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Introduction

1 Approach and Aims

This book addresses the impact of the increasing role of the legal method of systema-
tization in EU law on the example of EU product safety regulation. The notion of
systematization thereby describes the collection and rationalization of the law
into an internally complete, consistent and decidable complex of general, abstract
propositions. Rationalization of the law means the generalization of legal rules,
legal thought, and the formation and systematization of legal institutions.' It
argues that the legal method of systematization that has been developed in a wel-
fare-state context transforms to be increasingly used as a regulative tool for pro-
European members of the legal society to functionally integrate the market. It
illustrates on the example of EU product safety regulation as a reference area the
impact of systematization on EU law. It then draws conclusions from this phenom-
enon and seeks to redefine the current place and origin of systematization in the EU
legal system. The analysis is grounded on a firm understanding of the genesis and
rationales of EU law. As the EU’s main purpose in this respect is to “establish the
internal market” (Art 3 (3) sentence 1 TEU, emphasis added), the analysis is situated
in the broader political context of functional European integration.

I will put forward and establish two main arguments. First, in certain sectors such
as in EU product safety regulation, the quality of EU law changes from a sector-
specific and reactive field of law to an increasingly coherent legal system at European
level. Instead of punctual market intervention,? it thereby increasingly governs
whole market areas, leaving little or no leeway for Member States’ legal systems

'See Thomas Raiser, ‘Max Weber und die Rationalitiit des Rechts’, Juristenzeitung, No. 63, 2008,
pp- 853 et seqq., at p.854.

2See on the problems arising from EU punctual market intervention into member state legal systems
W.-H. Roth, ‘Transposing “Pointillist” EC Guidelines into Systematic National Codes — Problems
and Consequences’, European Review of Private Law, No. 6, 2002, pp. 761 et seqq.

Xiii
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and their actors.’ By doing so, it challenges and often fully replaces the respective
welfare-based legal systems in the Member States for the benefit of a market-driven
EU legal system.

“(A) deeper commitment to common interpretation of EU rules across the Member States
will increase coherence. But though true, it is not cost-free. Even if one is prepared to
engage in the quest for ‘systematisation’ of the EU’s legislative acquis, the consequence of
success in such a quest is unavoidably that limits are placed on national autonomy in the
areas touched — incrementally, as a ‘patchwork’ — by the EU. A more coherent system at EU
level may lead to a less coherent system at national level.”™

It follows that the current understanding of systematization in EU law as a
value-neutral exercise which only aims at the better organization of the EU legal
system conceals its regulatory power, much to the disadvantage of the sovereignty
of Member State’s legal systems and the institutional balance of the EU. “The
concept of law as system operates as a regulative institutional ideal of law™ and
uses that ideal as justification of its legal agents.® Second, at European level, this
ideal is in development. It reflects the change of the function of Statecraft from
nation-states to the age of market-states.” Systematization of law has in history been
tied to the ideal of the creation and preservation of certain purposes that defined the
basis of a State.® While the purpose of systematization has been a main feature of
the state-making agenda of nation-states, the same technique of systematization in
the EU nowadays creates an internal market. The systematizing exercise is there-
fore not only a materialization of law, as Max Weber has demonstrated on the
example of the systematization of law in nation-states. In the EU, systematization is
in the first sense a tool of economization, which copes with both the aims and values
of the EU legal order and the challenges that arise from the accession into the mar-
ket-state age.

The current concept of systematization is hence too limited in two ways: First, it is
too limited when it is compared to the direct and indirect impact of systematization
on the legal sphere of individuals, the EU institutions, and the Member States.
Second, it is too limited when it is compared with the rights and values the EU

3See to this phenomenon on the example of contract law G. Wagner, ‘Mandatory Contract Law:
Functions and Principles in Light of the Proposal for a Directive on Consumer Rights’, Erasmus
Law Review, No. 3, 2010, 47, 48 et seqq.; on the example of state liability N. Zingales, ‘Member
States Liability vs. National Procedural Autonomy: What Rules for Judicial Breach of EU Law’,
German Law Journal, No. 11,2004, 419 et seqq.

4S. Weatherill, ‘The ‘principles of civil law’ as a basis for interpreting the legislative acquis’,
European Review of Contract Law, No. 6, p. 80.

3J. Bengoetxea, ‘Legal System as a Regulative Ideal’, in: Koch/Neumann (eds.), Praktische
Vernunft und Rechtsanwendung, ARSP-Beiheft 53, 1994, p. 65.

¢J. Bengoetxea, ‘Legal System as a Regulative Ideal’, in: Koch/ Neumann (eds.), Praktische
Vernunft und Rechtsanwendung, ARSP-Beiheft 53, 1994, p. 65.

"P. Bobbitt, The Shield of Achilles: War, Peace and the Course of History, New York, Knopf, 2002;
D. Patterson and A. Afilalo, The New Global Trading Order: The Evolving State and the Future of
Trade, Cambridge, University Press, 2008.

8The term “State” is used herein to refer to the entity that governs law.
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legal system is based upon. These rights and values nowadays do not only mirror
traditional peacekeeping aims any longer but also cope with the challenges arising
from a change of Statecraft in Europe from nation-states to market-states.

According to the first phenomenon, systematization has not been recognized as
a regulatory tool. In EU law, it creates a new integration-method, which transforms
the design of EU law. The predominance of judge-made law, as we know from the
common-law systems switches to the building of principally gapless legal systems
by using the civil-law tradition of the majority of the Member States to achieve
market-related aims of twenty-first-century statecraft. The result is a changing role
of the European judiciary and a likewise gain of regulatory power for systematizing
institutions such as the Commission, European agencies, non-governmental
organizations, and non-governmental experts groups. Systematization draws not
only on the relationship of public legal institutions but also on the way individuals
are addressed. Individuals are affected as they need to cope with a new, market-
driven EU legal system that follows its own logic and methodology. In systematized
European legal areas, the individual becomes unconnected from its role of nation-
state citizen to a mere market-citizen as consumer or entrepreneur. Within the
market-state systematization agenda, the individual is therefore targeted as a market-
citizen who chooses between the different incentives mechanisms provided. Instead
of harvesting for patterns of consumer choice, systematization of product regulation
creates normative models, which addresses market citizens in a systematized way as
a group in order to create an internal market.

According to the second phenomena, systematization requires a new definition
and a corresponding new framework in EU law. The current understanding of
systematization is still based on the eighteenth and nineteenth-century concept of
the creation of a nation-state, which is hierarchically ordered, endowed with all
function of government, and protects and distributes the welfare of the individual
citizen. The systems developed nowadays at EU level respond to and govern
phenomena of the twentieth and twenty-first centuries: The loss of nation-state’s
regulatory power results in the need to exercise shared sovereignty, and to use incen-
tive structures instead of top-down regulation. The systematized market-related
view increasingly addresses the behaviour of individuals in groups rather than the
protection of the individual. The individual is targeted as a mere agent of economy,
deriving its ethos for being a citizen mainly from its ability to consume. Thereby a
new view to enforcement structures and rights protection that correspond to the
systematized addressing of individuals is needed. The prevailing doctrine of indivi-
dual judicial enforcement needs to be increasingly substituted through private
enforcement that copes with these changing legal roles of individuals. These pheno-
mena form new challenges to systematization, which are expressed in the way
systematization designs the EU as a state and how it needs to be constitutionalized.

EU product safety regulation forms an ideal test case for this thesis as it has
emerged in recent years from a sector-specific and reactive field of law to an increa-
singly coherent and autonomous legal and even codified system at Union level,
which follows its own rules and procedures. EU product safety regulation mirrored
already very early this increasing impact of market-state-driven systematization, as
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this area has served as playing field for the many regulatory designs for various
institutions at EU level. Unlike in nation-states in the 1970s, the impact of such
systematization has been largely absent from systematization of EU product safety
law. This is due to the persistent but erroneous assumption that systematization
exercises have no regulatory function.

2 Methods

The approach this book takes is a contextual European law approach. Taking for
granted that EU law forms an independent, autonomous legal system with a like-
wise evolving European legal culture, which cuts across nation-state’s borders with
a view of erasing them, problems are viewed through the lens of EU law only. The
starting point of analysis is hence the wording of the respective European legislative
or judicial provisions. As this thesis is based on a contextual understanding, such
analysis is not limited to the syntax of positive law. Law is not only geared towards
the realisation of individual rights but also “to achieve specific goals in concrete
situations.” “The object of scientific research is not so much the legal terminological
conceptions, but rather the problems in life they aim to solve.”!” In this sense, law is
political. In such an area of political or regulative economic law as the EU legal
order, formal legal constructions recede behind the politics of the law.!" “Law is to
take responsibility not only as a policeman for a minimalist or formal legal order,
but as an entity that must ‘constitutionalise the economy’; placing individuals in an
economic context where real private autonomy — or private bargaining on an
equitable basis — is possible (beyond the veneer of a formally ‘equal’ granting of
individual rights).”!?

If we take these sentences as general guidance, we see that it is difficult to recog-
nize the features of systematization through the lenses of the traditional legal
categories such as the public/private divide. Approaches to the investigation of
these regimes therefore need new pathways. As “(t)he ‘makers of the law’ do not
operate in a void”," the scope, meanings, societal settings, and regulative goals, in
which these provisions are embedded, form a much more fruitful basis for analysis

°G. Teubner, ‘Juridification: Concepts, Aspects, Limits, Solutions’, in: Teubner (ed.), Juridification
of Social Spheres: A Comparative Analysis in the Areas of Labour, Corporate, Antitrust and Social
Welfare Law, Berlin, de Gruyter, 1987, p. 15.

0K. Zweigert/H. Kotz, Einfiihrung in die Rechtsvergleichung, Tiibingen, Mohr Siebeck, 1996, 3rd
ed., p. 45, translation by KP.

1E. Steindorff, ‘Politik des Gesetzes als AuslegungsmaBstab im Wirtschaftsrecht’, in: 1. Festschrift
fiir Karl Larenz, 1973, p. 230 f.

2M. Dawson, New Governance and the Transformation of European Law: Coordinating EU
Social Law and Policy, Cambridge, University Press, 2011, p. 106.

BR. van Caenegem, European Law in the Past and the Future — Unity and Diversity over Two
Millenia, Cambridge, University Press, 2002, p. 89.
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(“law in action approach”). In this respect, any analysis of EU law cannot be
departed from the evolutionary relationship of Statecraft, culture, markets, and
the people acting within these frameworks. EU law hence needs evaluation in the
context of the interaction of statecraft, markets, and their players.'* Crucial for the
analysis is hence not so much the form, setting, and legal quality of Union action,
but the question who decides and acts in EU law to what end. This institutional
question is much better fit to tell us about the outcomes of the different values and
social goals underlying the respective law and therefore even about the law itself.'s
These insights may then help to understand in which way law is used as an intentional
“activity of attempting to control, order or influence the behaviour of others.””*¢

The main aim of this book is therefore to use the example of EU product safety
regulation to highlight the massive regulative impact that the systematization of EU
law has on the EU legal system beyond the mere rationalizing character. In order to
achieve this challenging goal within the parameters of this study, it is necessary to
leave many interesting questions, which are triggered by the systematization of EU
law, open or at least only scratch at their surface. For this reason I will not discuss
the embedding of European product safety regulation in its larger context of
international law, especially WTO law.

3 Structure

Chapter 1 is largely descriptive and embraces only a few normative elements.
However, it will set the scene and pave the way for the substantial arguments which
are to come. This book interlinks two main fields of study in EU law, which are
product safety regulation and systematization. In order to investigate both concepts,
Chaps. 1 and 2 will clarify their form and content.

Chapter 1 introduces the development of systematized product safety regulation
in EU law. Product safety regulation in EU law has developed from a rather sector
specific field of law to an increasingly systematic and abstract concept, which
follows its own methodologies that have become typical for EU product safety
regulation. We may identify a “new approach” and a “new governance” regime at
work in EU product safety regulation, which both developed at a different speed and
to a different intensity. However, both concepts developed in two waves and are
gradually merging into one coherent system nowadays. The ECJ in its “Dassonville”
and “Cassis de Dijon” judgments catalyzed the systematization of the “new approach”-
product regime by introducing a new understanding of market harmonization at

“In general J. Bell, French Legal Cultures, London, Butterworths, 2001, p. 5; C. Callies/P.
Zumbansen, Rough Consensus and Running Code, Oxford, Hart, 2010, p. 5.

SN. Komesar, Imperfect Alternatives: Choosing Institutions in Law, Economics, and Public Policy
Cigaco, University of Chicago Press, 1997, pp. 4-5.

18], Black, ‘Critical Reflections on Regulation’, Australian Journal of Legal Philosophy, No. 27,
2002, p. 25.
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European level. With regard to “new governance”-products, public pressure resulting
from experiences with catastrophes triggered the first wave of systematization.
On the contrary, scholars, the Commission, and the European Council have
triggered the subsequent second wave of systematization in both regimes jointly.
Systematization has been a reaction to scientific or political proposals such as the
Sutherland-report, the “Lisbon”-agenda as well as the “new governance” and “better
regulation” strategy. Hence, while the ECJ played a significant role during the first
wave, its complete absence is notable in the second wave.

In Chap. 2, I will describe the concept of systematization in EU law and regulation.
It serves two purposes: It first maps what is covered by the term “systematization”
according to European legal history. Second, it aims to increase the awareness of
systematization in the context of the European idea. I will show that systematization
is not an end in itself. Rather, it has as a regulatory tool influence on major questions
and developments in the EU.

I will first introduce systematization as a construction of models. Within this con-
cept, the works of Savigny on the Rechtsinstitut and of Weber on the rationalization
of law have been particularly influential. Having sketched their works on systemati-
zation, I will devote more time to investigating the casuistic element of systematiza-
tion. I will map the different traditional forms such as collection, codification,
commentary, compilation, and consolidation of law and add a more recent form of
systematization, which I will term systematization through application. This form
has become especially prominent in the area of regulation, where the regulators
conduct systematizing of laws and regulation in their everyday case-to-case work.

Subsequently, I will investigate the impact of systematization on the EU legal
system. Systematization may have an effect on several accounts: official documen-
tation regularly perceives systematization as a rationalizing tool only, whose aim is
to better organize disparate law. However, the impact of systematization is much
stronger: By first addressing individuals with normative overarching collective
concepts and second, formalizing the interaction between individuals, Member
States, and the EU, it influences the construction of Europe as a market state. The
concept of systematization hence mutates according to the change of ideals it aims
to achieve from nation-state features to market-state features. In the nation-state,
these ideals have been coloured with specific welfare-state language, which resulted
in the materialization debate of European private law systems in the 1970s. The EU,
however, following a market-creation agenda, is based on different ideals than the
welfare-economics of nation-states. The conflict between nation-state values and
EU values can be overcome by viewing systematization in light of the specific
market-related criteria, inspired by the “market state” theory of Philip Bobbitt.
Breaking away from traditional welfare-state models and focusing upon the “market
state” features developed by Bobbitt enables us to understand the impact of systema-
tization on EU product safety regulation. This mutation materializes on several
accounts in EU law: It contributes to identifying the European people as a market
society which is mainly formed and addressed by consumers. Instead of addressing
individual citizens and their political rights, EU law targets the individuals in a
systematized way according to their role they play as an economic group on the
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market. The systematization of EU law furthermore has an impact on the institu-
tional balance within the EU. With respect to its constitutionalizing function,
systematization is a general prerequisite for the well-functioning of constitutional
pluralism in the EU. To this end, the systematization also works towards establishing
itself as a method of integration of EU law into the Member State’s legal system.
It switches the court’s task to “harden” law through ad-hoc judgment to systema-
tized decisions taken by many actors of the European legal society. Thereby, it in
fact replaces supplements or underpins the “integration through law” concept. This
does not mean that this development is desirable. It is, however, one way to make
sense of the evolution and development of the EU legal order.

In Chap. 3, I will relate the findings of Chaps. 1 and 2. The two regimes of EU
product safety regulation, which I categorize as “new approach” and “new gover-
nance” products, demonstrate such an impact of systematization on EU law: “New
approach products” are products falling within the “new approach” methodology of
the EU, while “new governance” products describe risky products regimes that were
systematized separately from the “new approach”, namely, chemicals, pharmaceuti-
cals, and foodstuff and feedstuff. Selected cases from these areas are systematically
assessed, exemplifying pars pro toto the dimension of the impact of systematization
in these areas on the EU as an institution, the role of the ECJ, Member States, and
the individual and legal scholarship.

The impact of systematization on the EU as a market state will be first illustrated
by the increasing systematizing efforts with regards to incentives regulation in the
area of “new approach”-regulation. The introduction of incentives regimes through
the “new approach” agenda provides a textbook example of the success of market-
state regulation. According to this impact of systematization on constructing the EU
as a market state, European product safety administration is becoming increasingly
systematized both in respect of procedure and substance. Traditional models of
single enforcement have decreased while procedures of direct administration and
collective redress have increased. The collection, recasting, and intensification of law
have built an administration that does not allow for influences other than European
ones. Member States may take part in decision finding; however, decisions are made
and increasingly also enforced at European level. With respect to the wider approach
of regulation, responsive regulation is slowly introduced to most areas of EU
product safety regulation. In this respect, horizontal models are construed which
govern the behaviour of agents in a systematized way. The rationalizing value of
systematization will be illustrated through the example of the modernization of the
“new approach”.

Within the “market state” systematization agenda, the individual is targeted as a
“market citizen”, which contributes to the creation of a normative “market society”.
Instead of harvesting for patterns of such consumer choice, systematization of EU
product regulation creates normative models, which regulates market citizen’s
choices in order to create an internal market. As there are very detailed rules in
Europe about which risks to accept and what measures need to be taken in order to
minimize these risks, a normative European market society is identified although
such Verbandseinheit does not exist at European level. Furthermore, the information
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model underlying the respective European legislation discloses a normative model
which addresses the individual through a market-oriented lens as a group of confi-
dent consumers. Individuals are hence reduced to fit into the normative group-model
proposed by the EU legislator. Both examples manifest a potential clash between
the normative models acquired by systematization and existing forms of law in
action. This clash may be explained by the need of regulators to take political
choices in order to cope with the incoherence in demand in society for regulation.!’
I will call for a bottom-up approach of product safety regulation, which is coupled
with the need to top-down regulation. In order to govern this clash effectively,
market-state EU law needs to increasingly provide collective rights instead of
individual rights.

Systematization furthermore has an impact on the constitutionalization of the EU
legal order. On the example of several cases from the areas of “new approach” and
“new governance”-products, I will show that in such systematized areas, the role of
the ECJ is decreasing. While the ECJ played a significant role in the integration-
through-law-process in the past, the increasing role of systematization narrows the
margin of manoeuvre of the Court with the result that other actors take over the role
as “engine” of integration.

The integrative function of the systematization of EU product safety regulation
towards Member States will be illustrated by two concepts, which I call “integration
through system confrontation” and “integration through system competition”. The
first concept relates to an integration method, whereby European law establishes a
fully featured legal system, which is applicable alongside the national legal system,
has substantially the same requirements, and integrates European law into the
national system as future changes will be implemented only according to the regu-
latory logic of the European system. The European system will thus ultimately be
applicable in practice and will thereby “confront” national legal systems. I will
illustrate this method through the example of the classification and labelling require-
ments of REACH when contrasted to the German legal system. “Integration through
system competition” works by establishing a European legal system apart from
national legal systems, which then compete for application. Substantially, the
systems diverge but work to the same end. European law will then be integrated,
when the European legal system acquires more attention than the national legal
systems. Accordingly, national legal systems need to realign themselves with the
“better” European system in order to remain attractive. I will illustrate this example
by comparing the European centralized procedure for medicinal products with
national authorization systems.

Chapter 4 will then locate systematization of EU product safety regulation within
the wider concept of Union law. I will test the existing features of systematization
of EU product safety regulation against the requirements of EU law. As to the
European legal culture, the fragmentation of EU law does not hinder systema-
tization. In fact, continental law in particular has always been fragmented. Such

7C. Sunstein, Free Markets and Social Justice, Oxford, University Press, 1997, 131.
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fragmentation is no obstacle to systematization and moreover it challenges it. As to
the European constitution, I will identify several policy objectives that indeed ask
for systematization of Union law and especially EU product safety regulation. Art.
13 (1) TEU and especially the precautionary principle, stipulated within the policy
area of environmental protection, require systematization.

However, these policy objectives do not directly translate into competences for
systematization of EU product safety regulation. According to the principle of con-
ferral (Art. 5 (1, 2) TEU), any “act” of the EU requires a competence. I will show
that systematization indeed qualifies as just such an “act”. First and foremost,
systematization’s normative value supports such a view. Additionally, assorted
codes in EU law have been based on an additional competence that explicitly
allowed for systematization. As the EU therefore requires a special competence in
order to systematize at least through legally binding legislation, it still remains to be
seen whether systematization through soft law is also in need of a competence.
I will challenge the prevailing view that soft law in general does not require any
competence. There is evidence from both written primary law and European court
decisions that quite the opposite is true. Taking the significant normative value of
soft law especially in the area of the systematization of EU product safety regulation
into account, it would indeed be fundamentally at odds with the principle of confer-
ral if we denied such a competence requirement.

As systematization hence requires a competence that goes beyond the compe-
tences of the underlying legislative acts, I will investigate whether and to what
extent such competences exist. The post-Lisbon competence regime also requires a
fresh look into possible competences for systematization of EU product safety
regulation. As I will show, both competence areas, that of shared competences and
the competence to support, coordinate or supplement, allow for systematization in
principle. While within the area of shared competence systematization may be
used as an integrative tool, which actively harmonizes Member State regulation,
the competence area to support, coordinate, or supplement does not cover such
a purpose. Systematization is only possible on the condition that it covers only
EU law, which supplements Member State legal systems. Following this logic, Art.
114 (1) TFEU read in conjunction with the doctrines of implied or resulting powers
may serve as a sound competence norm for the systematization of areas, which are
covered by shared competences. Art. 352 TFEU may provide the basis for the sys-
tematization of acts of EU product safety law within the area of the competence to
support, coordinate, or supplement. The principle of proportionality, however, stip-
ulates certain limits as to the degree to which systematization of EU product safety
regulation is possible. Generally speaking, the risk inherent in the generalizing
approach of systematization to over- or underinvolve certain safety needs need to be
dealt with according to these principles.

The book concludes with identifying the risk to understand systematization of
EU product safety regulation as a “mere technical” exercise. It argues for a political
understanding of systematization, which is used as a regulative tool to foster market
integration. Understanding systematization in this view enables us also to limit its
regulatory scope. Tensions arise specifically where systematization at EU level is
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used to implement ideals that cannot be explained by market-integration, typically
by enforcing welfare-state models that are typical for one Member State at EU level.
Within these areas, the book argues, systematization cannot be used to regulate
cultural and value pluralism in the EU with the view of achieving an internal market.
The systematized market-state view also requires a new understanding of EU law.
In areas transferred at European level in a systematized way, the enforcement of EU
law follows specific market-state rationales which are different from the nation-state.
In order to ensure effective enforcement of this market-state EU law, enforcement
structures hence need also adopt these rationales at EU level.



Chapter 1
Mapping the Systematization
of EU Product Safety Regulation

Intellectuals solve problems, geniuses prevent them.

—Albert Einstein

The basic idea of EU product safety regulation is to cover the two antipodes of
international product safety law that were separately identified in the 1980s': on
the one hand it aims to enable the free movement of risky products, which has been
investigated by R. Rosecrance to be necessary in growing trading states.? On the
other, it should provide a legal framework at EU level for the dangers evolving
from the universality of risks, which U. Beck argued was missing in 1986 even at
national level.?

This legal framework of EU product safety regulation has nowadays emerged as
an autonomous legal system. I will first descriptively sketch the development from
sector-specific respectively reactive regulation to an increasingly systematized con-
ceptual legal framework (Sect. 1.1). Using this as a basis, I will then develop a
normative system of EU product safety regulation (Sect. 1.2).

'As antipodes those two goals were identified in 1995 by H.-W. Micklitz, Internationales
Produktsicherheitsrecht: Zur Begriindung einer Rechtsverfassung fiir den Handel mit risikobe-
hafteten Produkten, Baden-Baden, Nomos, 1995.

2R. Rosecrance, The rise of the trading state: commerce and conquest in the modern world, New
York, Basic Books, 1986.

3U. Beck, Risikogesellschaft: auf dem Weg in eine andere Moderne, Frankfurt am Main, Suhrkamp,
1986; in English: U. Beck, Risk society: towards a new modernity, London, SAGE, 1992.

K. Purnhagen, The Politics of Systematization in EU Product Safety Regulation: 1
Market, State, Collectivity, and Integration, Ius Gentium: Comparative
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1.1 The Emergence of Conceptual Risk-Based Product
Safety Regulation in Europe

Risk has emerged as a prominent field of study throughout social sciences in recent
years — it has “become a new lens through which to view the world”.* EU product
safety regulation is no exception in this respect, although the rhetoric of risk was
introduced into the discussion at a rather late stage.” After assorted regulatory
experiments with product regulation that shattered the EU, such as the ‘new
approach’,® ‘new governance’,” ‘innovative legislation’,® and the ‘comitology-
procedure’,’ to mention but a few, have been addressed and discussed, it might be
instructive to revisit what has been achieved. We are now facing the fact that we are
confronted with a new legal field in European scholarship that emerged from sector-
specific regulation to become an increasingly coherent structure at European level.'"”
A comprehensive study of these developments deserves a book in itself. Within this
subchapter I will highlight what I identify as being the main developments towards

*B. Hutter, ‘The Attractions of Risk-based Regulation: accounting for the emergence of risk ideas
in regulation’, CARR Discussion Paper, No 33, 2005, p. 1.

>The first comprehensive legal study on EU product safety regulation was provided by E. Vos in
1999 see E. Vos, Institutional Frameworks of Community Health and Safety Legislation:
Committees, Agencies, and Private Bodies, Oxford, Hart, 1999. U. di Fabio as well as E. Fisher
provide analysis of consumer safety with a special emphasis on the use of ‘risk concepts’ in admin-
istrative law, see U. di Fabio, Risikoentscheidungen im Rechtsstaat, Tiibingen, Mohr Siebeck,
1994; E. Fisher, Risk Regulation and Administrative Constitutionalism, Oxford, Hart, 2007,
C. Hodges highlights that concepts of regulation are usually used where competitive markets need
to be ensured. However, these regulatory debates, as Hodges then emphasizes, may also be adopted
to explain matters of safety, see C. Hodges, European Regulation of Consumer Product Safety,
Oxford, Oxford University Press, 2005, p. 7; S. Krapohl, Risk Regulation in the Single Market — The
Governance of Pharmaceuticals and Foodstuffs in the European Union, Houndmills, Palgrave,
2008, highlights the path-dependency of the risk regulation regimes (esp. pp. 17 et seqq.).

¢See inter alia C. Joerges/H. Schepel/E. Vos, ‘The law’s problems with the involvement of non-
governmental actors in Europe’s legislative processes: the case of standardisation under the ‘new
approach’, EUI working papers LAW, No. 9, 1999.

"H. Schepel, The Constitution of Private Governance: Product Standards In The Regulation Of
Integrating Markets, Oxford, Hart, 2005.

8 A. Windhoff-Héritier/S. Eckert, ‘New modes of governance in the shadow of hierarchy: self-
regulation by industry in Europe’, Journal of Public Policy, No. 28, 2008, pp. 113 et seqq.

°See especially the works published in C. Joerges/J. Falke (eds.), Das Ausschufiwesen der
Europdischen Union: Praxis der Risikoregulierung im Binnenmarkt und ihre rechtliche Verfassung,
Baden-Baden, Nomos, 2000.

1°See in this respect also A. Alemanno, ‘The Birth of the European Journal of Risk Regulation’,
European Journal of Risk Regulation, No. 1, 2010, p. 2; S. Krapohl, Risk Regulation in the
Single Market — The Governance of Pharmaceuticals and Foodstuffs in the European Union,
Houndmills, Palgrave, 2008, pp. 1-7; G. Sydow, Verwaltungskooperation in der Europdischen
Union, Tiibingen, Mohr Siebeck, 2004; H.-W. Rengeling, Europdisches Stoffrecht — Zur
Harmonisierung, Systematisierung und Kodifizierung allgemeiner Regelungen, Koln, Carl
Heymanns, 2009b; id., ‘Harmonisierung und Systematisierung im Europdischen Stoffrecht’,
Deutsches Verwaltungsblatt, No. 124, 2009a, pp. 605 et seqq.; critical with respect to agencies
E. Vos, ‘Agencies in the European Union’, in Zwart/Verhey (eds.), Agencies in European and
Comparative Law, Antwerp/Oxford/New York, Intersentia, 2002, p. 142.
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this end. I will provide a condensed overview of the phenomenon of systematization
in EU product safety regulation in order to first draw a more general picture of the
development and second to explain the diverse development of ‘new approach’ and
‘new government’ products (Sect. 1.1.1). I will then examine the developments of
these regimes in detail, first the ‘new approach’-products (Sect. 1.1.2), then ‘new
governance’-products (Sect. 1.1.3).

1.1.1 The Different and Yet Common Development of ‘New
Governance’- and ‘New Approach’-Products — A Summary

EU institutions were never designed to deal with issues of product safety regulation,
or, more generally, consumer protection.!" EU product safety regulation was only
touched upon indirectly through European regulation whose primary objective was
market integration.!>? However, the story of EU product safety regulation that is
conventionally seen as spill-over from market integration began in 1965, when, in
response to the thalidomide catastrophe, Directive 65/65/EEC introduced a manda-
tory requirement for the authorisation of pharmaceuticals in Europe. Regulations on
chemical law were to follow soon after, when Directive 67/548/EEC provided
detailed regulation on the classification, packaging and labelling of dangerous sub-
stances in the EEC in 1967. Subsequently, the EU also introduced regulation on
foodstuffs in the 1970s, for example Directive 73/241/EEC on the requirements for
cacao and chocolate products intended for human consumption. Each of these
regimes have since been updated, revised and conceptualised. For these kinds of
regimes, the European legislator chose mainly a complete solution in the form of a
total harmonisation approach'? that allowed each regime to develop its own regulatory
logic and interdependencies at EU level.

In 1985 a ‘new approach’ to product safety regulation was introduced to first
cover electrical and industrial machinery. As the first systematic concept of
EU product safety regulation, it was soon widened to apply to all kinds of
consumer products. A fundamental development in the ECJ’s judicature, triggered
through the ‘Dassonville’'* and ‘Cassis de Dijon’!> judgments on the freedom
of movement of goods, facilitated the change of direction to conceptual and

See in this respect also E. Vos, ‘Responding to Catastrophe: Towards a New Architecture for EU
Food Safety Regulation?’, in: Sabel/Zeitlin (eds.), Experimentalist Governance in the European
Union, Oxford, University Press, 2010, p. 152.

2See to this end also C. Joerges/J. Falke/H.-W. Micklitz/G. Briiggemeier, Die Sicherheit von
Konsumgiitern und die Entwicklung der Europdischen Gemeinschaft, Baden-Baden, Nomos, 1988,
p-239; S. Whittaker, Liability for Products: English Law, French Law, and European Harmonisation,
Oxford, University Press, 2005, pp. 436-440.

BC. Joerges/J. Falke/H.-W. Micklitz/G. Briiggemeier, Die Sicherheit von Konsumgiitern und die
Entwicklung der Europdischen Gemeinschaft, Baden-Baden, Nomos, 1988, p. 254.

14Case 8/74, Judgment of the Court of 11 July 1974, Procureur du Roi v Dassonville, [1974] ECR, 837.
5Case 120/78, Judgment of the Court of 20 February 1979, Rewe-Zentral AG v Bundesmonopolver-
waltung fiir Branntwein, Cassis de Dijon [1979] ECR 649.
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systematised regulation.'® These judgments hence established the basis for the
first wave of systematization of EU product safety regulation.

The systematised ‘new approach’, however, explicitly excluded products that had
already been regulated in other regimes from their scope of application. Accordingly, since
that time, two regimes of EU product safety regulation have been in place, which have
both developed at a different speed and intensity, and have followed a different logic.
According to the total harmonisation approach, each regulation of chemicals, pharmaceu-
ticals, and foodstuffs affected the whole market area of the respective product and thereby,
within the application of the respective act, created new market policies, while the regula-
tion of ‘new approach’-products have been designed as sector-specific, product-related
acts that envisaged only single products. Furthermore, ‘new approach’ legislation each
followed the overarching regulatory logics of the ‘new approach’ technique. Thereby,
despite their product-related design, ‘new approach’-legislation has been inheriting hori-
zontal systematic regulatory logics right from the beginning. European legislation on
chemicals, pharmaceuticals, and foodstuffs, however, lacked such an overarching logic
that would relate the respective acts to each other within their regimes and between them.

In the 1990s the extent of European regulation in both regimes had developed to
the point where the system was barely manageable. The ‘Sutherland’-Report hence
proposed systematization of legislation within these sectors.”” The Commission
likewise identified the need to consolidate or even codify each of the regimes, ‘new
approach’, pharmaceuticals, chemicals, and foodstuffs, separately.'® However, in the
aftermath of the Sutherland report, meaningful moves aimed at the consolidation or
codification of these areas has not been undertaken in practice.

The ‘new governance’” and ‘better regulation’? or ‘smart regulation’®! concepts,
as offspring from the ‘Lisbon-agenda’,?? created the second wave of systematization

1°P. Craig/G. de Biirca, EU Law — Text, Cases and Materials, 5th ed 2011, pp. 594 et seq.;
C. Joerges/J. Falke/H.-W. Micklitz/G. Briiggemeier, Die Sicherheit von Konsumgiitern und die
Entwicklung der Europdischen Gemeinschaft, Baden-Baden, Nomos, 1988, pp. 307 et seqq.; the
rationalization process triggered by this development still harkens back to date, see H.-W. Micklitz,
‘Some Considerations on Cassis de Dijon and the Control of Unfair Contract Terms in Consumer
Contracts’, in: Boele-Woelki/Grosheide (eds.), The Future of European Contract Law: Essays in
Honour of Ewoud Hondius, 2007, New York, Wolters Kluwer Aspen Publishing, pp. 387 et seqq.
"The Internal Market After 1992 — Meeting the Challenge, Report to the EEC Commission by the
High Level Group on the Operation of Internal Market, presided over by Peter Sutherland — October
28, 1992, SEC(92), 2044.

8Communication from the Commission, ‘Follow-up to the Sutherland Report — Legislative
Consolidation to Enhance the Transparancy of Community Law in the Area of the Internal Market’
COM(93) 361 final, pp. 3, 6 et seq.

YEuropean Governance — A white paper, COM(2001) 428 final.

20See Mandelkern Group on Better Regulation, Final Report, 13 November 2001; the Commission’s
website on ‘Better Regulation’, available at http://ec.europa.eu/governance/better_regulation/
simplification_en.htm.

2IL. Allio, ‘On the Smartness of Smart Regulation — A Brief Comment on the Future Reform Agenda’,
European Journal of Risk Regulation, No. 2, 2011, pp. 19 et seqq.; H. McColm, ‘Smart Regulation:
The European Commission’s Updated Strategy’, European Journal of Risk Regulation, No. 2,2011, pp. 9
et seqq.; J. Wiener, ‘Better Regulation in Europe’, Current Legal Problems, No. 59, 2006, pp. 447 et seqq.
2C. Radaelli, “Whither better regulation for the Lisbon agenda?’, Journal of European Public
Policy, No. 14, 2007, 190.
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in the new millennium. They acted as a catalyst for the conceptual categorisation of
the respective regimes, which transferred each of them from a punctual regulation
area to a comprehensive, European policy area. Further along the line, with the
general notion in the new millennium to intensify the institutional character of the
EU, the ‘new governance’ and ‘better regulation” approaches also fostered system-
atization of existing legislation. According to this strategy, first pharmaceutical,
then foodstuffs and finally chemical regulation was substantially consolidated and
even codified in some cases. In addition, independent European institutional set-
tings for these regimes have been created in the form of agencies at European level.
Hence, the ‘new governance’ approach finally introduced the missing overarching
regulatory logics to chemical, pharmaceutical and foodstuff regulation that already
existed in the ‘new approach’ regime. For the purposes of clarification, from this
point forward I will label these product groups as ‘new governance’-products as
opposed to ‘new approach’-products.

With the 2001 widening of the scope of application of the ‘new approach’ to
nearly all kinds of consumer products, the Commission also began to merge the
formerly separate regimes. It widened the application of ‘new approach’-methods to
all areas of governance, therefore also to the new conception of ‘new approach’-
products. The ‘better regulation’-strategy then inter alia put the emphasis again on
systematization of certain areas of European regulation.

At roughly the same time the European Council issued in 2000 the Lisbon
agenda, which had no lesser aim than making the Union “the most competitive and
dynamic knowledge-based economy in the world capable of sustainable economic
growth with more and better jobs and greater social cohesion”.?* Although system-
atization is not expressly dealt with within the Lisbon agenda, the increase of
systematization in the area of EU product safety regulation has to be considered
with Lisbon in mind.** The creation of European legal systems also allows the
Union to define to a certain extent independently European and coherent policy
areas which are able to directly compete with other economies such as the USA and
China. In this respect, systematization of these areas also contributes greatly to the
general aim of the Lisbon agenda to make the Union become “the most competitive
(...) economy in the world.”

Hence, since 2000, EU product safety regimes have undergone a remarkable
change at European level. First, the Union systematised ‘new governance’-products,
and by the end of the decade, ‘new approach’-products were to follow. Initially in
2001, the Union very reluctantly consolidated the area of pharmaceuticals and
assembled most of the respective legislation into a single Directive, the pharmacode.?
More ambitious (with respect to the regulatory design but not so much as to the
substance) was the foodcode, which followed the pharmacode as a Regulation

ZEuropean Council, European Council 23 and 24 March 2000, Lisbon, Presidency Conclusions.

**This is particularly so because half a year before the European Council already provided the
Commission with a mandate to consolidate and systematize European (consumer) contract law, see
European Council, European Council 15 and 16 October 1999, Tampere, Presidency Conclusions.
»See for a comprehensive study on the systematization of pharmaceutical legislation in Europe
S. Krapohl, Risk Regulation in the Single Market — The Governance of Pharmaceuticals and
Foodstuffs in the European Union, Houndmills, Palgrave, 2008.



