Trade and Environmental Law, p.63; 
J.H. Jans and H.H.B. Vedder, European Environmental Law, p. 242; C. Barnard, The Substantive 
Law of the EU, p. 65. 
46

 Case 13/78 Joh. Eggers Sohn & Co. v Freie Hansestadt Bremen [1978] ECR 1935, para. 30. 
47

 J.H. Jans and H.H.B. Vedder, European Environmental Law, p. 241-242. 
48

 C. Barnard, The Substantive Law of the EU, p. 74. 
49

 Case 174/82 Sandoz [1983] ECR 2445, para. 16; C-473/98 Kemikaleinspektionen v Toolex Alpha 
AB [2000] ECR I-05681, para. 38; C-192/01 Commission of the European Communities v Kingdom of 
Denmark (―Cranberry Juice―) [2003] ECR I-09693, para. 46; C-24/00 Commission of the European 
Communities v French Republic (‗Red Bull‘) [2004] ECR I-01277, para. 53; C-41/02 Commission of 
the European Communities v Kingdom of Netherlands [2004] ECR I-11375, para. 47; C-333/08 
European Commission v French Republic [2010] ECR I-0000, para. 87. 
50

 C-5/94 The Queen v Ministry of Agriculture, Fisheries and Food, ex parte: Hedley Lomas (Ireland) 
Ltd. [1996] ECR I-02553, para. 18; C-1/96 The Queen v Minister of Agriculture, Fisheries and Food, 
ex parte Compassion in World Farming Ltd. [1998] ECR I-01251, para. 47; C-67/97 Bluhme [1998] I-
08033, para. 33; C-350/97 Wilfried Monsees v Unabhängiger Verwaltungssenat für Kärnten [1999] I-
02921, para. 24. 
51

 C-67/97 Bluhme [1998] I-08033, para. 33. 
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Despite the Courts insistence on the narrow interpretation of Article 36 it 

seems to be inclined towards a more liberal take on the protection of animal life, at 

least when it has an environmental element like maintaining biodiversity. In this case 

the Court considers conservation, an inherently environmental issue, as a legitimate 

concern falling under Article 36. Even though environmental protection is not directly 

stated as a fundamental requirement in Article 36 the close connection between 

environmental conservation and the health and life of animals cannot be denied. In 

several cases of the Court it is evident that there is a blurred line between the 

protection of the health and life of humans and animals, and environmental 

protection.52 Humans and animals are dependent on the natural environment and 

consequently it seems logical to consider environmental protection to have an effect 

on the health and life of both humans and animals. This interpretation seems to be 

consistent with the general understanding expressed in the case law of the Court 

and in the Treaty. In PreussenElektra the Court considered renewable energy 

sources for producing electricity to be useful in protecting the environment ―in so far 

as it contributes to the reduction in emissions of greenhouse gases‖ which was in 

accordance with the EU‘s obligations under the United Nations Framework 

Convention on Climate Change, a policy, the Court noted, ―that is also designed to 

protect the health and life of humans, animals and plants‖.53 Here the Court stresses 

the close connection between environmental protection and protecting the health 

and life of humans, animals and plants. The environmental provisions of the Treaty54 

specifically cite the protection of human health as one of its main objectives. 

Although they do not specifically refer to the protection of the health and life of 

animals it is often considered to be inherent in their objective of ―preserving, 

protecting and improving the quality of the environment‖.55 

                                            
52

 C-379/98 PreussenElektra [2001] ECR I-02099; C-389/96 Aher-Waggon [1998] I-04473. For a 
deeper discussion see J. Scott, ―Mandatory or Imperative Requirements in the EU and the WTO‖, In 
The Law of the Single European Market (Hart Publishing, Oxford, 2002), p. 273-275: J. Scott, ―Trade 
and Environment in the EU and WTO‖ (2001), p. 130 and A.R. Ziegler, Trade and Environmental Law 
in the European Community, p. 61, 71-72. 
53

 C-379/98 PreussenElektra  [2001] ECR I-02099, paras. 73-75. 
54

 Articles 191-193 TFEU (ex Articles 174-176 EC) 
55

 See Article 191(1) TFEU. J.H. Jans and H.H.B. Vedder, European Environmental Law , p.29-30. 
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1.2.2.1 The Proportionality Principle 

The second sentence of Article 36 TFEU states that national measures falling 

within its scope cannot ―constitute a means of arbitrary discrimination or a disguised 

restriction on trade between Member States‖. To this end the Court has stated that:  

[T]he principle of proportionality which underlies the last sentence of Article 36 of 
the Treaty requires that the power of the Member States to prohibit imports of the 
products in question from other Member States should be restricted to what is 
necessary to attain legitimate aim of protecting health.

56
 

 

In its case law the Court has established that the principle of proportionality 

incorporates two tests: a test of suitability and a test of necessity. This means that a 

national measure must be suitable for the protection of the interest concerned and it 

must be necessary to achieve the desired protection.57 As the Court stated in 

Aragonesa ―it is first of all necessary to ascertain whether the legislation at issue is of 

such a nature as to protect public health and, secondly, is proportionate to the 

objective to be attained‖.58 Any national measure directly or indirectly hindering 

trade, seeking to be justified on the grounds of human, animal and plant health must 

therefore be shown to be necessary to achieve its desired aim and that the desired 

affects cannot be attained  through less stringent measures.  

The proportionality principle is therefore also entangled with the precautionary 

principle as the ECJ considers the proportionality principle to be a general principle 

of EU law. That means that it considers it to be universal in nature, i.e. that it applies 

to several different policy areas and is inherent in the application of EU law.59 

1.2.3 The Environment as a Mandatory Requirement  

Recognising the wide scope of the Dassonville formula and the limited room it 

provided Member States to regulate and implement measures concerning legitimate 

public interests, the ECJ defined in the so called ―Cassis De Dijon‖ case the element 

of mandatory requirements. The Court explained that:60 

                                            
56

 Case 174/82 Sandoz [1983] ECR 2445, para. 18. 
57

 C. Barnard, The Substantive Law of the EU, p. 79; J.H. Jans and H.H.B. Vedder, European 
Environmental Law, p. 252-253. 
58

 Joined cases C-1/90 and C-176/90 Aragonesa de Publicidad Exterior SA and Publivía SAE v 
Departmento de Sanidad y Seguridad Social de la Generalitat de Cataluña [1991] ECR I-04151, para. 
14. 
59

 T. Harbo, ―The Function of the Proportionality Principle in EU Law‖ European Law Journal (2010) 
16(2), p. 159. 
60

 After ―Cassis de Dijon‖ the Court has also applied the terms ―imperative requirements‖, see C-1/90 
and C-176/90 Aragonesa [1991] ECR I-04151, para. 12, and C-2/90 "Walloon Waste― [1992] ECR I-
04431, para. 32; or ―overriding requirements of general public importance‖, see Joined cases C-34-
36/95 Konsumentombudsmannen (KO) v De Agostini (Svenska) Förlag AB (C-34/95) and TV-Shop i 
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Obstacles to movement within the community resulting from disparities between 
the national laws relating to the marketing of the products in question must be 
accepted in so far as those provisions may be recognised as being necessary in 
order to satisfy mandatory requirements relating in particular to the effectiveness 
of fiscal supervision, the protection of public health, the fairness of commercial 
transactions and the defence of the consumer.

61
 

 

Here the Court essentially formulated a new rule, often called the rule of 

reason, in the interest of providing Member States with more effective tools to protect 

public interest against the wide scope of the Treaty provisions ensuring the 

fundamental freedoms. The rule of reason complements Article 36 TFEU by 

providing the Court with more flexibility to balance the interests of market integration 

and market regulation.62 The Court has in its later case law both confirmed the 

interests stipulated in ―Cassis de Dijon‖, for example consumer protection63 and 

public health,64 and added several mandatory requirements to the original list.65 The 

first explicit definition of the environment as mandatory requirement came in the 

―Danish Bottles‖ case. There the Court claimed that ―the protection of the 

environment is a mandatory requirement which may limit the application of Article 

[34] of the Treaty.‖66 Since then the Court has repeatedly reiterated the importance 

of environmental protection as a mandatory requirement.67 The Court has also 

identified animal welfare as a mandatory requirement, stating that ―the protection of 

animal welfare is a legitimate objective in the public interest‖.68 

                                                                                                                                        
Sverige AB (C-35/95 and C-36/95) [1997] ECR I-03843, para. 46; C-368/95 Vereinigte Familiapress 
Zeitungsverlags- und vertriebs GmbH v Heinrich Bauer Verlag [1997] ECR I-03689, para. 18. 
61

 Case 120/78 Rewe-Zentrale AG v Bundesmonopolverwaltung fur Branntwein, (―Cassis de Dijon―) 
[1979] ECR 649, para. 8. Emphasis added. 
62

 J. Scott ―Mandatory or Imperative Requirements‖ (2002), p. 269. 
63

 Case 261/81 Walter Rau Lebensmittelwerke v De Smedt PVBA [1982] ECR 3961, para. 12. 
64

 C-1/90 and C-176/90 Aragonesa [1991] ECR I-04151, paras. 13-14. It has been debated whether 
the concept of human health is wider than the concept of public health. J.H. Jans and H.H.B. Vedder, 
supra n. 28, think that it is and provide the explanation that the ―protection of public health indicates 
measures required to protect the collective health of people in a given society‖, while human health is 
inherently wider in application. For the purpose of this thesis no distinction will be mase as to the 
scope of public health and human health. 
65

 A. R. Ziegler, Trade and Environmental Law in the European Community, p. 68-71; J. Scott 
―Mandatory or Imperative Requirements‖, p. 269-275; C. Barnard, The Substantive Law of the EU, p. 
108-112; K.E. Sørensen, ―Trade in Goods‖. In WTO Law: from a European Perspective (Forlaget 
Thomson, København, 2006), p. 229-231. 
66

 Case 302/86 Commission of the European Communities v Kingdom of Denmark (―Danish Bottles‖) 
[1988] ECR 04607, para. 9. 
67

 C-2/90 ―Walloon Waste‖ [1992] ECR I-04431, para. 32; C-341/95 Bettati [1998] ECR I-04355, para. 
62; C-314/98 Snellers Auto‟s BV v Algemeen Directeur van de Dienst Wegverkeer [2000] ECR I-
08633 para. 55; C-389/96 Aher-Waggon [1998] ECR I-04473, para. 19; C-379/98 PreussenElektra 
[2001] ECR I-02099, paras. 73-77. 
68

 C-219/07 Nationale Raad can Dierenkwekers en Leifhebbers VZW and Andibel VZW v Belgische 
Staat [2008] ECR I-04475, par 27. 
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Although the Court has been liberal in recognising public interests that can 

constitute as mandatory requirements it has been strict in evaluating whether 

national measures satisfy the necessary obligations.69 In laying out these obligations 

the Court has explained: 

That in the absence of common rules relating to the marketing of the products 
concerned, obstacles to free movement within the community resulting from 
disparities between the national laws must be accepted in so far as such rules, 
applicable to domestic and to imported products without distinction, may be 
recognised as being necessary in order to satisfy mandatory requirements relating 
inter alia to consumer protection. It is also necessary for such rules to be 
proportionate to the aim in view. If a Member State has a choice between various 
measures to attain the same objective it should choose the means which least 
restricts the free movement of goods.

70
 

 

The Court therefore holds that only measures which are non discriminatory 

and apply without distinction to both domestic and imported products can constitute 

as mandatory requirements.71 National measures that are discriminatory, in law and 

in fact, cannot seek recourse to the rule of reason and are only justified under Article 

36 TFEU.72 

As with the Article 36 derogations the Court applies the proportionality test to 

mandatory requirements stating that the provisions of national law ―must be 

proportionate to the objective pursued and that objective must not be capable of 

being achieved by measures which are less restrictive of intra-Community trade‖.73  

With regards to exports the Court has held that Article 35 TFEU is only 

applicable with regard to directly discriminatory restrictions on exports.74 Therefore 

indirectly discriminatory measures fall outside the scope of the provision and as such 

there is no need for recourse to the rule of reason. Discriminatory measures against 

export can therefore only be justified based on the exhaustive list of derogations set 

forth in Article 36.75 

                                            
69

 J. Scott, ―Mandatory or Imperative Requirements in the EU and the WTO‖ In J. Weiler (ed.), The 
Law of the Single European Market (Hart Publishing, Oxford, 2002), p. 269. 
70

 Case 261/81 Rau [1982] ECR 3961, para. 12. Emphasis added. 
71

 J. Scott, ―Mandatory or Imperative Requirements‖, p.270. In Joined Cases C-1/90 and C-176/90 
Aragonesa [1991] ECR I-04151, para. 13, the Court explains that ―the question of imperative 
requirements for the purposes of the interpretation of Article 30 cannot arise unless the measure in 
question applies without distinction to both national and imported products‖. 
72

 K.E. Sørensen ―Trade in Goods‖. In B.E. Olsen, M. Steinicke and K.E. Sørensen, WTO Law: from a 
European Perspective (Forlaget Thomson, Copenhagen, 2006), p.231. 
73

 C-368/95 Familiapress [1997] ECR I-03689, para. 19. 
74

 C-203/96 Chemiske Afvalstoffen Dusseldorp BV and Others v Minister van Volkshuisvesting, 
Ruimtelijke Ordening en Milieubeheer [1998] I-04075, para. 40. 
75

 J.H. Jans and H.H.B. Vedder, European Environmental Law , p. 249-250. 
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Chapter 2 The Origin and Development of the Precautionary Principle within 

the EU and the EEA 

The precautionary principle is one of the most controversial developments in 

international environmental law in the past years.76 The core of the precautionary 

principle is the necessity to be cautious to prevent harmful effects and irreversible 

damage to the environment.77 The precautionary principle builds on the perspective 

that the environment is vulnerable and recognises the uncertainty and limits of 

scientific knowledge. It emphasises the need to proceed cautiously even though 

there is no definitive scientific evidence or proof of possible irreversible or serious 

damage.78 Its main theme being that it is better to err on the side of caution where 

the environment is concerned to avoid potential risks. The concept of the 

precautionary principle thus well described with the Latin phrase In Dubio Pro 

Natura.79 

2.1 The Origin of the Precautionary Principle 

States have used and adopted into their legislation a precautionary approach80 

to environmental protection as early as the 1970s, the precautionary aims noticeably 

appearing almost simultaneously in German, Swedish and Swiss law during that 

                                            
76

 See: J. Scott and E. Vos, „The Juridification of Uncertainty: Observations of the Ambivalence of the 
Precautionary Principle within the EU and the WTO― In C. Joerges and R. Dehousse (eds) Good 
Governance in Europe„s Integrated Market (2002) p. 253; G. Majone, ―What Price Safety? The 
Precautionary Principle and its Policy Implications‖ (2002) 40 Journal of Common Market Studies, p. 
90; N. de Sadeleer, Environmental Principles: from Political Slogans to Legal Rules (Oxford University 
Press, Oxford, 2002), p. 92; J.B. Wiener, ―Precaution‖, p. 599. 
77

 To understand the broad field of environmental protection within the EU it is helpful to look at the list 
of environmental policy matters that the European Environment Agency shall give priority to and is 
provided in Article 3(2) of regulation 401/2009 on the European Environment Agency, such as: air 
quality and atmospheric emissions, pollutants, biodiversity, chemicals, climate change, environment 
and health, natural resources, noise, soil, waste and material resources, and water. Official Journal L 
126/13, 21/5/2009. Regulation (EC) No 401/2009 of the European Parliament and of the Council of 23 
April 2009 on the European Environment Agency and the European Environment Information and 
Observation Network. 
78

 A. Jóhannsdóttir, ―Not Business as Usual‖ In Afmælisrit til heiðurs Gunnari G. Schram sjötugum, 
(Almenna Bókafélagið, Reykjavik, 2001), p. 3. 
79

 ―In doubt, in favour of nature‖. See A. Trouwborst, ―The Precautionary Principle in General 
International Law: Combating the Babylonian Confusion‖ Review of European Community and 
International Environmental Law (2007) 16(2), p. 187-188; J.H. Jans and H.H.B. Vedder, European 
Environmental Law, p. 37-38. 
80

 As it is still a matter of debate whether the precautionary principle in environmental law can 
constitute as a principle of law, it is also commonly referred to as the precautionary approach to 
environmental protection. For the purpose of this thesis the concepts will be taken to have the same 
meaning and used interchangeably. For further explanations A. Jóhannsdóttir, supra n. 32, has also 
defined the terms precautionary action and precautionary measures as terms that refer directly to 
national measures taken with a precautionary aim, such as a restriction on the use of some ozone 
depleting substances. This definition of the terms will also apply in this thesis. 
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period.81 Despite the controversies that have risen regarding the precautionary 

principle, for example whether it constitutes as a general principle of environmental 

law or how it should be defined, it has steadily gained momentum in the past 

decades. It was first recognised in international law in the World Charter for Nature, 

adopted by the UN General Assembly in 1982.82 Since then different forms of the 

principle have been adopted in over 50 multilateral instruments.83 The most 

prominent of those being principle 15 from the so called Rio Declaration from the 

1992 United Nations Conference on the Environment and Development in Rio de 

Janeiro.84 

In order to protect the environment, the precautionary approach shall be widely 
applied by States according to their capabilities. Where there are threats of serious 
or irreversible damage, lack of full scientific certainty shall not be used as a reason 
for postponing cost-effective measures to prevent environmental degradation.

85
 

 

This is to date perhaps the best known statement of the precautionary 

principle whose definition still remains elusive and vague in international law. Despite 

the continued support of precaution as a strategy for environmental protection and its 

pervasive implementation, there is no general consensus in international law on the 

definition of the precautionary principle as a principle of law.86 Its‘ purpose has also 

remained controversial as it is not clear whether it should become a binding principle 

or whether it is meant to have a more guiding role.87 

2.2 The Controversies Regarding the Precautionary Principle 

There are several issues that are controversial regarding the precautionary 

principle and its scope and definition for legal and substantive application.88 One of 

the main differences in its application is whether it applies only to the environment or 

whether it applies more generally to public and animal health issues and consumer 
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 J.B. Wiener, ―Precaution‖. In D. Bodansky, J. Brunnée and E. Hey (eds) The Oxford Handbook of 
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 COM (2000) 1 Final, of 02 February 2000, p.11. 
83

 J.B. Wiener, ―Precaution‖, p. 601. 
84

 See A. Jóhannsdóttir, ―Not Business as Usual‖, p.9; COM (2000) 1 Final, of 02 February 2000, p. 
11; J.B. Wiener, ―Precaution‖, p.601; G. Majone, ―What Price Safety?‖, p. 94; 
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 I. Forrester and J.C. 

Hanekamp, ―Precaution, Science and Jurisprudence: a Test Case‖ Journal of Risk Research (2006) 
9(4), p. 298-299. 
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safety.89 Both the Rio Declaration and the TFEU only address the precautionary 

principle with regards to the environment.90 The Commission however considers the 

principle to incorporate issues concerning public, animal and plant health, stating 

that in practice its scope is much wider than environmental protection as it may also 

apply where there are reasonable grounds for concern of possible dangerous effects 

not only to the environment, but to human, animal and plant health.91 The view that 

the precautionary principle can apply where there are concerns regarding consumer 

safety, food, and the health and life of humans, animals and plants, has been 

accepted by the ECJ, the WTO and the EFTA Court.92 The scope of the 

precautionary principle as defined by the European courts will be considered in detail 

in the following chapters.  

The lack of a consistent definition of the precautionary principle has made its 

implementation and application difficult for States. This has also fuelled the debate 

as to whether the principle can be considered as a general principle of customary 

international that States can rely on in their relations. To complicate things even 

further the principle gives no indication as to what actions (or inaction as the case 

may be) it triggers and as such what measures can be taken based on it.93 The 

conditions that measures based on the precautionary principle must satisfy can be 

quite different depending on the legal regime in question.94 This legal uncertainty 

makes it difficult for States to rely on the precautionary principle or correctly apply it, 

not knowing what conditions trigger its application.95 

Another highly controversial matter regarding the precautionary principle is the 

level of acceptable risk it allows for. Does the precautionary principle strive towards 

zero risk or does it give some room for uncertainty? What is an acceptable level of 

risk? Most versions of the precautionary principle do not strive at zero risk although it 
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is inevitably inherent in some. These definitions may require that activities should not 

proceed where risks are not fully understood, and as risk can never be completely 

understood this definition must be considered tantamount to a ban.96 The European 

Commission, on the other hand, has stated that a measure has to be proportional to 

the ―chosen level of protection‖. It points out that a total ban may not be a 

proportional response to potential risk in all cases though certain cases may require 

a complete ban. In an effort to avoid having to give any indication as to what the 

desired level of protection may be, the Commission stresses that judging what is an 

acceptable level of risk is an ―eminently political responsibility‖.97 This view is 

reflected in the case law of the Court that has held that ―in so far as there are 

uncertainties at the present state of scientific research it is for the Member States, in 

the absence of harmonisation, to decide what degree of protection of the health and 

life of humans they intend to assure‖.98 As a result the EU Member States are given 

considerable discretion in deciding to err on the side of caution 

Another controversy with the application of the precautionary principle is who 

should bear the burden of proof of possible risks. It is generally accepted that it is for 

the States wishing to invoke their right to take precautionary action to demonstrate 

the presence of reasonable grounds for concern of possible harmful effects. States 

challenging the lack of precautionary action taken by another State must also 

provide evidence for the potential risks of non-action. This means that the burden of 

proof does not lie with the State challenging the precautionary measure of another 

State but with the defending State.99 Where a system of prior approval is 

implemented for the marketing of certain products, such as food additives and 

pesticides, the burden of proof is shifted and lies with the person wishing to market 

the given product. In such cases the legislator has applied the precautionary 

principle to shift the burden of proof and thereby transferring the work needed to be 

done for a scientific risk evaluation.100 

Finally, there has also been considerable confusion as to the difference 

between the principle of precaution and the principle of preventative action. In the 

TFEU both principles are expressed as part of the EU‘s environmental principles. It 
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is however important to distinguish between the different elements of the principles. 

The difference has considered to be reflected in their terms, as ―prevention‖ 

inherently refers to avoiding damage from already established risks. That is to say, to 

take protective measures so that an already identified danger cannot materialise. 

Precaution is considered to go a step further than prevention by not postponing 

action in the absence of scientific certainty. Protective measures taken even though 

full scientific evidence is lacking and the risk is still uncertain are thus considered to 

be precautionary.101 

2.3 The Origin of the Precautionary Principle within the legal framework of 

the EU and the EEA 

The precautionary principle was first implemented into Union law with the 

Treaty on the European Community (Maastricht Treaty) that entered into force on 

November 1st 1993.102 Thus enshrined in the Treaty the precautionary principle is 

binding on the Union‘s institutions and can be invoked by the Member States both as 

a way of justifying their measures or when defying the measures of the Union.103  

Since the adoption of the precautionary principle into the Treaty the European Union 

has been an enthusiastic advocate for the establishment of the precautionary 

principle as a general principle of international law, the Commission going so far as 

to claim that it is a ―full fledged and general principle of international law‖.104 This 

view of the Commission stems from the institutions of the EU having regarded the 

precautionary principle as a crucial element of legislative acts adopted for the 

protection of the environment and human health.105   

The general scope Member States have to apply the precautionary principle, 

to justify their national measures or question the Union‘s measures, is not clearly 

defined in the legal texts of the EU. The only explicit reference to the precautionary 

principle in the TFEU is in the articles conveying the environmental policy of the 

European Union. 
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2.3.1 Environmental Principles of the EU 

The environmental provisions of the EU consist of Articles 191–193 TFEU (ex 

Articles 174-176 EC).106 Article 191(2) (ex Article 174(2)) of the Treaty identifies a 

number of principles concerning the environmental policies of the EU one of which is 

the precautionary principle. Article 191(2) TFEU reads as follows: 

2. Union policy on the environment shall aim at a high level of protection taking 
into account the diversity of situations in the various 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. 
 
In this context, harmonisation measures answering environmental protection 
requirements shall include, where appropriate, a safeguard clause allowing 
Member States to take provisional measures, for non-economic environmental 
reasons, subject to a procedure of inspection by the Union.

107
 

 

This is the only reference to the precautionary principle in the Treaty and 

although it establishes that Union policy regarding environmental protection must be 

based on the principle, no definition is provided as to what that entails. The only 

indication is provided in the first paragraph of the provision where it states that: 

1. Union policy on the environment shall contribute to pursuit of the following 
objectives:  
— preserving, protecting and improving the quality of the environment,  
— protecting human health,  
— prudent and rational utilisation of natural resources,  
— promoting measures at international level to deal with regional or worldwide 
    environmental problems, and in particular combating climate change. 
 

Here the protection of human health is clearly stated as an objective of Union 

environmental policy and consequently one can assume that the precautionary 

principle must be applicable to human health concerns. This interpretation has been 

confirmed by both the General Court108 and the ECJ109 as will be discussed in detail 

later. As previously discussed it has been suggested that due to the close 

                                            
106

 A part from the renumbering of the environmental provisions the only change implemented by the 
Lisbon Treaty concerns the inclusion of climate change as one of the problem listed in 191(1) that fall 
within the scope of EU environmental policy. The case law of the ECJ referring to the environmental 
provisions is therefore fully applicable after the ratification of the Lisbon Treaty. For a good discussion 
on the effect of the Lisbon Treaty on the EU environmental law and policy see: H. Vedder, ―The 
Treaty of Lisbon and European Environmental Law and Policy‖ Journal of Environmental Law (2010) 
22(2): 285-299. 
107

 Emphasis added. 
108

 Was formerly called the Court of First Instance but after the ratification of the Lisbon Treaty on 
December 1

st
 2009 it is now the General Court. To avoid confusion it will here solely be referred to as 

the General Court. 
109

 C-95/01 Greenham and Abel [2004] ECR I-01333; C-24/00 ‗Red Bull‘ [2004] ECR I-01277; C-
270/02 Commission of the European Communities v Italian Republic [2004] ECR I-01559; C-286/02 
Bellio Fratelli [2004] ECR I-03465; C-387/99 Commission v Germany [2004] ECR I-03751; C-41/02 
Commission v Netherlands [2004] ECR I-11375 



21 

 

connection between human health, environmental protection and the health and life 

of animals,110 the protection of animal health can be considered inherent in the first 

objective of Article 191(1) TFEU.111 As a public interest recognised by Article 36 

TFEU it seems logical that recourse can be taken to the precautionary principle 

when justifying a trade restrictive measure implemented as a response to a serious 

risk to the health and life of animals. The ECJ has confirmed this interpretation.112 

Here the scope of the environmental principles must however also be 

considered. First it must be acknowledged that measures taken by Member States 

may not, in principle, be measured against their compliance with the environmental 

principles.113 Article 191 TFEU refers to Union policy on the environment but does 

not place any obligations directly on the Member States. Only Article 193 TFEU (ex 

Article 176 EC) refers to the Member States by establishing their scope to maintain 

and introduce more stringent environmental measures. Through secondary 

legislation however the environmental principles set out in Article 191(2) TFEU can 

apply directly or indirectly to Member States.114 The binding nature of the 

precautionary principle on the EU institutions also entails that Member State 

institutions and private individuals can invoke the principle in an action before the EU 

courts when calling into question the validity of secondary legislation on the basis of 

a failure to correctly apply the precautionary principle.115 

The environmental integration principle has been recognised as being a 

significant factor in making the environmental principles binding upon Member 
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States. The essential environmental integration principle is Article 11 TFEU (ex 

Article 6 EC) that states that ―[e]nvironmental protection requirements must be 

integrated into the definition and implementation of the Union‘s policies and 

activities, in particular with a view to promoting sustainable development‖. This 

essentially obliges the integration of environmental requirements into all other policy 

areas of the EU.116 Even though the Member States are not obliged to apply the 

precautionary principle outside the realm of EU law, there is nothing that prevents 

them from invoking it to justify precautionary measures.117 

In its Communication on the precautionary principle the Commission stresses 

the importance of risk assessment as an integral part of the precautionary approach, 

stating that the precautionary principle is only relevant with regard to potential risk, 

even when that risk cannot be fully demonstrated due to insufficient or inconclusive 

scientific data.118 This can be considered to be consistent with Article 191(3) TFEU 

that states that: 

3. In preparing its policy on the environment, the Union shall take account of:  
— available scientific and technical data,  
— environmental conditions in the various regions of the Union,  
— the potential benefits and costs of action or lack of action,  
— the economic and social development of the Union as a whole and the 
balanced development of its regions. 
  

Here, according to the Commission, the main elements of the precautionary 

approach, scientific analysis and an assessment of whether or not to act, is 

enshrined in the substantive provisions of the Treaty.119 

After the adoption of the precautionary principle into the Maastricht Treaty 

several instrument of secondary law have explicitly referred to the precautionary 

principle, although most without providing a reliable definition of its scope or how it 

should be applied. Due to the binding nature of the environmental principles on the 

EU institutions they are obliged to reflect the precautionary principle in their 

environmental policy.120 Consequently, the majority of secondary environmental law 

follows a precautionary approach, although very few specifically refer to the 
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precautionary principle. In contrast the precautionary principle has become an 

integral part of the operative provisions of food regulations as will be discussed 

further in subsequent chapters.121 

2.3.2 The legal basis of the precautionary principle within the EEA Agreement 

Contrary to the TFEU there is no provision directly stipulating the 

precautionary principle in the EEA Agreement.122 The principle is however referred to 

in the preamble of the Agreement, where it states that the Contracting Parties: 

DETERMINED to preserve, protect and improve the quality of the environment 
and to ensure a prudent and rational utilization of natural resources on the basis, 
in particular, of the principle of sustainable development, as well as the principle 
that precautionary and preventive action should be taken; 
 
DETERMINED to take, in the further development of rules, a high level of 
protection concerning health, safety and the environment as a basis;

123
 

 

According to the wording in the preamble the precautionary principle is 

regarded as one of the fundamental principles for environmental protection although 

it is fused with the principle of preventative action. In the second paragraph the close 

connection between environmental protection and health and safety is established. 

Article 13 EEA correlates with Article 36 TFEU and stipulates the same 

legitimate public interests that can constitute as acceptable grounds for derogations 

from the ban on quantitative restrictions, for example the protection of the health and 

life of humans, animals and plants. 

Articles 73-75 EEA are the environmental provisions of the Agreement. 

Although Article 73 EEA is partly modelled on Article 191 TFEU (ex Article 174 EC) it 

makes no direct reference to the precautionary principle: 

1. Action by the Contracting Parties relating to the environment shall have the 
following objectives: 
 
to preserve, protect and improve the quality of the environment; 
 
to contribute towards protecting human health; 
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to ensure a prudent and rational utilization of natural resources. 
 
2. Action by the Contracting Parties relating to the environment shall be based 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. 
Environmental protection requirements shall be a component of the Contracting 
Parties' other policies. 
 

Although the preamble does not enforce binding legal obligations on the 

Contracting Parties it does however clarify the ambience of the Agreement and its 

main objectives. The provisions of the Treaty must therefore be read in context with 

the preamble. Although not directly stipulated in Article 73 of the Agreement the 

provision builds on the elements of the preventative principle which is referred to in 

conjunction with the precautionary principle in the preamble. As such the elements of 

the precautionary principle could be considered to be inherent in the legal regime of 

the Agreement.124  

Furthermore, according to Article 6 the provisions of the Agreement ―shall, in 

their implementation and application, be interpreted in conformity with the relevant 

rulings of the Court of Justice of the [European Union] given prior to the date of 

signature of this Agreement‖. This means that when interpreting the provisions of the 

Agreement regarding the free movement of goods consideration must be given to 

the case law of the ECJ. As will be established the ECJ has adopted the elements of 

the precautionary principle into its case law, even though it does not always directly 

refer to the principle.125 The fundamentals of the precautionary principle can as such 

be considered to be a part of the EEA Agreement.126 Confirming this interpretation of 

EEA law the EFTA Court delivered an important ruling in the so called Kellogg‟s 

case.127 Before delving into that case it is however important to first establish the 

background of how the EFTA Court came about in reaching their conclusion and 

defining their strategy for the application of the precautionary principle. 
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2.4 The Case Law before Kellogg’s: Defining the Scope of the Precautionary 

Approach to Free Movement of Goods 

Due to the lack of a legal definition of the precautionary principle both 

internationally and within the EU and the EEA, the European Courts, i.e. the ECJ 

and the General Court and the EFTA Court, have played a crucial role in its legal 

evolution and clarification within the EU and the EEA, defining both its scope and 

application.128 Before the important ruling given in the Kellogg‘s case by the EFTA 

Court the ECJ had given several rulings that approached the subject of precaution 

without directly referring to the precautionary principle. Through these cases the 

Court developed some fundamental elements for the application of the precautionary 

approach.129 

2.4.1 The Precautionary Approach of the EU Institutions: “Mad Cows” and 

Consumer Safety 

Although inherently an environmental principle the precautionary principle has 

been in the forefront in the field of health protection. This development is mainly due 

to the number of cases the principle has been invoked to justify measures taken to 

insure health or consumer safety, in particular where recourse has been made to 

Article 36 TFEU to justify measures that derogate from the trade obligations inherent 

in Articles 34 and 35 TFEU.130 Repeatedly the ECJ has been faced with the question 

of whether the free movement of goods can be limited in order to combat a 

suspected risk to public health.131 By taking a precautionary approach to protecting 

human health the ECJ has established the applicability of the precautionary 

principle, essentially an environmental principle, for measures regarding health 

protection.132 The protection of human health is stated as a main objective of the 

environmental principles and the ECJ has established that as such the precautionary 
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approach is relevant for the protection of public health. In the so called National 

Farmers Union133 case the Court explained how the precautionary elements of the 

environmental principles could be applied in the interest of protecting human health. 

The case concerned a Commission decision134 that banned export from the territory 

of the United Kingdom of bovine animals, bovine meat and derived products to other 

Member States and to third countries. This decision was based on new evidence 

from the Spongiform Encephalopathy Advisory Committee (SEAC) that modified risk 

assessments regarding the link between Bovine spongiform encephalopathy 

(BSE)135 and Creutzfeldt-Jakob disease.136 The National Farmers Union and the 

United Kingdom claimed that the measure was disproportionate to its intended aim 

as there was not enough scientific evidence supporting the link between BSE and 

Creutzfeldt-Jakob disease. When giving its preliminary ruling the Court however 

stated that: 

63 Where there is uncertainty as to the existence or extent of risks to human 
health, the institutions may take protective measures without having to wait until 
the reality and seriousness of those risks become fully apparent.  
 
64 That approach is borne out by Article [191(1)] of the EC Treaty, according to 
which Community policy on the environment is to pursue the objective inter alia of 
protecting human health. Article [191(2)] provides that that policy is to aim at a 
high level of protection and is to be based in particular on the principles that 
preventive action should be taken and that environmental protection requirements 
must be integrated into the definition and implementation of other Community 
policies.

137
 

 

Here the ECJ has expanded the application of the elements of the 

environmental principles into the area of health and food safety. Although it only 

refers to the principle of preventative action and does not specifically mention the 

precautionary principle it expressly refers to the elements recognised as part of that 

principle; protective measures in the face of scientific uncertainty.138 The Court 

confirmed this application of the environmental principles in its judgement in the so 

called ‗BSE-case‘ that was lodged by the United Kingdom against the Commission in 
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an attempt to revoke the same Commission Decision as was in question in the 

National Farmers‟ Union case.139 In both judgments the Court established that the 

precautionary principle is relevant for the legal framework regarding health and food 

safety.140  

The Court rejected in both cases that the measure taken by the Commission 

was disproportionate and emphasised the importance of considering both the 

seriousness of the possible risk and the uncertainty of the scientific evidence.141  

The ECJ has here addressed the EU institutions and provided them with a 

very wide scope to apply protective measures in the case of scientific uncertainty, 

mainly by taking a lenient approach as to how precautionary measures intended to 

ensure public health comply with the proportionality principle. This strengthens the 

capacity of the EU institutions to act even though there is some degree of scientific 

uncertainty without being in violation of the first sentence of Article 191(3), which 

provides that when preparing its policy on the environment the EU institutions shall 

consider available scientific and technical data.142 This conclusion however raises 

the question of how uncertain the risk or the scientific evidence can be. What can be 

considered as an acceptable level of risk? This is a considerable concern with regard 

to the fundamental principle of free movement of goods and the relationship between 

proportionality and potential risk.143  

The Court confirms in the ―BSE-case‖ that Member States can question the 

legality of secondary legislation based on a failure by the EU institutions to correctly 

apply the precautionary approach.144 It also raises the question of whether Member 

States can in a similar manner to the EU institutions rely on the precautionary 

principle to validate precautionary measures that adversely affect trade and whether 
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the Court adopts the same approach to Member State measures as to measures 

adopted by the EU institutions.145  

2.4.2 Member States facing Scientific Uncertainty 

The ECJ has on several occasions dealt with the question of scientific 

uncertainty and the potential risk for public health with regard to precautionary 

measures taken by Member States.146 To this effect the Court has laid out some 

general rules for Member States seeking recourse to Article 36 TFEU to defend 

measures that were implemented as precautionary measures in light of scientific 

uncertainty. The Court addressed this issue in the influential Sandoz147 case, where 

the Court is considered to have been applying the precautionary approach before the 

precautionary principle had even been implemented into the EU legal framework.148 

The case concerned the prohibition to sell in the Netherlands certain products that 

vitamins had been added to. These products had been lawfully marketed in 

Germany and Belgium but the Netherlands had rejected the marketing of the 

products on the grounds that the addition of vitamins A and D represented a danger 

to public health. The Court observed that scientific research was not sufficiently 

advanced to be able to determine with certainty the critical quantities and the precise 

effect of over exposure to Vitamins A and D. The Court also noted that the addition 

of Vitamins to foodstuffs fell within the scope of general policy regarding food 

additives and measures taken in that area showed that the Community legislature 

accepted the principle that it was necessary to restrict the use of food additives while 

leaving the Member States with certain discretion to adopt stricter rules. The Court 

supposed that these measures testified to great prudence towards the possible 

harmfulness of additives and left a wide discretion to the Member States to regulate 

additives. With regard to these findings the Court stated that: 
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In so far as there are uncertainties at the present state of scientific research it is 
for the Member States, in the absence of harmonization, to decide what degree of 
protection of the health and life of humans they intend to assure, having regard 
however for the requirements of the free movement of goods within the 
Community.

149
 

 

The Court further stressed the importance of observing the principle of 

proportionality and emphasised that as Article 36 creates an exception to a 

fundamental principle of the common market it must be strictly interpreted, a view it 

has consistently held in its subsequent case law.150 It concluded however that, in 

view of the present state of harmonisation, Union law permitted national rules 

prohibiting without prior authorisation the marketing of foodstuffs to which vitamins 

had been added and that had been lawfully marketed in other Member States, 

provided that the marketing would be authorised when the addition of vitamins met a 

real need.151 The Court here developed a precautionary approach which it continued 

to apply in its subsequent case law, stressing that in the absence of harmonisation it 

is for the Member States to decide on the desired degree of protection for human 

health if they observe the principle of proportionality underlying the last sentence of 

Article 36 TFEU and make sure that the measure satisfies the criteria of that 

provision.152 The Court here sets forth more stringent requirements for Member State 

measures to be considered consistent with proportionality principle than it does for 

the EU institutions in the BSE-cases discussed above, although it is lenient in finding 

the measure to be consistent with these requirements and thus proportional.  
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The Court further established the relationship between the precautionary 

approach and the proportionality principle with regard to Member State measures in 

the so called German Beer case.153 It first confirmed that, subjecting the use of 

additives to prior authorisation met a genuine need of health policy to restrict or limit 

the uncontrolled consumption of food additives.154 However, it established that, 

firstly, such measures must be restricted to what is actually necessary to protect 

public health based on scientific findings.155 A mere reference to the potential risk to 

public health cannot justify applying stricter rules to additives than other Member 

States.156 Secondly, they must enable traders to apply for authorisation through an 

easily accessible procedure that can be challenged before the courts.157 Measures 

that did not fulfil these requirements would be considered disproportionate and thus 

fall outside the scope of Article 36 TFEU. 

The Court has here left it up to the Member States to determine the level of 

risk they deem appropriate with regard to public health and thereby essentially 

allowing them to take precautionary measures where scientific uncertainties exist 

regarding the potential harm, providing it is in non-harmonised areas and the 

measures can be considered consistent with the proportionality principle. By this the 

Court has effectively acknowledged that measures hindering the free movement of 

goods can be adopted even when the risk for health or the environment is only 

suspected, thus leaving the risk management decision of what can be considered an 

acceptable level of risk essentially up to the Member States.158 This however left a 

wide discretion for Member States to implement trade restrictive measures based on 

a precautionary approach to protect both health and the environment. For the 

effective running of the internal market it was therefore important to find the right 

balance between free trade, one of the fundamental freedoms of both the EU and 

the EEA, and the protection of health and the environment through a precautionary 

approach. Thus if the precautionary principle was to become a full fledged legal 

principle to be relied on within both the EU and the EEA legal systems, further 
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definition and guidance was needed on its scope and application to prevent it from 

being utilized as a form of protectionism.159 

Chapter 3 Promoting the Precautionary Principle as a General Principle of 

Law: The Role of the European Commission and the European Courts 

3.1 Communication of the Commission on the Precautionary Principle 

The lack of a clear definition of the precautionary principle and the 

controversies regarding its application, in conjunction with the increasing recourse to 

the principle and its elements throughout the 1990s by both the EU institutions and 

the Member States, had by the end of the decade created the general perception 

that an authoritative guidance was needed regarding both the principles scope and 

application.160 In response to this demand the European Commission published a 

Communication on the precautionary principle in February 2000 attempting to help 

clear up the controversies regarding the meaning and use of the principle within the 

European Union.161 The Commission outlined the objectives of the Communication 

as fourfold: 

1. to outline the Commission‟s approach to using the precautionary 

principle; 

2. to establish Commission guidelines for applying it; 

3. to build a common understanding of how to access, appraise, manage 

and communicate risks that science is not yet able to evaluate fully; and  

4. to avoid unwarranted recourse to the precautionary principle, as a 

disguised form of protectionism.162 

The Commission here stresses that the Communication is intended to provide 

guidance to all interested parties as to how the Commission itself intends to apply 

the precautionary principle when it faces risk management decisions.163 It also 

claims that it is trying to establish a common understanding of the factors that lead to 

recourse to the precautionary principle and its place in decision making.164 
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Furthermore the Commission declares that the precautionary principle ―has been 

progressively consolidated in international environmental law, and so it has since 

become a full-fledged and general principle of international law‖.165 This statement of 

the Commission is surprising considering that although it cannot be contested that 

the principle has been established in international environmental law, considerable 

controversy still exists as to whether it can be considered as a general principle of 

international law.166  

Although essentially a soft law instrument with only a guiding role and no 

legally binding effect, the Communication has had certain legal consequences by 

facilitating the adoption of the principle into secondary legislation and influencing the 

European Courts in their application and interpretation of the precautionary 

principle.167 With regard to the Communication‘s role in the legal order the General 

Court has explained that:   

There is certainly settled case-law to the effect that the Community institutions 
may lay down for themselves guidelines for the exercise of their discretionary 
powers by way of measures not provided for in Article [288 TFEU], in particular by 
communications, provided that they contain directions on the approach to be 
followed by the Community institutions and do not depart from the Treaty rules.

168
 

 

The General Court thus considers that the Communication of the Commission 

is relevant for the interpretation of how the precautionary principle should be applied, 

a declaration that inherently increases its legal validation.169 

In the Communication the Commission defines certain factors that can trigger 

recourse to the precautionary principle. First of all, it states that the precautionary 

principle is only relevant in the event of potential risk, even when that risk cannot be 

fully determined due to insufficiency or inconclusiveness of the scientific data. Before 

the precautionary principle can be invoked the Commission maintains that the 

potentially negative effects must first be identified and a legitimate scientific 

evaluation of the possible risks, i.e. a risk assessment, must be undertaken. Such an 

evaluation can then prompt recourse to the precautionary principle as part of a risk 

management strategy. An assessment must then always be made on whether it is 
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better to act or not to act, a decision the Commission considers to be of a purely 

political nature and consequently it does not provide any further guidelines on how 

this evaluation should be performed.170  

The Commission however stresses that all measures relying on the 

precautionary principle must comply with the general principles of risk management. 

As such the measure to be taken must be proportional to the desired level of 

protection, it must be non-discriminatory in its application, it should be consistent 

with measures adopted in similar circumstances, it should be based on a cost/benefit 

analysis and it should be re-evaluated if necessary depending on the results of 

scientific research.171 Here the Commission seems to be trying to lay down some 

ground rules for invoking the precautionary principle in an effort to ensure and 

reassure that the principle will not be used arbitrarily in decision making.172  

In its assessment on how to invoke and apply the precautionary principle the 

Commission is clearly guided by the previous case law of the ECJ and its application 

of the precautionary approach.173 The Commission like the Court defines the scope 

of the precautionary principle to be much wider in practice than only concerning the 

environment. The Commission considers that ―where preliminary objective scientific 

evaluation, indicates that there are reasonable grounds for concern that the 

potentially dangerous effects on the environment, human, animal or plant health may 

be inconsistent with the level of protection chosen for the Community‖, 174 the 

precautionary principle shall apply.175 

Annex I to the Communication the Commission lists both the legal and the 

more informal foundations for the Commissions decisions on precautionary 

measures. In the wake of the BSE crisis it is unsurprising that all policy orientations 

listed by the Commission concern food and consumer safety.176 As this 
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demonstrates the Commission basis its guidelines for the application of the 

precautionary principle, an inherently environmental principle, mainly on the 

developments that have taken place in the areas of health and consumer safety. 

One of the documents the Communication is based on is the report on Food 

Safety in the EEA adopted by the Joint Parliamentary Committee in 1999.177 In the 

report the Joint Committee explains the precautionary principle as follows: 

29. The precautionary principle has been applied for some time in the field of 
risk assessment for the environment. It has recently also been introduced in the 
field of food safety. In this aspect, it could be useful to recall that talking about risk 
analysis and consumer safety, there is no such thing as ―zero risk‖. As information 
on the level of risk is essential for the consumer, competent authorities will be 
guided in their risk analysis by the precautionary principle in cases where the 
scientific basis is insufficient or some uncertainty exists.

178
 

 

This establishes that the EEA Joint Committee considers the precautionary 

principle to be relevant for EEA food and consumer policy by requiring the competent 

authorities to take it into consideration when establishing possible risk for 

consumers. It does however appear to be tentative in its approach to the principle as 

it makes a point of reminding that there is no such thing as zero-risk for consumer 

safety, presumably in an effort to deter no risk policies. Nevertheless, it must be 

derived from this that the precautionary principle, although only referred to in the 

preamble of the EEA Agreement, is relevant in the context of the EEA food and 

consumer policy. 

The Commission has here established how it defines the scope of the 

precautionary principle and provided extensive guidance as to how it should be 

invoked and applied, emphasising that the principle is a tool for risk management 

that can only be invoked after an initial risk assessment. Although the 

Communication has no binding effect this understanding of the precautionary 

principle has trickled down into EU secondary legislation and into the case law of the 

European Courts, as will be observed in the following chapters. 

3.2 The Integration of the Precautionary Principle in Food and Feed law 

Following the Commission‘s White Paper on Food Safety and the 

Communication on the precautionary principle, the European Parliament and the 
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Council implemented regulation (EC) No 178/2002 laying down the general 

principles and requirements of food law (General Food Law) within the EU.179 This is 

the first legal text that not only incorporates the precautionary principle but also 

adopts an actual definition of the principle into the legislative framework.180 The 

preamble of the regulation states that:  

The precautionary principle has been invoked to ensure health protection in the 
Community, thereby giving rise to barriers to the free movement of food or feed. 
Therefore it is necessary to adopt a uniform basis throughout the Community for 
the use of this principle. 
 
In those specific circumstances where a risk to life or health exists but scientific 
uncertainty persists, the precautionary principle provides a mechanism for 
determining risk management measures or other actions in order to ensure the 
high level of health protection chosen in the Community.

181
 

 

It is evident from this that the purpose for incorporating the precautionary 

principle into the legal text is to harmonise its application with regard to food and 

feed policy. The precautionary principle is then integrated as part of the general 

principles set out in the regulation. Article 6 establishes the principle as a risk 

management tool and Article 7 provides the first definition of its application and 

intended scope as a general principle of food law. Article 7 states that: 

1. In specific circumstances where, following an assessment of available 
information, the possibility of harmful effects on health is identified but scientific 
uncertainty persists, provisional risk management measures necessary to ensure 
the high level of health protection chosen in the Community may be adopted, 
pending further scientific information for a more comprehensive risk assessment. 
 
2. Measures adopted on the basis of paragraph 1 shall be proportionate and no 
more restrictive of trade than is required to achieve the high level of health 
protection chosen in the Community, regard being had to technical and economic 
feasibility and other factors regarded as legitimate in the matter under 
consideration. The measures shall be reviewed within a reasonable period of time, 
depending on the nature of the risk to life or health identified and the type of 
scientific information needed to clarify the scientific uncertainty and to conduct a 
more comprehensive risk assessment. 
 

By establishing the precautionary principle as a general principle of food law the 

Union presumably tries to establish a common basis for application of the principle 

within the realm of food safety. Although recognising that scientific uncertainty is at 
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the core of the precautionary principle the regulation does not define any degree of 

acceptable uncertainty. It does however make the requirement that all measures 

based on the precautionary principle are provisional and subject to revision should 

new information come to light.182 It also establishes that measures taken pursuant to 

the precautionary principle must comply with the elements of the proportionality 

principle, i.e. the measures must be proportionate to the intended aim and not more 

restrictive of trade than is necessary to ensure the level of protection chosen in the 

Union. In the preamble to the General Food Law it is also recognised that ―scientific 

risk assessment alone cannot, in some cases, provide all the information on which a 

risk management decision should be based‖ and other relevant factors such as 

societal, economic, traditional, ethical and environmental factors should be taken into 

account.183 This can be considered to emphasise the role of the precautionary 

principle as a tool in risk management and not as an actual part of the risk 

assessment process.  

The regulation establishes that the general objective of food law shall be to 

ensure a high level of protection of human life and health and consumer interests, 

―taking account of, where appropriate, the protection of animal health and welfare, 

plant health and the environment‖.184 The protection of the environment and animal 

health and welfare is thereby formally established as a consideration in the 

application of food and feed law and as such must be regarded as falling within the 

scope of the precautionary principle, a general principle of the regulation. 

The precautionary principle has thus become firmly established in the 

European Union policy for food and consumer safety, with an actual definition of the 

principle being part of a binding EU legal text.185 As a result some distinction must be 

made between the application of precautionary measures within the environmental 

sphere on the one hand and health and food safety on the other.186 The EU 

legislative framework for food and feed was adopted into the EEA Agreement with a 
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decision from the Joint Committee on October 26th 2007.187 By this time however the 

application of the precautionary principle had already been implemented into the 

case law of the EFTA Court in cases concerning restrictions on the import of 

foodstuffs. 

3.3 Judicial Review of the Precautionary Principle after the Commission 

Communication 

3.3.1 The EFTA Court on Kellogg’s 

The first actual definition of the precautionary principle as a principle of law in 

the case law of the EEA was in the landmark judgement of the EFTA Court in the so 

called Kellogg‟s case from 2001.188 The case concerned an application from the 

EFTA Surveillance Authority (ESA) for a declaration that Norway, by prohibiting the 

import and marketing of fortified cornflakes which had been lawfully marketed in 

other EEA States, had failed to fulfil its obligation under Article 11 EEA. This was in 

response to Norway‘s refusal to grant a Danish Company called Nordisk Kellogg‘s 

authorisation to sell fortified cornflakes in Norway, as the addition of nutrients was 

only allowed when it met a nutritional need of the Norwegian population.189 Norway 

defended its position by seeking recourse to the precautionary principle, claiming 

that, according to scientific research the fortification in question might pose as a 

health hazard when eaten in uncontrollable and unforeseen amounts and as such a 

ban was justifiable under Article 13 EEA. Norway had however based its initial 

refusal to Kellogg‘s on the grounds that there was no nutritional need in the 

Norwegian population for these additives. Unlike the conclusion of the ECJ in 

Sandoz the EFTA Court established that ―the mere finding by a national authority of 

the absence of a nutritional need will not justify an import ban, a most restrictive 

measure, on a product which is freely traded in other EEA states‖.190 The Court 

subsequently found Norway to have failed to fulfil its obligation under Article 11 EEA 
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as their fortification policy was both inconsistent and not based on a comprehensive 

risk assessment.191 

As a response to Norway invoking the precautionary principle The EFTA Court 

defined for the first time some guidelines as to how to apply the principle and 

explained some of its premises.192 The Court first established that the Contracting 

Parties could invoke the precautionary principle even though it is not directly 

expressed in the EEA agreement. In explaining the legal regime of the principle 

within the EEA the Court stated that: 

25 EEA law in this area may be summarised as follows. In the absence of 
harmonisation of rules, when there is uncertainty as to the current state of 
scientific research, it is for the Contracting Parties to decide what degree of 
protection of human health they intend to assure, having regard to the 
fundamental requirements of EEA law, notably, the free movement of goods within 
the European Economic Area. This means that a risk management decision rests 
with each Contracting Party. It is within the discretion of the Contracting Party to 
make a policy decision as to what level of risk it considers appropriate. Under 
those conditions, a Contracting Party may invoke the precautionary principle, 
according to which it is sufficient to show that there is relevant scientific 
uncertainty with regard to the risk in question. That measure of discretion must, 
however, be exercised subject to judicial review.

 193
 

 

Here the EFTA Court refers to the previous case law of the ECJ by defining 

potential recourse to the precautionary principle based on the elements of the 

precautionary approach established by the ECJ.194 The EFTA Court however goes 

even further in defining the principle by providing some guidelines for its application, 

explaining that: 

30 (...) A proper application of the precautionary principle presupposes, firstly, 
an identification of potentially negative health consequences arising, in the present 
case, from a proposed fortification, and, secondly, a comprehensive evaluation of 
the risk to health based on the most recent scientific information. 
 
31 When the insufficiency, or the inconclusiveness, or the imprecise nature of 
the conclusions to be drawn from those considerations make it impossible to 
determine with certainty the risk or hazard, but the likelihood of considerable harm 
still persists were the negative eventuality to occur, the precautionary principle 
would justify the taking of restrictive measures. 
 
32 Such restrictive measures must be non-discriminatory and objective, and 
must be applied within the framework of a policy based on the best available 
scientific knowledge at any given time. The precautionary principle can never 
justify the adoption of arbitrary decision, and the pursuit of the objective of ‖zero 
risk‖ only in the most exceptional circumstances.

195
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The EFTA Court has here established several conditions for applying the 

precautionary principle. In order to apply the principle the initial step would be to 

identify the potentially harmful effects. Subsequently, a comprehensive risk 

assessment must be made for these potentially harmful effects based on the most 

recent scientific information. If the scientific evidence is inconclusive or vague but the 

potential consequences are severe, the precautionary principle can be evoked to 

justify restrictive measures as long as the measures are non-discriminatory, 

objective and based on the best available data. Examining these premises it is 

interesting that the Court came to the conclusion that there was no ―indication of an 

inappropriate use of the precautionary principle as a disguised form of protectionism‖ 

by the Norwegian authorities,196 even though the Court found the administrative 

procedure of Norway to be both inconsistent and based on an inadequate risk 

assessment.197 Although it did not refer directly to the proportionality principle the 

EFTA Court established that measures taken pursuant to the precautionary principle 

must comply with the elements of proportionality. As the EFTA Court stated: 

26 Measures taken by a Contracting Party must be based on scientific evidence; 
they must be proportionate, non-discriminatory, transparent, and consistent with 
similar measures already taken.

198
 

 

The EFTA Court was clearly influenced by the recently published 

Communication of the Commission on the precautionary principle when writing the 

judgement. Although not referring to it directly it has notably adopted a similar 

methodology to applying the principle as the Commission, thus giving the 

Communication further validity by implementing its concepts into the case law.199 

However unlike the Joint Committee in its report on food safety the EFTA Court does 

not dismiss the fact that in some cases it could be justified to strive for ―zero-risk‖, 

although it stresses that this can only happen in exceptional circumstances. The 

Court thereby presumably tries to limit the scope of the application of the 

precautionary principle from extending into zero-risk policies, while still maintaining 

the possibility that this could be necessary in some cases. As previously stated it still 
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leaves it up to the Contracting Parties to judge what can be considered acceptable 

levels of risk.200 

The EFTA Court has here set forth some guidelines on how the Contracting 

Parties to the EEA agreement can validly invoke the precautionary principle, based 

on the established case law of the ECJ201 and the developments within the legal 

framework of the food policy in both the EU and the EEA.202 In doing so it provided a 

stricter framework for applying the precautionary approach than had previously been 

established by the European Courts. This judgement would later influence the 

judgements of the European Union Courts in taking a similar approach to how the 

precautionary principle should be applied in matters of food safety and public 

health.203 

3.3.2 The Judicial Development after Kellogg’s: the Role of the General Court  

Subsequent to the EFTA Court‘s ruling in Kellogg‘s and the publication of the 

Commission Communication on the precautionary principle, the General Court gave 

two rulings in September 2002 where it attempted to establish a definition of the 

precautionary principle and dealt with how the precautionary principle and its 

preceding risk assessment should be applied when balancing health protection and 

free trade within the EU.204 In the so called Pfizer205 case the General Court was 

faced with the question of whether the EU prohibition of the use of certain antibiotics 

as growth promoters in the feed of food producing animals, such as virginiamycin, 

was justifiable.206 These actions were taken as a risk management response by the 
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EU institutions to the scientific indication that there was a link between the use of 

antibiotics as growth promoters in animals and the development of resistance to 

antibiotics in humans. The pharmaceutical company Pfizer Animal Health was at this 

time the only producer in the world of virginiamycin and subsequently brought a plea 

against the European Council contesting the ban, claiming a breach of the 

precautionary principle and manifest errors of risk assessment and risk management 

among its pleas.207 The General Court considered this plea by first making some 

preliminary considerations on the precautionary principle before proceeding to 

establish how the principle should be applied in relation to risk assessments. As has 

been stated the General Court considered the Communication of the Commission on 

the precautionary principle to be relevant for the interpretation of how the 

precautionary principle should be applied and it clearly influenced its findings.208 The 

General Court first established the applicability of the precautionary principle for the 

case by stating that: 

114. (...) the precautionary principle is one of the principles on which Community 
policy on the environment is based. It is not disputed by the parties that the 
principle also applies where the Community institutions take, in the framework of 
the common agricultural policy, measures to protect human health. (...) It is 
apparent from Article [191(1) and (2)] of the Treaty that Community policy on the 
environment is to pursue the objective inter alia of protecting human health, that 
the policy, which aims at a high level of protection, is based in particular on the 
precautionary principle and that the requirements of the policy must be integrated 
into the definition and implementation of other Community policies. Furthermore, 
(...), health protection requirements form a constituent part of the Community's 
other policies and must therefore be taken into account when the common 
agricultural policy is implemented by the Community institutions.

209
 

 

Although this confirms the range of the precautionary approach previously 

established by the ECJ210 this is the first substantive EU case law to consider the 

precautionary principle and define it in relation to health protection.211  

The General Court then proceeded to provide some definition of the 

precautionary principle.212 First it stated that according to the previous definitions of 

the General Court and the ECJ, the EU Institutions can where there is scientific 
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uncertainty as to the existence or extent of risks to human health take protective 

measures by reason of the precautionary principle, without having to wait until the 

reality and seriousness of those risks become fully apparent.213 The General Court 

then went on to explain that preventative measures cannot be based on a purely 

hypothetical risk that has not been scientifically verified nor can they be based on a 

―zero-risk‖ policy. Only when the potential risk can be adequately supported by 

available scientific data can the precautionary principle be invoked, i.e. a risk 

assessment must underlie the adoption of the precautionary principle.214 The 

General Court however stressed that the ―risk assessment cannot be required to 

provide the [EU] Institutions with a conclusive scientific evidence of the reality of the 

risk and the seriousness of the potential adverse affects were that risk to become a 

reality‖.215 That would indeed go against the essence of the precautionary principle, 

namely that action can be taken in the face of scientific uncertainty.216 As the 

General court explains: 

146. The precautionary principle can therefore apply only in situations in which 
there is a risk, notably to human health, which, although it is not founded on mere 
hypotheses that have not been scientifically confirmed, has not yet been fully 
demonstrated.

217
 

 

This statement underlines the delicate balance between basing a decision on 

facts and responding to scientific uncertainty.218  

The General Court then proceeded to establish some general guidelines of the 

risk assessment that must precede recourse to the precautionary principle, stating 

that a risk assessment includes a twofold task for the competent public authority. 

First, the public authority must determine what level of risk it deems unacceptable 

and, secondly, it must conduct a scientific assessment of the risk.219 Such an 

assessment may take an account of the severity of the impact on human health, the 

extent of the possible adverse affects, the persistency or reversibility of those effects 

and the possibility of delayed effects.220 For such an assessment to validate the 

objectiveness of the measures taken by the public authority and to preclude any 
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arbitrary measures, procedural guarantees must be observed by only recognising 

scientific advice founded on ―the principles of excellence, transparency and 

independence‖.221 The General Court here emphasises that a risk assessment must 

be of a high quality to be able to justify recourse to the precautionary principle.222 

The complicated nature of risk assessments and the controversies regarding them 

will not be delved into further here as for the purpose of this thesis we are mainly 

interested in the risk management side of the process, i.e. the possible application of 

the precautionary principle after the initial risk assessment. To that effect the General 

Court stresses that it is up to the competent public authority to weigh its obligations 

together and decide whether to act or not to act, taking into consideration the level of 

risk they deem as unacceptable. A risk assessment should enable the authority to 

decide, ―in relation to risk management, which measures appear to it to be 

appropriate and necessary to prevent the risk from materialising‖.223 Such measures 

must however not conflict with other general principles of EU law, such as the 

principle of proportionality. As the Court explained, ―where 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‖.224 

The General Court confirmed its observations on the application of the 

precautionary principle and its underlying risk assessment in its judgement in 

Artegotan.225 There, however, the General Court goes even further in its promotion 

of the precautionary principle by extending it to all spheres of EU activity as a tool for 

ensuring a high level of protection of health, the environment and consumer 

safety.226 Like the Commission in its Communication it then proceeds by declaring 

that the precautionary principle is a general principle of EU law that can be 

considered as autonomous in nature, stating that: 

184. It follows that the precautionary principle can be defined as a general 
principle of Community law requiring the competent authorities to take appropriate 
measures to prevent specific potential risks to public health, safety and the 
environment, by giving precedence to the requirements related to the protection of 
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those interests over economic interests. Since the Community institutions are 
responsible, in all their spheres of activity, for the protection of public health, safety 
and the environment, the precautionary principle can be regarded as an 
autonomous principle stemming from the abovementioned Treaty provisions.

227
 

 

The implication of autonomy enhances the independent nature of the 

precautionary principle. By establishing it as an independent and general principle of 

EU law the General Court opens up the possibility for its application in EU policy 

areas that did not expressly provide for it.228 This implies that the precautionary 

principle has a general character applicable for cases concerning several different 

policy areas, thus distinguishing it from a common principle of law.229 According to 

the interpretation of the General Court this means that not only can the Competent 

Authorities invoke the principle to take precautionary measures but they are in fact 

bound by it and thereby required to take appropriate measures 230  This wide scope 

of the precautionary principle has however not been recognised by the ECJ that has 

been far more conservative in its assumptions and expositions, as will be discussed 

in the following chapters. 

3.3.3 The Judicial Development after Kellogg’s: the Conservatism of the ECJ 

The ECJ has not been as liberal in its promotion of the precautionary principle 

as the General Court and has been careful in speculating about its nature.231 The 

ECJ first directly referred to the application of the precautionary principle in relation 

to Article 36 derogations in the so called ―Cranberry Juice‖ case.232 Here the 

Commission challenged a Danish ban to market in Denmark foodstuffs to which 

nutrients had been added, in particular vitamins and minerals, unless they were 

shown to meet a nutritional need of the Danish population. The Commission claimed 

that to justify such a ban the Danish authorities would have to show that the enriched 
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products constituted a real health risk.233 The Danish authorities did not dispute that 

its practice constituted as an obstacle to the free movement of goods but stated that 

it was justifiable under Article 36 TFEU as a protection of human health. In support of 

their argument the Danish authorities referred to the Courts ruling in Sandoz,234 

claiming that it was established case law that in order to justify recourse to Article 36 

TFEU it was enough to show that the enrichment of foodstuffs did not meet a real 

nutritional need of the population.235  

In its findings the Court however extended its expositions in Sandoz and, 

following the reasoning of the EFTA Court in Kellogg‟s,236 established that the 

absence of a nutritional need could not in itself justify a total prohibition on the 

marketing of foodstuffs lawfully manufactured and/or marketed in other Member 

States, although it could be a factor in the scientific evaluation underlying the 

prohibition, i.e. the risk assessment.237 The Court maintained its fundamental 

findings in Sandoz that ―it is for the Member States, in default of harmonisation and 

to the extent that uncertainties continue to exist in the current state of scientific 

research, to decide on their intended level of protection of human health and life‖,238 

and in doing so their scope is particularly wide where scientific uncertainties persist 

as to the potential risks.239  

In exercising their discretion the Member States must however uphold the 

principle of proportionality. That is to say, the measures they adopt must be confined 

to what is necessary to ensure the desired level of protection of public health, they 

must be proportional to the objective pursued, and the desired results may not have 

been achieved through less restrictive measures for intra-Community trade.240  

Continuing with its reasoning from Sandoz the Court also maintains that since 

Article 36 TFEU provides for an exception to the rule of free movement of goods, it is 

for the national authorities that invoke it to show, in light of international scientific 

research, that the measure is necessary.241 Essentially the Court here establishes 

that the burden of proof of the necessity of the precautionary measure lies with the 
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Member State applying it.242 The Court then establishes that a prohibition can only 

be adopted if the alleged risk that triggered recourse to Article 36 TFEU is sufficiently 

established on the basis of latest scientific data and a detailed risk assessment.243 

Continuing with the reasoning of the EFTA Court in Kellogg‟s the Court provides that 

in circumstances where the risk assessment reveals that scientific uncertainty 

persists as to the risk to human health Member States may ―in accordance with the 

precautionary principle, take protective measures without having to wait until the 

reality and seriousness of those risks are fully demonstrated‖.244 The Court stresses 

however, in the same manner as the EFTA Court, the General Court and the 

Commission, that the risk assessment cannot be based on purely hypothetical 

considerations.245  

The Court then proceeds to establish the proper application of the 

precautionary principle. Following the reasoning in Kellogg‟s and Pfizer the Court 

maintains that the precautionary principle presupposes two factors, first, the 

identification of the potentially negative consequences, and secondly, a 

comprehensive risk assessment based on the most reliable scientific data available 

and the most recent results of international research.246 The precautionary principle 

then justifies the adoption of a restrictive measure only when there is impossible to 

determine the existence or extent of the alleged risk but there is a likelihood of harm 

to public health should the risk materialise.247 

Unlike its previous case law and contrary to the opinion of the Advocate 

General, the Court found that, although the Danish measure of requiring prior 

authorisation for fortified foodstuffs was in principle not against EU law, it did come to 

the conclusion that the measure was inconsistent with the proportionality principle 

and thus Denmark had failed to fulfil its obligations under Article 34 TFEU.248 The 
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Court explained that the Danish measure was disproportionate as it ―systematically 

prohibited the marketing of all foodstuffs to which vitamins and minerals have been 

added, without distinguishing according to the different vitamins and minerals added 

or according to the level of risk which their addition may possibly pose to public 

health‖.249 As this systematic prohibition did not distinguish between the vitamins and 

minerals added, it did not identify the real risk to public health as that would require a 

detailed risk assessment, on a case-by-case basis, to establish the actual effects of 

the additives in question.250 Here the Court lays out more stringent requirements for 

measures to comply with the precautionary principle than in its previous case law.251 

The Court has consistently upheld its reasoning laid out in the ―Cranberry 

Juice‖ case when faced with national measures seeking recourse to Article 36 TFEU 

derogations and the precautionary principle. Although it has not always implicitly 

referred to the precautionary principle it has applied the same prerequisites for 

precautionary measures justified under Article 36 derogations.252 As in ―Cranberry 

Juice‖, many of these cases have concerned prior authorisation schemes and the 

Court has found that although they are in principle not contrary to EU law they must 

satisfy certain conditions to be consistent with the proportionality principle:253   

First, such legislation must be accompanied by a procedure allowing economic 
operators to obtain the entry of that nutritive substance in the national list of 
authorised substances. That procedure must be easily accessible, must be 
capable of being concluded within a reasonable time, and, if it leads to a refusal, 
the refusal decision must be capable of review before the courts.

254
 

 
Second, an application for the entry of a nutritive substance on the national list of 
authorised substances may be rejected by the competent national authorities only 
if that substance poses a genuine threat to public health.

255
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In a recent judgment256 the Court evaluated prior authorisation schemes in 

light of the provisions regarding the precautionary principle and risk assessment in 

General Food Law,257 where it stated that: 

A Member State cannot justify a systematic and untargeted prior authorisation 
scheme (...) by pleading the impossibility of carrying out more exhaustive prior 
examinations by reason of the considerable quantity of processing aids which may 
be used or by reason of the fact that manufacturing processes are constantly 
changing. As is apparent from Articles 6 and 7 of Regulation No 178/2002, 
concerning the analysis of risks and the application of the precautionary principle, 
such an approach does not correspond to the requirements laid down by the 
Community legislature as regards both Community and national food legislation 
and designed to achieve the general objective of a high level of health 
protection.

258
 

 

It should be noted that the Court has adopted the same judicial strategy for 

precautionary measures that fall within the scope of the EEA Agreement. In Bellio 

Fratelli259, a case centred on the interpretation of a Council Decision concerning 

protection measures with regard to TSE260 after the Italian authorities confiscated 

fish meal imported from Norway. In its ruling the Court followed the reasoning in 

Kellogg‟s and Cranberry Juice and stated that in light of Article 13 EEA a risk 

management decision rested with each Contracting Party, in the absence of 

harmonisation and as far as scientific uncertainties persisted, to determine the level 

of protection they wished to ensure. Scientific uncertainty of the risk in question is a 

prerequisite for invoking the precautionary principle, however measures must always 

be based on reliable scientific evidence and be consistent with the proportionality 

principle.261 Faced with a measure adopted by the EU institutions the Court however 

seems less stringent in how it establishes compliance with the proportionality 

principle even when considering an inherently zero-risk approach. The Court 

however finds it to be enough that the measure formed a coherent body of legislation 

aimed at combating TSEs and was adopted on the recommendation of experts that 

had at their disposal relevant scientific data to conclude that the ―measures did not 

infringe the principle of proportionality of EEA law‖.262 
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As is evident from the cited case law the ECJ has been far more conservative 

in its speculation of the nature of the precautionary principle than the Commission 

and the General Court.263 The Court has however laid down guidelines on how and 

when the principle can be invoked to justify derogations from the free movement of 

goods, in the interest of protecting public health or the environment, and established 

how it relates to the proportionality principle. The case law of the ECJ has generally 

been consistent with the interpretation and application of the Commission and the 

General Court of the precautionary principle. As the ECJ has also extended the 

scope of the precautionary principle from being a purely environmental principle and 

into other policy areas of risk regulation, such as public, animal and plant health, it 

has been suggested that in this it has effectively promoted the precautionary 

principle to a general principle of law.264 The only direct indication of this from the 

ECJ however was in the Codacons265 case where the Court stated: ―[t]hat 

interpretation of Community law is compelling not only because it reflects the logic of 

the system but also on account of the precautionary principle, a general principle of 

Community law, which demands the best possible information‖.266  Although the 

Court in this case refers to the precautionary principle as a general principle of law it 

does not consistently do so and as such this view is still contested.267  

3.4 Precautionary Approach in Harmonised Areas 

As is apparent from the proceeding chapters it is important to make a 

distinction between situations occurring in ―non-harmonised‖ areas, where no EU 

regulations exist, and situations occurring in ―harmonised‖ areas, where there is an 

existing regulatory framework.268 Harmonisation measures are an important tool for 

the EU institutions in ensuring the effective functioning of the internal market while 

maintaining a high level of protection of fundamental interests such as environmental 

and consumer protection.269 Article 114 TFEU (ex Article 95 EC) provides the legal 
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basis for the EU institutions to adopt harmonisation measures and lays out the 

requirements they must fulfil, stating that: 

The European Parliament and the Council shall, acting in accordance with the 
ordinary legislative procedure and after consulting the Economic and Social 
Committee, adopt the measures for the approximation of the provisions laid down 
by law, regulation or administrative action in Member States which have as their 
object the establishment and functioning of the internal market. 
 

It should be noted that the manner in which the harmonisation provision has 

been interpreted and applied by the EU institutions has raised considerable 

controversy and the institutions have been criticised for utilising it for purposes only 

remotely connected with the functioning of the internal market. This has been 

considered particularly apparent where provisions have been adopted into areas 

where EU competence was either non-existent or severely circumscribed.270 While 

some have heralded harmonisation as the most effective tool for establishing the 

internal market others have berated it by claiming it was a way to force inherently 

political issues.271 The ECJ played an instrumental role in solving this controversy. In 

Tobacco Advertising Directives272 the Court established that:  

83. (...) to construe that article [114(1) TFEU] as meaning that it vests in the 
Community legislature a general power to regulate the internal market would not 
only be contrary to the express wording of the provisions cited above but would 
also be incompatible with the principle embodied in Article [5 TEU] ([ex] Article 5 
EC) that the powers of the Community are limited to those specifically conferred 
on it. 
 
84 Moreover, a measure adopted on the basis of Article [114(1) TFEU] of the 
Treaty must genuinely have as its object the improvement of the conditions for the 
establishment and functioning of the internal market. (...)  
 

The Court thereby established that the powers conferred on the EU institutions 

in Article 114(1) TFEU did not provide them with a general power to regulate the 

internal market in the public interest. Measures taken pursuant to the harmonisation 

provision must thus genuinely seek to improve the functioning of the internal 

market.273 Harmonisation measures implemented by the EU institutions must ensure 

the correct balance between the protection of health and the environment and the 

functioning of the internal market and, according to Article 114(3) TFEU, must take 

into consideration a high level of protection and be based on new developments of 

scientific facts. 
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With regard to Member States the provision imposes a greater obligation on 

them concerning precautionary measures taken in harmonised areas. Should a 

Member State wish to invoke Article 36 TFEU or environmental protection to justify 

restrictive measures maintained after harmonisation, it must notify the Commission 

and receive their approval and evaluation of the measure.274 Interestingly, measures 

introduced after harmonisation cannot refer to Article 36 TFEU but only to 

environmental protection when new scientific research reveals a problem specific to 

that Member State. Here the Member State must also notify the Commission and 

receive their approval and evaluation of the measure.275 The harmonisation provision 

does however provide for the option of implementing a safeguard clause in the 

harmonisation measure that enables Member States to seek recourse to Article 36 

TFEU to implement provisional measures in harmonised sectors: 

10. The harmonisation measures referred to above shall, in appropriate cases, 
include a safeguard clause authorising the Member States to take, for one or more 
of the non-economic reasons referred to in Article 36, provisional measures 
subject to a Union control procedure.

276
 

 

The ECJ has firmly established that where harmonising directives apply 

recourse to Article 36 TFEU is no longer possible where EU directives provide for 

harmonisation of the necessary measures to achieve the specific objective.277 Thus 

before investigating whether measures can be justified on the basis of Article 36 

TFEU it needs to be established whether the matter is within a harmonised area 

regulated by secondary EU law.278  

Here the implication of the precautionary principle must be considered. As the 

proceeding discussion has established, measures seeking recourse to Article 36 on 

the premise of protecting human and animal health or the environment from potential 

risk, are essentially precautionary measures that are considered acceptable if the 

requirements of the precautionary principle are upheld. In its review of Article 

114(10) TFEU the ECJ has established,279 most notably in Monsanto,280 that ―the 
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safeguard clause must be understood as giving specific expression to the 

precautionary principle‖281 and as such ―the conditions for the application of that 

clause must be interpreted having due regard to this principle‖.282 The Court in 

Monsanto confirms that it is established case law that ―it follows from the 

precautionary principle that 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 reality and seriousness of those risks become fully apparent‖.283 This means 

that precautionary measures taken based on a safeguard clause must be interpreted 

in light of the precautionary principle, even if a full risk assessment is impossible due 

to the inadequate nature of the available scientific data.284 Measures adopted under 

the safeguard clause may however ―not be properly based on a purely hypothetical 

approach to risk, founded on mere suppositions which are not yet scientifically 

verified‖.285 

The Court has also found that when reviewing precautionary measures taken 

in harmonised areas consideration must be given to the nature of the intended 

harmonisation. The Courts judgement in Toolex286 perhaps provides the most 

striking evidence of the precautionary approach being taken to Member State 

measures departing from harmonised standards.287 Here the Court considered 

whether a Swedish ban of the chemical substance trichloroethylene could be justified 

under the Article 36 TFEU derogations even though the substance and its possible 

use were regulated by EU rules. The Court found that the ban could be justified even 

though a set of rules applied in the sector.288 This indicates that a distinction must be 

made between different forms of harmonisation, where total harmonisation measures 

leave no scope for further action in the harmonised field, while minimum 

harmonisation measures set only the minimum standard to which all Member States 

must apply. If a measure is a total harmonisation measure Member States will not be 

able to adopt additional provisions covering that sector or measures justified under 

Article 36 TFEU. Conversely, if the measure is a minimum harmonisation measure 
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the Member States are free to adopt higher standards in so far as they do not conflict 

with other provisions of the Treaty.289 The Court has emphasised though that a 

national rule or practice cannot ―benefit from the derogation provided for in Article 36 

of the Treaty if the health and life of humans may be protected just as effectively by 

measures which are less restrictive of intra-Community trade‖.290 

The Court has not only been faced with the dilemma of national measures that 

derogate from the harmonisation measures but also with precautionary measures 

taken by Member States to ensure the fulfilment of the harmonisation rules. This was 

in fact the case in Hedley Lomas291 where the UK authorities refused to issue 

licenses for the export of live animals meant for slaughter in Spain on the grounds 

that Spanish slaughterhouses did not comply with the Council Directive on stunning 

of animals before slaughter.292 The Court found that according to EU law ―a Member 

State may not unilaterally adopt, on its own authority, corrective or protective 

measures designed to obviate any breach by another Member State of rule of 

[Union] law‖.293 The Court further explained that Member States could not invoke 

Article 36 TFEU to justify a breach of Article 35 TFEU based solely on the grounds 

that said Member State was not complying with the requirements of harmonising 

rules.294 

In another case concerning trade in live animals, the so called Compassion in 

World Farming (CIWF) case,295 the Court was faced with considering whether a 

Member State could restrict the export of live veal calves on the basis of Article 36 

TFEU, in the interest of protecting the health and life of animals by preventing the 

calves from being raised under conditions prohibited in the exporting country. The 

Court considered that in interpreting the provisions of relevant EU law it was 

necessary ―to consider not only their wording but also the context in which they occur 

and the objectives of the rules of which they are part‖.296 The Court drew the 

conclusion that the Union legislator sought to reconcile the interests of animal 

protection with the proper functioning of the common market and as such had laid 
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down exhaustive minimum common standards for the protection of confined 

calves.297 The Court referred to its previous Case law by stating that it was 

established that ―where there is a regulation on the common organisation of the 

market in a given sector, the Member States are under an obligation to refrain from 

taking any measure which might undermine or create exceptions to it‖ and that 

national rules which ―interfere with the proper functioning of a common organisation 

of the market are also incompatible with such common organisation, even if the 

matter in question has not been exhaustively regulated by it‖.298 In Bennekom299 the 

Court took quite a different position by stating that:  

35 (...) it is only when Community Directives, in pursuance of Article [114] of the 
Treaty, make provisions for the full harmonisation of all the measures needed to 
ensure the protection of human and animal life and institute procedures to monitor 
compliance therewith that recourse to Article 36 ceases to be justified.

300
 

 

Despite this the Court came to the same conclusion as in  Hedley Lomas 

stating that although ―Member States are authorised to adopt within their own 

territory protective measures stricter than those laid down in a directive does not 

mean that the Directive has not exhaustively regulated the powers of the Member 

States in the area‖.301 The Court here seems not to be inclined to allow measures 

based on the precautionary approach towards animal health, even though it 

accepted that there was a lack of available scientific data as to the risk for animal 

health. The Court however only takes into consideration the effect of the measure on 

the Member States in observing that denying export licenses to transport live calves 

to other Member States had the effect of trying to regulate the treatment of calves in 

other Member States.302 Through the export ban the stricter standards for animal 

welfare that applied in one Member State were essentially being transposed to 

another. 

What can be derived from these examples is that precautionary measures 

taken by Member States in harmonised areas can only be justified under Article 36 

TFEU if the harmonisation measure provides for a safeguard clause that essentially 

provides recourse to the precautionary principle. Consideration must be given to 

both the objective and extent of the harmonising measure. Precautionary measures 
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can also only be justified within the Member State‘s own territory so where 

harmonisation measures allow Member States to adopt more stringent standards 

they don‘t allow any extraterritoriality, i.e. Member States cannot restrict trade with a 

view to protect mandatory or imperative requirements outside of their own 

territory.303  

3.5 Conclusions 

From this detailed discussion about the development and application of the 

precautionary principle by the European Courts and from the guidance provided by 

the Commission and the legislative framework some guidelines can be extrapolated 

to bring together the main elements of how the precautionary principle can be 

invoked to justify precautionary measures seeking derogations under Article 36 

TFEU or mandatory requirements. 

The precautionary is defined by the Court as ―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 reality and seriousness of those risks become fully 

apparent‖.304 

First it has been established that the precautionary principle can be invoked by 

both the EU institutions and the Member States. The EU institutions are bound to 

consider the principle in all their policy making relating to the environment or human 

health. As such the Member States can bring action against the EU institutions for 

incorrect application of the precautionary principle. The Member States are however 

bound by the precautionary principle when it is established in secondary law, for 

example with regard to food and feed safety and, where appropriate, animal health 

and animal welfare. 

The risk management decisions are in the hands of the Member States 

concerning national measures and the EU institutions for EU policy measures. As 

part of the risk management they must first identify the level of risk they deem 

unacceptable. Only in exceptional circumstances can zero-risk policies be 

justified.305 Secondly, a scientific assessment of the risk must be conducted. Such an 

assessment may take an account of the severity of the impact on health, the extent 
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of the possibly adverse affects and the possibility of delayed effects. Only valid 

scientific advice, based on the latest international scientific data and the principles of 

excellence, transparency and independence, can be considered. 

In the face of scientific uncertainty when the insufficiency, inconclusiveness or 

imprecise nature of the assessment make it impossible to determine the potential 

risk but the likelihood of considerable harm persists, the precautionary principle can 

be invoked to justify restrictive measures. Purely hypothetical risk does not justify 

recourse to the precautionary principle.  

Restrictive measures must comply with the proportionality principle. They must 

therefore be limited to what is necessary to achieve the desired level of protection, 

they must be proportional to the objective pursued and they may not have been 

achieved through less restrictive measures for intra-community trade. The burden of 

proof of the necessity of the precautionary measure lies with the Member State 

applying it. Prior authorisation measures comply with the proportionality principle if 

they have established procedures that are easily accessible and allow economic 

operators to obtain authorisation, the application must be concluded within a 

reasonable time and the final decision must subject to judicial review. An 

authorisation can only be rejected if a genuine threat to public health exists to 

support the rejection. 

Precautionary measures can only be justified in; non-harmonised areas, areas 

where there is only minimum harmonisation and Member States are allowed to adopt 

stricter standards, or where a safeguard clause is implemented in the harmonising 

measure. The measures must be justified pursuant to Article 36 TFEU and be interim 

in nature. 

Chapter 4 Application of the Precautionary Principle: Managing Risk to 

Animal Health and Welfare. 

4.1 Legal Foundations for Animal Health and Animal Welfare with Regard to 

the Precautionary Principle 

As has been clearly established the precautionary principle, despite originating 

in the environmental provisions of the Treaty, is applicable for risk management in 

health policy. The Commission in its communication on the precautionary principle 

extended the scope of the principle to cover not only human health but animal health 
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as well.306 As has been previously established Article 36 TFEU provides that the 

protection of the health and life of animals is a legitimate concern that can justify 

trade restrictive measures, provided that the measure is consistent with the 

proportionality principle, i.e. it has a legitimate aim and cannot be achieved through 

less restrictive measures for intra-community trade.307 The ECJ has confirmed this in 

its case law, establishing the protection of the health and life of animals as a 

fundamental requirement recognised by EU law.308 

When reviewing the case law of the European Courts concerning the 

precautionary principle and the precautionary approach there are a number of cases 

that, directly or indirectly, concern animal health and welfare.309 Although the case 

law has mainly dealt with the protection of human health there is clearly a link 

between human health, animal health and food safety.310 The European Commission 

maintains that the ―concept of animal health covers not only the absence of disease 

in animals, but also the critical relationship between the health of animals and their 

welfare. It is also a pillar for the Commission‘s policy on public health and food 

safety‖.311 This connection however has not materialised in the application of the 

precautionary principle as a protection for animal health and welfare to the same 

extent as it has for human health. With regard to Article 36 TFEU derogations the 

Court has been inventive in finding legislative measures to amount to a complete 

harmonisation in the field of animal health and welfare, thus giving no room to revert 

to Article 36 TFEU derogations.312 This is particularly evident in the Courts position in 

Hedley Lomas and Compassion in World Farming cases discussed in the previous 
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section on harmonisation, where the Court concluded that there could be an 

exhaustive minimum harmonisation.313  

As has been pointed out General Food Law also extends to the protection of 

animal health and welfare where appropriate. The general principles of EU food law, 

such as the precautionary principle, must therefore be considered to apply to animal 

health and welfare.314 This is reflected in the new animal health strategy where it 

states that ―animal health strategy must be seen as an integrated risk assessment 

and management strategy‖.315 It then goes on to state that: 

W]here a potentially serious threat to health is identified, but there is scientific 
uncertainty about its likelihood of occurring, proportionate provisional measures 
should be taken to ensure a high level of health protection pending further 
scientific information clarifying the extent of the risk (the precautionary principle).

316
 

 

Here the Commission seems to intend the precautionary principle to play a 

role in ensuring a high level of animal health by establishing that according to the 

precautionary principle, interim measures can be taken when there is scientific 

uncertainty as to a potentially serious threat to health. The Commission delves 

further into how this assessment should be made by claiming that ―decisions must be 

based on sound science and appropriate risk assessment‖.317 

Considering the guidelines for applying the precautionary principle which has 

been established in the proceeding chapters it is interesting to ascertain whether the 

same principles can be applied with regard to measures implemented to protect 

animal health and welfare. The Commission in its Communication on the new animal 

health strategy evidently considers the precautionary principle and its elements of 

risk assessment and risk management to be applicable for animal health policies. 

The next section will examine the ECJs position in this regard. 

4.2 The Judicial View 

The case law of the ECJ regarding precautionary measures taken to protect 

animal health and animal welfare is indicative of how the precautionary principle can 

be applied in this sphere. Due to the lack of harmonisation for animal health and 

welfare the Member States are free to adopt precautionary measures in the interest 

                                            
313

 C-5/94 Hedley Lomas [1996] ECR I-02553; C-1/96 Compassion in World Farming [1998] ECR I-
01251. For an extensive discussion on the Courts position in these cases see: R. Ludwig and R. 
O‗Gorman, ―A Cock and Bull Story?‖, p. 370-378. 
314

 Official Journal L 31/1, 01.02.2002. Regulation (EC) No 178/2002 of 28 January 2002. 
315

 COM (2007) 539 final, of 19.9.2007, p. 6. 
316

 Ibid. 
317

 Ibid. 



59 

 

of protecting animal health with recourse to Article 36 TFEU and the precautionary 

principle. To examine the Courts position two cases are analysed in an effort to 

establish how the ECJ has confronted Member State precautionary measures 

hindering trade in live animals with the view of protecting the health and welfare of 

animals and the environment. 

4.2.1 Protecting Indigenous Populations 

In the interesting case regarding Danish Bees318 the ECJ was faced with the 

question of whether national legislation prohibiting the keeping of a bee species 

other than the indigenous subspecies of the Læsø brown bee (Apis mellifera 

mellifera) on the small Danish island of Læsø, constituted as a measure having an 

equivalent effect to a quantitative restriction within the meaning of Article 34 TFEU, 

and if so, whether such a measure could be justified on the grounds of protection of 

the health and life of animals.319 

The Court observed that as the legislative measure at issue prohibited all 

importation of live bees and reproductive materials for domestic bees onto Læsø it 

consequently inhibited importation from other Member States and therefore it had an 

effect equivalent to a quantitative restriction hindering intra-Community trade.320  

In response to whether the measure could be considered justifiable under 

Article 36 TFEU on the grounds of protecting the health and life of animals the Court 

stated:  

[T]hat measures to preserve an indigenous animal population with distinct 
characteristics contribute to the maintenance of biodiversity by ensuring the 
survival of the population concerned. By so doing, they are aimed at protecting the 
life of those animals and are capable of being justified under Article 36 of the 
Treaty.

321
 

 

It goes on to say: 

From the point of view of such conservation of biodiversity, it is immaterial whether 
the object of protection is a separate subspecies, a distinct strain within any given 
species or merely a local colony, so long as the populations in question have 
characteristics distinguishing them from others and are therefore judged worthy of 
protection either to shelter them from risk of extinction that is more or less 
imminent, or, even in the absence of such risk, on account of a scientific or other 
interest in preserving the pure population at the location concerned.
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Here the Court evidently interprets animal health broadly by extending it to 

conservation of biodiversity. As the Court has consistently held Article 36 TFEU 

should be interpreted narrowly as it provides exceptions from a fundamental 

freedom.323 As discussed above this finding of the Court could be indicative of the 

special status of environmental protection within the EU legal order and the 

establishment of the environment as mandatory requirement.324 

After establishing the legitimacy of the measure the Court proceeds to 

determine whether it is compatible with the proportionality principle. The Court 

observes that the establishment of areas where populations enjoy special protection 

is a method recognised by the Rio Convention. The Court thus found that 

establishing such protective areas was an appropriate measure in relation to its 

pursued aim of protecting the health and life of the indigenous bees.325  

The precautionary approach is inherent in the Courts finding to err on the side 

of caution by allowing the protection of the bees in spite of the lack of scientific data 

confirming their status as an indigenous or endangered species, the risk of genetic 

flow between populations and the vulnerability of the population.326 What is 

interesting here is that the Court considers that as long as the populations being 

protected have characteristics that distinguish them from others they can rightly be 

protected from the risk of extinction, and even more interesting is that even without 

that potential risk he considers that the populations can rightfully be protected on 

account of other interests in preserving the pure population at the location 

concerned. Although the Court took an inherently precautionary approach it did not 

follow the requirements established for the precautionary principle, i.e. that a 

measure must be based on a scientific risk assessment, it cannot be based on a 

mere hypothetical risk and that it must be proportional to its intended aim. However, 

similarly to the Court‘s finding in Toolex327 the Court here takes not only the possible 

health implications into consideration but also the environmental impact of the 
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potential risk.328 This could suggest that the Court favours a holistic approach when it 

applies precautionary measures with regard to animal health and the environment. 

4.2.2 Prior Authorisation for Importation of Live Animals 

An important step for clarifying the possible application of the precautionary 

principle in relation to animal health, and more notably animal welfare, is the Courts 

recent judgement in the so called Andibel329 case. The case concerned a ban by the 

Belgian authorities of importing into Belgium mammals other than those expressly 

listed in an Annex to the Belgian Animal Welfare law. Here the ECJ considered 

whether Articles 34 and 36 TFEU precluded national legislation that prohibited 

importing, holding or trading in mammals belonging to species other than those 

expressly referred to in the annex to that legislation.330 

The Court found that as it was liable to restrict intra-Community trade for the 

purpose of Article 34 TFEU the measure in question had an equivalent effect to a 

quantitative restriction.  

With regard to whether the measure could be justified under Article 36 TFEU 

the Court stated that: 

27      In that regard, it should be noted, first, that the protection of animal welfare 
is a legitimate objective in the public interest, the importance of which was 
reflected, in particular, in the adoption by the Member States of the Protocol on the 
protection and welfare of animals, annexed to the Treaty establishing the 
European Community (OJ 1997 C 340, p. 110). Moreover, the Court has held on a 
number of occasions that the interests of the Community include the health and 
protection of animals.

331
 

 

The Court here unequivocally establishes that animal welfare is a legitimate 

objective in the public interest. This implies that animal welfare could constitute as an 

imperative requirement justifying restrictions on the free movement of goods. The 

Court then proceeded to establish the applicability of Article 36: 

28      Secondly, it must be borne in mind that, according to Article [36 TFEU], the 
provisions of Articles [34 TFEU] and [35 TFEU] are not to preclude prohibitions or 
restrictions justified on grounds, inter alia, of the protection of the health and life of 
humans or animals, provided that such prohibitions or restrictions do not constitute 
a means of arbitrary discrimination or a disguised restriction on trade between 
Member States, and that the Court has held that the protection of the health and 
life of animals constitutes a fundamental requirement recognised by Community 
law. 
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The Court also refers to the protection of the environment in this context, 

stating that: 

29      As regards the risk that specimens, once they have escaped into the wild, 
may continue to exist there and may therefore constitute an ecological threat, it 
must be borne in mind, thirdly, that the Court has consistently held that restrictions 
on the free movement of goods may be justified by imperative requirements such 
as the protection of the environment.
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The Court here links together animal welfare, animal health and environmental 

protection to provide a threefold justification for the breach of Article 34 TFEU. The 

Court here also establishes a possible new dimension for animal welfare 

considerations in relation to the free movement of goods. 

The Court then proceeds by stating that: 

30      Although the principle of proportionality, which underlies the last sentence of 
Article 30 EC, requires that the power of the Member States to prohibit imports of 
animals from other Member States in which they are legally traded should be 
restricted to what is necessary to achieve the objectives of protection being 
legitimately pursued (...), it is necessary, for the application of that principle in a 
context such as that of the case in the main proceedings, to take into account the 
specific nature of the species concerned and the interests and requirements noted 
in paragraphs 27 to 29 of this judgment.
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In line with its findings in the Danish Bees the Court here seems to take a 

similar holistic approach that the interests of animal welfare, animal health and the 

environment must be examined together with the intrinsic nature of the species 

concerned in order to determine whether the measure applies with the proportionality 

principle. The Court then interestingly goes on to say that ―the fact that one Member 

State imposes less stringent rules than another Member State does not mean that 

the latter‘s rules are disproportionate and hence incompatible with Community 

law‖.334 

With regard to whether the implementation of a prior authorisation scheme, 

such as the one in question, can be justified the Court states that it can be 

considered consistent with Community law if, firstly,  the drawing up of such a list is 

based on objective and non-discriminatory criteria; secondly, there is a readily 

accessible procedure to request for new species to be added to the list and lastly, 

that such a request can only be refused if on the basis of a full risk assessment the 

holding of that species is considered to pose a genuine risk to the interests and 

requirements of animal health and welfare and the environment already approved by 
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the Court. This is consistent with its established case law regarding precautionary 

measures based on prior authorisation schemes.335 Lastly the Court establishes 

recourse to the precautionary principle by claiming that: 

38      Where it proves impossible to determine with certainty the existence or 
extent of the risk envisaged because of the insufficiency, inconclusiveness or 
imprecision of the results of the studies conducted, but the likelihood of real harm 
to human or animal health or to the environment persists should the risk 
materialise, the precautionary principle justifies the adoption of restrictive 
measures. 
 

The Court here officially establishes that the precautionary principle can justify 

the adoption of restrictive measures due to a possible risk to animal health, animal 

welfare and to the environment. The Court however applies the same rigorous 

approach to the application of the precautionary principle and the proportionality 

principle as it has for the prior authorisation schemes in the food additives cases. It 

does however not actually confer upon the Member State protecting animal health 

the risk management decision of deciding on the degree of acceptable risk and 

allowing Member States to act despite scientific uncertainty. As with the cases 

concerning human health the Court here takes the same approach that in the face of 

scientific uncertainty the precautionary principle justifies adoption of restrictive 

measures when the risk of a real harm to, notably, human and animal health or the 

environment is likely. 

4.3 Possible Implications of Article 13 TFEU for the Future Application of the 

Precautionary Principle 

In Andibel the ECJ established that animal welfare is a legitimate objective in 

the public interest. With the ratification of the Lisbon Treaty a new integration 

principle has been implemented into the General Principles Title of the TFEU. Article 

13 TFEU states that: 

In formulating and implementing the Union‘s agriculture, fisheries, transport, 
internal market, research and technological development and space policies, the 
Union and the Member States shall, since animals are sentient beings, pay full 
regard to the welfare requirements of animals, while respecting the legislative or 
administrative provisions and customs of the Member States relating in particular 
to religious rites, cultural traditions and regional heritage.
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It can be considered that this provision creates a new legal situation for animal 

welfare within the EU, as the European Parliament in its resolution from 5 May 2010 

observed. The Parliament considers that ―this article applies to all livestock and 

animals in captivity, such as food producing animals, pets, circus animals and 

animals in zoos or stray animal, whilst bearing in mind that differing characteristics 

and living conditions require differentiated treatment‖.337 The European 

Commission‘s Directorate General for Health and Consumers acknowledges that 

―this puts animal welfare on equal footing with other key principles mentioned in the 

same title, i.e. gender equality, social protection, human health, discrimination, 

sustainable development, consumer protection, protect personal data‖. It further 

states that the Commission‘s activities in this area ―start with the recognition that 

animals are sentient beings. The general aim is to ensure that animals do not endure 

avoidable pain or suffering, and obliges the owner/keeper of animals to respect 

minimum welfare requirements‖.338 

This move of animal welfare policy from the fringe to the centre of EU primary 

law raises the question of whether this creates new possibilities for Member States 

to ensure a higher protection of animal welfare through precautionary measures, if 

animal welfare can now intrinsically be considered as a mandatory requirement 

justifying derogations from Article 34 and 35 TFEU.339 At these early stages in the 

legal development this however is a question that cannot be answered, although 

some indication as to future policies can be derived from the recent case law of the 

ECJ340 and the legal development within the EU.341  

Chapter 5 General Conclusions 

Although there is still considerable controversy as to the nature and 

applicability of the precautionary principle in international law342 it is evident from this 

analysis that it has become an established principle within both the EU and the EEA, 

where it has a legal foundation and established case law to provide guidance as to 
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its application. Although originally implemented as an environmental principle it is 

clear that it has become more established in the field of health protection. This 

perhaps mainly reflects the general need there was in the public health sector in 

wake of the BSE-crisis to create an efficient tool for risk management in the interest 

of ensuring the protection of public health even if that means restrictive measures 

against a fundamental freedom. As has been established the European Courts have 

been instrumental in defining the scope and application of the precautionary 

principle, the EFTA Court effectively giving legal validation to the principle within the 

EEA. 

The guidelines provided here for the application of the principle as a risk 

management tool are intended to clarify what the European Courts and the EU 

institutions interpret as acceptable application. By extrapolating the conditions set 

out in the case law some guidance has been provided as to how the principle can be 

applied consistently with the case law of the European Courts.  

Although the nature of the precautionary principle is still disputed a vast 

number of recent publications on the principle seem inclined to define it as a general 

principle of EU law.343 This view is supported by the Commission,344 the General 

Court345 and even the ECJ.346 This view is also taken here and an attempt is made to 

extend its scope into new areas of risk management and apply it as a general 

principle of EU law. The field of animal health and welfare provides an interesting 

aspect for the future development of the precautionary principle. As the causal link 

between animal welfare, animal health and human health is gaining more 

recognition, it could result in more consideration being given to the importance of the 

health and welfare of animals. This is evident in the recent legal developments of the 

EU in the field of animal welfare that now must be considered when integrating all 

future EU rules and policies. The recognition that animals are sentient beings could 

prove to be instrumental in the development of animal health and welfare interests in 

the EU. As stated in the beginning of this thesis it is predicted that animal health and 
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welfare will become important issues in trade disputes in the future.347 A reliable 

definition of the elements of the precautionary principle and a consistent approach to 

its application could make the precautionary principle an invaluable tool in managing 

risk and trade related issues in the field of animal health and welfare. 
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