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Abstract

This essay deals with product safety and liabilibgking in particular at the
interaction between regulation, contract and diaibility. Risk definition, assessment
and management in product safety has changed inagie20 years, and a well
recognised role is played by private actors botstandard setting, in monitoring and
risk management concerning post sale duties. Padtahsurveillance has become a
crucial part of the risk management strategies, thatregulatory dimension has not
been sufficiently linked with that of governance.

In the first part, | examine the current reviewpobduct safety at EU level with
the proposed regulation on market surveillance ighdelationship with the broader
debate concerning better regulation.

In the second part, | show the increasing contedisiation of standard-setting
concerning safety and product defectiveness, wihithences both regulation and civil
liability systems. In both cases, however, insigfit attention has been given to the
implications of such a contractualisation for llgistandards.

| then move to information duties in product safatyd product liability and
claimed that business models of the supply andilliston chain may be affected by
the regulatory design concerning product safetoritend that a reform of the General
Product Safety Directive and Product Liability ditige should promote the creation of
more structured information networks, aimed at mgkinformation production and
transmission concerning product safety more effectiEnterprises should be
constrained by the safety goals, but they shoulgbyeriscretion in choosing
organisational models that best fit with their Imesis models. In particular, the
distinction between hierarchical and horizontalwweks should be fruitfully employed
to design default rules organising the informatsafety network. This would be
particularly important for pan-European networksckhhave to coordinate enterprises
operating in different legal systems with differemgtitutional frameworks. | propose to
introduce default rules concerning information natve that parties can adjust to their
specific business models.

Private law and regulation interplay in the fieldpyoduct safety. Not only it
happens between administrative regulation and diability, as it has long been
recognised, but also with contract law, given thereasing contractualization of
standard-setting and the necessity to build contshcnetworks to implement
monitoring of product safety in modern market ecores. These examples suggest that
the current approach to harmonisation of Europearate Law is limited and does not
reflect the necessity to coordinate different umstents to pursue unitary policy
objectives: producing higher and more effectivedpiai safety in Europe at reasonable
costs.

Keywords

Product safety - product liability - informationgudation - self-regulation — network -
governance
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Product Safety, Private Standard Setting and Infostron Networks

Fabrizio Cafaggi

New regulatory strategies in product safety: Controlling private standard-
setting and promoting safety in inter-firm networks".

Legal reforms concerning European product safegy warder careful scrutiiy The
European system, encompassing a liability (dir/854C, hereinafter ‘PL directive’)
and a regulatory system (dir. 95/2001/FBereinafter ‘GPSD’), has made important
progress towards increasing safety levels and engtalative uniformity.

The product safety regime is currently under revievhile the third report on the
Product liability directive was published in 2606

This essay is part of a larger project focusimgaocomparative analysis concerning product safety
between EU and US. It was firstly presented at EuBrkshop, Florence, February 2008. | thank the
participants for comments. Responsibility is my ovtris forthcoming in F. Cafaggi and H. Muir Watt,
Regulatory strategies in European private law, Edvizdgar, 2008.

See Proposal for a regulation of the Europeanidpaeht and of the Council setting out the
requirements for accreditation and market survaiarelating to the marketing of products SEC(2007)
37 fin. The proposal, being a part of a broad pgekaf measures to facilitate the functioning of the
internal market for goods, was adopted by the EemapParliament on 21 February 2008; see press
release IP/08/276 available at http://europa.eidfpressReleasesAction.do?reference=IP/08/
276&format=HTML&aged=0&language=EN&guiLanguage=en.

Council Directive 85/374/EEC of 25 July 1985 dre tapproximation of the laws, regulations and
administrative provisions of the Member States eoming liability for defective products, OJ L 210,
7.8.1985, p. 29.

Directive 2001/95/EC of the European Parliamemt af the Council of 3 December 2001 on general
product safety, OJ L 11, 15.1.2002, p. 4

Commission proposal for a Regulation setting the requirements for accreditation and market
surveillance relating to the marketing of products,

The recent resolution of the European Parliamefthe 2¢" of May on EU consumer policy strategy
2007-2013 provides further indication, in particulecalls on the Commission to work with Member
States to ensure that existing legislation is pripemplemented and fully enforced by the Member
States including by assessing the possibility efereing Directive 2001/95/EC on general product
safety; recalls that the CE marking can be wronghgrpreted as a general indication of third-party
testing or a mark of origin, but also that the Coission has been requested to present an in-depth
analysis in the field of consumer safety markirigsgcessary followed by legislative proposaSee
par. 13, the complete text is available at httpmMweuroparl.europa.eu/sides/getDoc.do?pubRef=-
//EP/ITEXT+TA+P6-TA-2008-0211+0+DOC +XML+VO//EN&la@yuage=EN.

See Third report on the application of Councikdiive on the approximation of laws, regulationd a
administrative provisions of the Member States eoning liability for defective products,
COM(2006)496 final. See D. Fairgrieve and G. HosjelRethinking product liability: A missing
element in the European Commission’s Third revidwhe European Product Liability Directive’, in
Modern Law Review, vol. 70, 2007, p. 962 ff., part972 ff.
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Comparative research - though not covering the 23 Mshow that administrative
practices in product safety regulation are sigaifity differenf. Policy reform
currently focuses more on market surveillance tsi@mdard-setting, moreover, in its
review, the Commission underlines the need to iwgronarket surveillance by
reinforcing and extending existing instruments sashthose defined in GPSDThe
annual report on Rapid alert system for non-foassamer products (Rapex) shows that
an increased number of notifications, and suggisiiscooperation between industry,
national authorities and European Commission is/igig.

Important changes in the standard-setting procassecning product design have taken
place without adequately considering the structditbe industrial chain and its internal
decision-making proce¥s In this essay, along the lines of the overaljgun | consider
the interaction between private law and regulatdipensions from two relatively
under-investigated angles. | will examine (a) ogpdthesis of private law influence on
regulation, in particular the case of contractingrostandard-setting, and (b) one aspect
of regulation affecting the structure of industiry,particular the formation of vertical
networks along production and distribution chains.

Firstly, | shall address the effects of privaterfjgalarly contractual) standard-setting on
the definition of ‘defective product’ in the lialty domain and that of ‘dangerous
product’ in the regulatory domain. Changes in ratjoh, specifically the increasing use
of self-regulation and co-regulation promoted by SBPin relation to technical
standardisation, imply a greater participation ofgte actors in standard-setting. But
how should their activity be performed? To whomwdtahey be accountable? These
changes do not only affect the regulatory dimensdin also the liability dimension to
the extent that the standards employed to defidargerous product may constitute a
reference for defectivenéds

” In some countries, like Germany, administratiiseigtion in risk assessment and control prevaits o
technical approaches. On the contrary, in Scandinasountries a more technical approach prevails.
See H.W. Micklitz, T. Roetheuropean Product Safety Legislation - A comparastedy of legal
frame and practice in Germany and Baltic Sea Stqte$14 ff.

8 See Commission proposal 2007: “The proposalspvidtlg the Council’s Resolution of 10 November
2003, have the objective to provide a common fraargwfor the existing infrastructures for
accreditation for the control of conformity assessirbodies, and market surveillance for the comtfol
products and economic operators, by reinforcingextdnding what exists and not weakening existing
instruments such as the General Product Safetyieewhich is very successful and effective.” Zp.

° See Keeping European Consumers safe, 2007 ARsymrt on the operation of the Rapid Alert
System for non-food consumer product, available at
http://ec.europa.eu/consumers/safety/rapex/does{rgmnualreport2008_en.pdf.

9 But see the Resolution of the European Parliamertonsumer policy strategy 2007-2013, cit., where
the EP “Calls for measures to improve dialogue Wt IBvel between consumer organisations and
industry, to include all actors in the value chaikes the view that a good dialogue, including the
sharing of best practices, could reduce problentisdrinternal market”.

" 0On the complementarity of regulation and liabilisge F. Cafaggi, ‘A coordinated approach to
regulation and civil liability: Rethinking instititnal complementarities’, in F. Cafaggi (edlhe
institutional framework of European private lav@UP, 2006, p. 191 ff. See also G. Spindler,
‘Interaction between product liability and regutatiat the European level’, in this volume.

2 EUI WP LAW 2008/17 © 2008 Fabrizio Cafaggi
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Two possible schemes can be defined:

a) acceptance of the influence of regulatory standardthe liability domain,
including those privately defined, or

b) rejection of this influence and promotion of thepaeation between liability and
regulation, claiming that functional complementatan allow different standard-
setting procedures affecting each other over angorik the necessity for
coordination.

Secondly, | look at the product safety directiveparticular the information duties and
show that compliance with them implies the creatddninter-firm networks. These

networks may take different forms and be desigmedming to the specific structure of
the industry. The aim is not only descriptive blgoanormative. Not only | claim that

safety regulation has a significant effect on theation of networks among firms and
indirectly on organisational forms, but | also adate that this model should be
expanded to include other features of risk contamld management, thereby
transforming an artificial hierarchical model irganore effective network model.

The paper proceeds in the following way. Sectias devoted to a general illustration
of current debate about product safety regulatiokl level. Section 2 examines the
role of private standard-setting on regulatory halility strategies and their interplay.
Section 3 analyzes the effects of regulatory sgrageconcerning information on the
creation of networks, their shape and scope. Cdimguremarks follow.

2. Product safety in the framework of regulatory innovation

Before embarking on a detailed analysis, it is wistf propose a brief survey of the

main institutional and substantive changes recexthsidered at European level. On the
one hand, the EU stressed the need for a more egnyplt shared legislative process
advocating the expansion of the Lamfalussy arctute¢. On the other hand, it has

advocated the broader use of alternatives to kgsl distinguishing between binding

and non-binding instrumerits The general strategy aims at developing a newoagh

25ee the Commission staff working document - Imsents for a modernised single market policy -
Accompanying document to the Communication fromGleenmission to the European Parliament, the
Council, the European Economic and Social Comméted the Committee of the Regions - A single
market for 21st century Europe, COM(2007) 724 finSEC(2007) 1518, p. 8 ff. (hereinafter
Instruments for a modernized single market)

13 See Instruments for a modernized single-market, i 11ff. “Four types of non-binding instruments
can be distinguished:

(&) Measures aiming at preparing policy action (legigéaand non legislative) such as Green Paper
and White Papers, other consultation documents ffeoge prepared for internet consultations and
Communications to gather views from stakeholdegz@paration of initiatives

(b) rules Measures aiming at clarifying the law andueing that EU rules are properly applied on the
ground without changing the EU Acquis (technicaidglines, technical handbooks, interpretive
communications)

(c) Measures that contain normative elements such esrReendations — specifically referred to by
the EC Treaty and defined by the ECJ as measumgsteti by EU institutions when they do not
have powers under the Treaty to adopt binding mreasar when they consider that is not
appropriate to adopt more mandatory

EUI WP LAW 2008/17 © 2008 Fabrizio Cafaggi 3
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to better regulation by combining the legitimacym@dad, which triggered the White
paper on governante and the effectiveness demand, which together deaven the
Better law making/Better regulation polf@y General principles concerning better
regulation have been defined at national leveldouar have had little impact on sector
specific regulatiotf. The role of private regulators has incred&ebhis is not primarily
the effect of a transfer of regulatory power frooblic to private, rather it is part of a
process of a new architecture where new regulgtowers have emerged and old ones
have been redistributéd This change suggests that the analysis should brot
predominantly focused on the public/private dividet within private law devices
between (private) regulation and liability and parfarly on the forms of their
institutional complementarities. The theoreticalaltdnge is to analyze private
regulation and liability, in this contribution civiability, as concurring tools for risk
regulation and risk management.

Safety of products is part of a broader strategyceming risk regulation. The link
between the principles of better regulation anéhiglementation for risk regulation has
not been the pillar of EU policy. EU has not folledv the path of institutional
complementarity. There is no coordination betwdenregulatory and liability regime.
The definitions of a safe product and product defettow different logics that can
hardly be explained in the framework of institusbrcomplementarity. While the
conventional view is that regulation defines minimgtandards and liability increases
safety standards, the definitions suggest thabtiposite is true. Safety is defined as
absence of risk or existence of minimum fiskDefect is defined on the basis of
consumer expectation and is generally associatedotoe rudimental risk-utility
analysis, at least for design deféct

(d) Self-regulation and co-regulation instruments, sasiCodes of conduct whereby the Commission
asks industry to come up with solutions providedsth do not contradict EU law and the
Commission’s policy objectives. Voluntary standagtting can also be comprised in this
category.”

4 White paper on European Governance, Brussels,ZZR¥, COM(2001) 428 final.
15 See Instruments for a modernized single-market, ci

16 See for example in the UK the Principles of goegutation drafted by the Better regulation taskéor
available at http://archive.cabinetoffice.gov.uk/publications/principlesentry.html.

7 See also the report @elf-regulation practices in SANCO policy areBs Van der Zeijden and R. Van
der Horst, Zoetermeer, February 2008, where theenticases for self-regulation and co-regulatien ar
presented, indicating also their effectivenesgims of monitoring and compliance, p. 32 ff.

18 See B, Hutter, ‘The role of non state actors gutation’, in F. Schuppert (edglobal governance, ed
the role of non state actgrdlomos, 2006; C. Scott, ‘Self-regulation and metgulatory state’, in F.
Cafaggi,Reframing self-regulation in European private |éuwer, 2006, p. 131; J. Black, ‘Tensions
in the Regulatory State’, Public Law, 2007, p. $8; Baldwin and J. Black, ‘Really Responsive
Regulation’, Modern Law Review, 2008, Vol. 71, ®; 9. Cafaggi, presentation at the European
Economic and Social Committee, public hearingTde Current State of European Self- and Co-
Regulation 31 March 2008.

Y See art. 2 of GPSD, that defines as ‘safe prodtiatly product which, under normal or reasonably
foreseeable conditions of use including durationd,anvhere applicable, putting into service,
installation and maintenance requirements, does prasent any risk or only the minimum risks
compatible with the product's use, considered toabeeptable and consistent with a high level of
protection for the safety and health of persons

20 See art. 6 PL directive, that provides: product is defective when it does not providestfety which
a person is entitled to expect, taking all circuamgtes into account, including: (a) the presentatidn
the product;

4 EUI WP LAW 2008/17 © 2008 Fabrizio Cafaggi
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The reform path proceeds along parallel, yet inddpat, line$". The current approach
is that while the PL directive has general appiwatthe GPSD only applies when no
specific regime concerning product safety is incplaNo coordination exists as to the
definition of safe and defective product, there®neyating different standards; the
same is true in relation to remedies, even if iclesar that the PL regime focuses on
compensatory remedies, while the GPSD focuses jmdtive or interim remedies
(such as product withdrawal and product recallerEmore difficult is the interaction in
relation to information duties and post-sale duties

Both in the field of product safety and liabilits,separate strategy for trans-European
groups and networks of firms and purely nationa@éodoes not emerge. No specific
links are made to the Private international lawmegin the Rome 2 regulatiéh

The uncoordinated approach to product safety andygt liability has prevented the
definition of a coordinated strategy, aimed at ioyimg institutional complementarity.
This is particularly relevant for strategies of k®trsurveillance where the focus seems
to be entirely on regulation, while the potentitieets on the liability regimes have not
been sufficiently investigated. The absence okdgint regulatory approaches for purely
national and trans-national groups and networkscheasted inefficiencies. Differences
in regulatory regimes and practices may severdgcathe ability to select one regime.
This essay tries to show the importance of considehe interplay between regulation
and civil liability especially in the context of p&European networks.

The European Commission has devised a new gengaaégy to complement the
specific measures concerning product safety andkehaurveillanc&. A proposed
regulation has been recently approved by the Eamfarliamerif. One of the main
purposes is the introduction of a complementaryesyf market surveillance based on
national accreditation bodies empowered to asses®mrnity. The system envisaged
defines national accreditation bodies; their natur@ governance system. It also defines
the relationship between accreditation and confiyrrassessment bodies. Finally it
complements the measures of market surveillanagriss by GPSD.

In relation to the accreditation of bodies concdrmath conformity assessment, there
are some features worth analysing: a) their nofit¢pnature and b) the introduction of
an express principle of non-competition. The adtaédn body, if not directly operated
by public authorities, should be accredited as lalip@authority, operate on a not-for-
profit basis, and should not perform activities services usually provided by

(b) the use to which it could reasonably be exgrkttat the product would be put;
(c) the time when the product was put into cirtiolal’:

%L For a deep analysis of the interaction betweenvtheaspects see S. Whittakeiability for products —
English law, French law and European HarmonisatiOtP, 2005, and F. Cafaggi, ‘A coordinated
approach to regulation and civil liability’, cip, 191 ff.

22 Regulation (EC) No 864/2007 of the European Pawiat and of the Council of 11 July 2007 on the
law applicable to non-contractual obligations (RdineOJ 31.07.2007, L199/40.

3 proposal for a Regulation setting out the requénets for accreditation and market surveillancetireda
to the marketing of the products, cit.

24 European Parliament legislative resolution of Zbrigary 2008 on the proposal for a regulation ef th
European Parliament and of the Council setting tbet requirements for accreditation and market

surveillance relating to the marketing of produc(€OM(2007)0037 - C6-0068/2007 -
2007/0029(COD)).

EUI WP LAW 2008/17 © 2008 Fabrizio Cafaggi 5
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conformity assessment bodigsin other words, according to the non-competition
principle, accreditation bodies can not competeragrtbemselves and with conformity
assessment bodfés European legislators explicitly want to avoidttlaay regulatory
competition system will take place. Thus, they potena cooperative model of mutual
recognition.

In relation to the market surveillance system,déscription of the different measures is
aimed at reinforcing the mutual recognition apploand the cooperation among
national authorities, while little attention is gaio modes of market surveillance and
information gathering about serious risks concermpnoducts already in the market.
Furthermore, little is said about the relationshiyggween the conformity assessment
body and the enterprises, producers and distributbrarged with monitoring and
information duties. There is a serious risk that tlew system will increase the costs of
control without improving its effectiveness or, wer that it might overburden certifiers
and conformity assessment bodies with accreditaiists that will not produce any real
effects on consumer protection against unsafe andatous products

3. Theeffects of private activity in regulation and civil liability

3.1 The role of standard-setting in regulatioma civil liability

Product safety should be conceived as an integsitategy, combining regulation and
liability?®. In a previous contribution | have tried to answeore general questions
concerning the desirable complementarity between tthd> how do these two

5 See Art 4 Regulation on Market surveillance, Geherinciples.

% see Art 6 Regulation on Market Surveillance, lgte of non competition:
“1. National accreditation bodies shall not conepeith conformity assessment bodies
2. National accreditation bodies shall not compéth other national accreditation bodies.”

%" See the step forward towards a better coordinatidicated inQuestions and answers: Product safety
activities and follows up the 2007 stocktaking eisey Memo/08/251, Brussels, 17.04.2008, where the
Safety pack with industry has been proposed, wtich “voluntary agreement with the toy sector to
boost product safety by following certain guideing@hese will includesharing expertisein particular
participating in the Commission’s evaluation of iness safety measures in the toy supply chain avith
view to investigating ways in which safety measucas be enhanced and continued cooperation
regarding the implementation of such improvemefits] cooperation with national authorities
working together to ensure that dangerous goodsjraparticular counterfeit goods, can be idertifie
and intercepted in time to ensure a high leveloofstimer safety”.

%8 The debate concerning the regulatory functionprofate law in general, and specifically on civil
liability is in place. Different streams of schahip advocate such a function. Typically this is th
approach of law and economics, see G. Calabfésd, Costs of Accident¥ale University, 1977; S.
Shavell, ‘Liability for Harm versus Regulation oafety’, J Legal Studie$1984) 357; Id., ‘A Model of
the Optimal Use of Liability and Safety Regulatiojf984] Rand J Econ271 ff.; 1d., Economic
Analysis of Accident LawHarvard University Press, 1987; J. Landes andPdsner,The Economic
Structure of Tort Law1987); R. Ackerman, ‘Tort Law in the Regulatoriat®’, in Schuck (ed.)Tort
Law and the Public Interest: Competition, Innovati@nd Consumer Welfard991), at 80 ff. This
approach has also been endorsed by the sociodaggies movement see H. Collinspriract law
Lexis Nexis, 2004; C. Parker, C. Scott, N. Lacend 4. BraithwaiteRegulating Law(2004). Critiques
of this approach are made by some tort scholaes. &g. J. Stapleton, ‘Regulating Torts’ ilaid., at.
122 ff.

29 See F. Cafaggi, ‘A coordinated approach to re@nand civil liability’, cit., p. 191 ff.

6 EUI WP LAW 2008/17 © 2008 Fabrizio Cafaggi
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strategies (regulation and liability) interact whstandards are set? As an empirical
matter, do they constitute completely separatersgher do they overlap? Normatively
speaking, if they already interact, is the coortioma satisfactory or should it be

improved?

In this essay, | focus on some specific questiamerning the influence of private
regulation in standard-setting on civil liabilitpé regulatiof”. Standard setting in both
product safety and liability should be conceivecggsocess not as a product. Standard
setting concerning product safety is linked to rigksessment which should be
determined according to the available technical aciéntific knowledge, given the
uncertainty about risks associated to products. Sdree product may deemed safe at
time 0 and become unsafe at time 1. In the casalwfity, there is a time dimension.
The defect has to exist before the product is ot ¢irculatiori’. No liability, under the
directive, can be found if the defect could onlydigcovered after the product was put
into circulation. The development risk defence urak. 7 lett. €) of the PL Directive
allows the producer to plead exclusion of liabilitythe defect could not have been
discovered before the product was put into ciréordf. It should be pointed out that
the state of scientific and technical knowledgesdoet correspond to that used in the
industry, but more broadly that available in théestific community. The reference
point is the scientific not the business community.

This approach has several consequences to choesgféttive regulatory strategy: it
emphasizes the dynamic structure of standard gedtid the need for responsiveness, it
implies a liability system for defective standaattsg different from that to be used for
a defective product. Standard setting should batiszed according to specific criteria.
A defective standard, thus, should not be evalusitedarly to a defective product.

In product safety, Europe has moved from input esigh standard to performance or
output standard. The former are still used in specific fields sashdrug and food. This
change has contributed to partial convergence twegulation and liability. In
product liability, the definition of defective prodt is based on consumers’

%0'0n the definition of private regulation see F. &afi (ed.),Reframing self-regulation in European
private law Kluwer, 2006. For a governance perspective ormyeb standards see H. Schepkhe
constitution of private governance : product stam$ain the regulation of integrating marketdart,
2005.

31 On the differences between the two directivesFse@afaggi, A coordinated approach to regulation
and civil liability', cit., p. 191 ff.

%2 See Commission v. England, Case C-300/95, ECRI926
“In order for a producer to incur liability for teetive products under directive 85/374, the victioes
not have to prove that the producer was at fawdtydver, in accordance with the principle of fair
apportionment of risk between the injured persahthie producer set forth in the seventh recitahan
preamble to the directive the producer has a defdriee can prove certain facts exonerating hinmfro
liability, including that the state of scientifime technical knowledge at the time when he put the
product into circulation was not such as to endfdeexistence of the defect to be discovered. Whils
the producer has to prove that the objective sihientific and technical knowledge, including th
most advanced level of such knowledge, without masgriction as to the industrial sector concerned,
was not such as to enable the of the defect tadmevkred, in order for the relevant knowledgeéo b
successfully pleaded as against the producer,ki@avledge must have been accessible at the time
when the product in question was put into circolti

% For this distinction see A. OguRegulation: legal form and economic theoBxford, 2004, p. 168 ff.

EUI WP LAW 2008/17 © 2008 Fabrizio Cafaggi 7
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expectation. No specific references are made to private stakskiting and
expectations that can arise. The debate has foomsed on the role of alternative
designs than on the safety expectations of consue@ning from privately defined
standards developed through codes of corfduthere is a clear divergence between
the definition of dangerous product and that okd#fe product in this respétt

The regulatory approach adopted in GPSD is franmeltiuthe proportionality principle
and favours the adoption of codes of practice hofuropean and national le¥elThe
use of private standard setters, especially intioglato technical standardisation, is
promoted and its interplay with market surveillari@es recently been revis€dThe
framework is to be completed by reference to temdinstandardisation and the new
approach which has given significant importancentatual recognition of safety
standard¥.

As to the interaction between standard-settingegulation and civil liability at least
two general points should be made. The first isceamed with the role of regulatory
compliance as a ‘coordination mechanism’ betweegih libility and regulatioi’. The
second is related to the impact on civil liabilioy private regulation either as an
alternative or as a complement to public regul&tion

When standards of manufacturers’ conduct are defineadministrative entities they
certainly influence the standards employed in diaiility. Often, analogous principles
operate for strict liability and for negligencethalugh judges tend to be stricter with
non-compliance in strict liability and less sevetith compliance in negligence.

The general rule, common to most legal systems,that compliance with
administratively defined standards does not excliatslity while a violation generally

% See Art 6 PL directive that provides:
“1. A product is defective when it does not pravithe safety which a person is entitled to expect,
taking all circumstances into account, including:
(a) the presentation of the product;
(b) the use to which it could reasonably be exguettat the product would be put;
(c) the time when the product was put into cirdolat
2. A product shall not be considered defectivetlf@r sole reason that abetter product is subsdguent
put into circulation.”
See S. Whittakel,iability for products cit.; C. Castronovo, ‘La responsabilita civileé), Manuale di
diritto privato europegin C. Castronovo and S. Mazzamuto (eds.) Giufftéano, 2007, p. 213 ff.
part. p. 226 ff..

% In the Third report the Commission has drawn ditbento different interpretations of defect given b
national Courts. On these questions see D. Faugriged.), Product liability in comparative
perspectiveCambridge University Press, 2005.

% See F. Cafaggi, ‘A coordinated approach to re@nand civil liability’, cit. p.
%" See Art 4, 8, 11, 12, 13 of GPSD.

3 See in this volume G. Spindler, ‘Interaction besweroduct liability and regulation at Europearelev
p. 00

%9 See in this volume M. Audit, ‘Impact of the mutuatognition principle on the law applicable to
products’, p. 00

“%n general regulatory compliance is seen more ra®rorcement than as a coordination device,
concentrating on the question of whether compliawnité administrative regulation is sufficient to
exclude liability.

“IWhile here | am focusing on the definition of dztfeén particular design defect the potential intpafc
private regulation is much broader.

8 EUI WP LAW 2008/17 © 2008 Fabrizio Cafaggi
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implies liability*. This is also the approach at EU level, both iiatien to specific
products and to general product liabitityThese principles have been hotly debated,
suggesting that regulatory requirements should rnecthe civil liability standards
thereby introducing a regulatory compliance deféhcEhe introduction of a regulatory
compliance defence may move the litigation fromdpieers to regulators, if safety
standards were lowered or inappropfat®ut the current divergences among MS in
relation to state liability for defective standamte much wider than those harmonised
in the PL directivé®. In addition, public regulators, if bearing theecall liability
burden, may become sensitive and over regulatesliihindering product innovation.
The rejection of the defence of regulatory compleis perfectly defensible under the
institutional complementarity approach; less datdasif liability and regulation are
considered functional equivalents rather than cemghts.

Somewhat similar though not identical rules aredulge technical standards, publicly
produced. Compliance with technical standards doets exclude liability”. Non-

“2 See for the UK, Regulation on general producttga#805, on which see D. Fairgrieve and G. Howells,
‘General product safety- a revolution through refét’, Modern Law Review, vol. 69, p 5%.
Cartwright, The regulation of product safetyih G. Howells (ed)The law of product liabilityLexis-
Nexis, 2007, p. 695 ff.

For France, see art. 1386-10, ‘A producer may iabld for a defect although the product was
manufactured in accordance with the rules of thddror of existing standards or although it was the
subject of an administrative authorization’, see(Bzeneuvel.a responsabilité du fait des prodyits
Dunod, 2005, 78, J.S. Borghetti, ‘Contrats et respbilité. La responsabilité des fournisseurs dtu fa
du défaut de sécurité de leurs produiReyvue des contrat2006, p. 835.

For Italy see F. Cafagdia responsabilita del produttor&;edam, 2003, cit. p. 995. For the case law
concerning drugs see Cass. N. 8069, 20 luglio 1888,Cass. n. 1138, 1 february 1995: “le imprese
farmaceutiche le quali intervengono nel ciclo pitida di gammaglobuline umane, sono responsabili
per colpa grave dei danni derivati in caso di cgistaonseguite all’'uso del farmaco ove, pur avendo
ottemperato alle disposizioni normative vigenti riddmostrino di avere impiegato ogni cautela idonea
ad impedire I'evento”.

For the U.S, see Restatement third on Produdisitia§ 402 (a).

“3See C. HodgesEuropean regulation of consumer product safeBUP, 2005, 21 ff. See for
pharmaceutical products see M. MildretRharmaceutical products: the relationship between
regulatory approval and the existence of a deféairopean Business Law Review, 2007, p. 1267 ff.

“4In Europe see the third report, COM (2006) 49@lfin4.09.20086, p. 11. In the US the Supreme Court
has recently issued a judgement Riegel v. MedtrdN€, n.06/179, WL 440744, 20 february 2008,
reviewing the relationship between administratiegulation and tort law; see on these questions C.
Sharkey, ‘Products liability pre-emption an indiibnal approach’George Washington L.Rvol. 76, p.
449 ff. S. Issacharoff and C. Sharkey, ‘Backdoafefalization’,UCLA L.R, vol. 53, p. 1353 ff.. For
earlier significant contributions to the regulatocpmpliance debate see R. RabiReassessing
regulatory compliance’88 Geo. L. J. 2049 (2000); R. StewaRegulatory compliance preclusion of
tort liability: Limiting the dual track system88 Geo. L. J. 2167.

5 See on state liability for defective products rhain relation to health related injuries such #sohl
infection S. Whittakerliability for products cit. p. 305 ff. In Italy see Cass. n. 11609, 312005, on
which N. Coggiola,The Italian Ministry of Health held liable for thdamages arising out of
contaminated blood and blood produdeRPL, 2007, p. 451 ff.

“ For a detailed examination of England and FraeeeSs Whittaket. iability for products cit. p. 305 ff.

47 See for example in UK, Alan Balding v. Law Wayd [1.996] ECC 417 where the Judge held that
compliance with technical standards does not amtudtie diligence under CPA. See C. Scott and J.
Black, Cranston’s Consumers and the a8V ed., Butterworths, 2000, p. 331.
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compliance with standards, imposed by legislationbyg regulators constitutes a
violation, often of dual, civil and criminal, chatar*®.

A different rule concerns technical standards wipeivately produced without the
approval of a public authority or within a co-regiary procesS. The function of
private bodies in technical standard setting isamy to ensure that the best available
scientific and technical knowledge is used to detime most updated standard, but also
to foster innovation. The incentives to promoteowation in safety standards come
from different sources but the liability of thesedies for negligent standard setting is
potential engine for innovation scarcely used hysemners in litigatiorf.

Compliance with technical standards is voluntampdBcers have to meet the essential
requirements of safety. If they comply with teclatistandards they will be freed from
the burden of proving that their products is sHfthey deviate the burden of proof will
be on thent.

When is a private standard violated? In particalternative product designs that do not
follow the technical standards defined by privatelibs should be deemed violations?
The answer is negative. An examination of the d@nas needed. A rule which would
consider violation every deviation would be questiole under art. 28 of the EC Treaty
but would also hinder product innovation by forcm@nufacturers to comply only with
one technical standard Violations of standards privately defined, fomeple through
self-regulation, do not always constitute negligenc at leashegligence per $& Often

“8 See the national implementation of the GPSD. Ah¢oUK, “Non-compliance with standards imposed
by legislation is a different matter. It will ty@lly constitute a criminal offence, and there misp de
a civil remedy for breach of the statutory duty as, it is termed in some jurisdictions, in respefct
negligence per se. in some statutes the posititin respect to civil remedies is stated clearlyitas
CPA). Where it is not, one is called on to discolagislative intent both as to the existence of the
remedy and as to the types of damage or loss advesme C. L. Miller and R.S. Goldbergroduct
liability, 2" ed., cit., p. 612.

s to the UK, see C. L. Miller and R.S. Goldbergoduct liability, cit p. 612: “Non-compliance with
standards produced by a body such as the Britishd8tds Institute is broadly comparable to non-
compliance with general industrial standards. Tlaénndifference is that, being written and formuthte
by experts, such standards are more precise ahdraative. Consequently, it is that much lesslike
that non-compliance will be seen as consistent wigtsonable safety”

For a critique of the approach that does not mijstish between technical and industry produced
standards see below text p...

*0 See F. Cafaggi, ‘Rethinking self-regulation in &an private law’, cit.

L See art. 3.2 GPSD. On the interpretation see @Gd®&p, ‘Interaction between product liability and
regulation at European level’, in this volume p. 00

%2 See G. Spindler, ‘Interaction between produciligtand regulation at European level’, in thislvme
p. 00

*3 The legal status of private standard-setting gagieen within one legal system. In some case iatedu
to custom, in other cases is qualified as non satwstandards, in other cases is qualified asapgiv
regulation and equated to administrative regulatiDivergences also depend on the reference to
general clauses or to specific rules. Legal systiaisapply general clauses like France or Italyffeo
to judges the power to define the relevant elememtglentify due care, among which privately set
standards are considered. Common law systems haliffesent approach. For US Spearman v.
Georgia Building Authority 482 SE 2d 465 (GA ApR9rr); for UK, Ward v. Ritz Hotel [1992] PIQR
315.
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there is a presumption of negligence that can batied if the tortfeasor can prove the
obsolescence of the technical stantfard

Compliance with self-regulation does not excludability but it may constitute
evidence of due care. In many legal systems, miyatefined standards are conceived
to be minimum standards to the extent they refleetstate of the ant Violation of
private standards is often held to be relevantghawot always conclusive evidence of
product defectivene®s It should however be pointed out that legal systewithin the
European Union, diverge quite significantly in tada to the factors constituting breach
of a regulatory standard and the relationship arb¢o the notion of defect.

Technical standards should be differentiated frastam and from standards privately
defined by industries. They are presumptively poeduby ‘impartial’ technical experts.
However, looking at the composition of governanodiés of technical standards this
conclusion could be seriously questiotfedConsumer interests’ representation in
technical standardisation is an open issue boBuatpean and international le¥elin
self-regulation, standards are often unilateratlydpced by manufacturers. In this case,
clearly there can not be presumption of impargaliWhen they are negotiated with
other constituencies, sufficiently representati¥eanflicting interests, these standards
can be differentiated from custdn But representativeness is not the only issue;
procedural rules that characterize public standatting such us public hearings and

* The ECJ has interpreted Art. 7(e) of the PL Dikecstating that “the clause providing for the defe
in question does not contemplate the state of kedgéd of which the producer in question actually or
subjectively was or could have been apprised, bat dbjective state of scientific and technical
knowledge of which the producer is presumed to Haeen informed. However, it is implicit in the
wording of Article 7(e) that the relevant sciemtifind technical knowledge must have been accessible
at the time when the product in question was ptat @irculation. It follows that, in order to have a
defence under Article 7(e) of the Directive, th@ducer of a defective product must prove that the
objective state of scientific and technical knovwged including the most advanced level of such
knowledge, at the time when the product in questias put into circulation was not such as to enable
the existence of the defect to be discovered”. Sage C-300/95Commission v UH1997] ECR I-
2649. See also, for a critical evaluation of thiatrenship between the definition of defective pwod
and development risk defence, J. Stapleton, ‘Prsduability in the United Kingdom: The Myths of
Reform’, 34Tex Int'l L.J, 1999, p. 50 at 53.

%5 See for the Italian system, F. Cafageiofili di relazionalita della colpaPadova, Cedam, 1996. For
the German system, B. MarkesiniEhe German law of torts3® ed., p 562; G. Spindler, ‘Market
Processes, Standardisation and tort law’, EuropaeanJournal , vol. 4, 1998, p. 316 ff. p. 320 add |
‘Interaction between product liability and regutatiat European level’, in this volume p. 00.

See for a comparative analysis H. Schepel andldefegal aspects of standardisation in the Member
States of the EC and EFT¥olume 1 Comparative report, Luxembourg, 200®38 ss.

* In Germany, C. Von BaiThe Common European law of tor@UP, 2000, 421; B. Markesini$he
German law of tortsop. cit,, p. 99, S. Lenze, ‘German product ligpilaw between European
directives, American restatement s and common &einsB. Fairgrieve (ed.)Product liability in a
comparative perspectiyeit., p. 106.

In Italy F. Cafaggi, ‘La responsabilitd dell'ima per prodotti difettosi’, in N. Lipari (edJrattato di
diritto private europepCedam, 2003, p. 996,

®"|n the area of technical standards see the agredreénveen CEN and CENELEC and the Commission
2003, (General Guidelines for the cooperation betw€EN, Cenelec and ETSI an the European
Commission and the European Free Trade Associ@®ivarch 2003, (2003/C 91/04))

%8 See H. SchepeGonstitution of private governangeit.; I. RamsayConsumer law and policy ed.
Hart. Oxford, 2007 p. 711 ff.

%9 See below text and footnotes pp.00
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duty to give reasons should be applied to privedadard setting as well to ensure that
the rule-making process is sufficiently account&ble

Moreover, in different legal systems, courts do aibén explicitly distinguish - for the
purpose of establishing civil liability - betweemrply private standard-setting and
standard-setting by private bodies within a framéwof co-regulation or delegated
self—regulatioﬁl. This distinction is certainly relevant for judatireview purposes, but,
so far, it has not been considered fundamentdigaléfinition of civil liability for non-
compliancé®?.

An integrated approach to regulation and civil iliab should allow differentiating
modes of regulatory standard-setting and theiu@rites on the definition of negligence
and strict liability*.

The possibility for judges to evaluate injurerstanctims’ conduct, beyond compliance
with regulatory standards, has been justified iffed@nt ways. The most common
interpretation is that administrative rules defmmimum standards while civil liability
can increase the required level of due precafitiofihe principle that regulatory
compliance does not exclude liability shows thepdidm of an approach based on the
complementarity between civil liability and regudet. Such complementarity reflects
the idea that regulation only defines minimum stadd while civil liability can set
higher standarda

® The question of consumer representation in teehrstandard setting has been one of the main
preoccupations of the European Commission. Seeethdts of the Consultation on the review and
extension of the new approach, available at heip#uropa.eu/enterprise/newapproach/review_en.htm .

1 For this distinction see F. Cafaggi, ‘Le role desteurs privés dans le processus de régulation:
participation, autorégulation et régulation privéei La Régulation, Nouveaux modes ? Nouveaux
territoires 2 109 Revue francaise d’administration publiq§2004), p. 23 et Id., ‘Gouvernance et
responsabilité des régulateurs priv&eyvue Internationale de Droit Economig@e05, 111.

®2t is important to differentiate between standatus are purely private and binding only to thode
consented upon and standards that are enactedeiratitext of co-regulation, delegated private
regulation and ex post recognised self-regulat®ee F. CafaggiContractualizing standard-setting in
civil liability, on file with the author.

% See G. Howell, ‘Product Liability A History of Hawonization’, in A. Hartkamp, M. Hesselink, and E.
Hondiuset al, Towards a European Civil Cod&luwer Law International, 2004, at 645; S. WHhittg,
Liability for Products cit. See also Reimann, ‘Product Liability in GéblContext: the Hollow Victory
of the European Model'European Review Private Lav2003, p. 132, “[jjurisdictions joining the
product liability bandwagon have uniformly castithgpecial regimes in statutory form rather than
relying on judicial decisions, restatements, orlitke. This is no wonder in countries belonginghe
civil law orbit, e.g., in continental Europe, Lathkmerica, most Asian nations, and Quebec. But it is
also true in several common law jurisdictions, ngnténited Kingdom, Ireland , and Australia. As a
result, the field now has a legislative centrepi@cthe vast majority of legal systems recognisiritas
a special subject. In fact, the only country whaireduct liability is clearly established as a fielith
its own rules and principles (such as strict ligyil but still remains a matter of case law, is thnited
States”.

® For an evaluation of regulatory compliance in @ setting see R. Rabin, ‘Reassessing regulatory
compliance’, cit., 2049; J. Stapleton, ‘Regulatifgrts’, in C. Parkeet al, Regulating Lawcit., at.
122

% For the definition of private regulatory standaras minimum standards see G. Spindler, ‘Interactio
between product liability and regulation at thedpgan level’, in this volume
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A slightly different approach is taken in the aodaegulation. No specific recognition
of the relevance of civil liability as a complemant strategy occurs in this af@a
Regulatory schemes do not seem explicitly to ackedge the existence of an
underlying civil liability system. However, in tl@@ea of product safety, as we shall see,
compliance with safety standards may be sufficientshield manufacturers from
criminal liability, but does not exclude the impasn of duties if the dangerous nature
of the product becomes known after &ale

3.2 Contractualizing Standard-setting

The second point is concerned with the role of gigvactors in standard-setting. By
private actors | refer to two main modes of papttion in standard-setting: 1) through
trade associations, 2) through market contra®tinm both cases often there is a
plurality of regulators aimed at achieving someelesf competition in standard-setting.
The degree and effectiveness of competition amorgate standard setters is
scrutinized by competition law. Most of the ‘advages’ of private regulation, however,
may be lost if the private regulator is a monopdliPrivate regulation should thus be
distinguished from technical regulation by privasedy of ‘independent’ expefts In
practice this is a difficult distinction given thésks of capture of experts by the
industry. This difficulty, however, should not letaeliminate the differences between
expertise and interest based regulation. On thdraxyn they should reinforce the
necessity to identify clear boundaries betweenpeddent and non independent private
regulation. A second question is related to actessandards. Private regulation often
implies sale of technical standards to a greatamby independent regulatory bodies
than by private regulators representing the intestrHow does the market for
standards affect the level of safety? Does it ieeit or decrease it? Empirical studies

® While it is very important the role of civil liality and judicial review for the content of regulay
activity and standards supervision. See belowaastfootnotes ...

" For the debate on product liability and the rofescientific knowledge se®estatement of the Law
Third, Torts: Products Liabilitys. 402 A) and American Law Instituteestatement Third on the Law
of Torts: Liability for Physical HarmProposed final draft, N1 (2005), in particular riglation to
burden of proof in causation, at 477 ff. Specilicabn the risk development defence, see J.-S.
Borghetti,La responsabilité du fait des produits. Etude deitdtcompare LGDJ, 2004, at p. 59-62 and
reference to the vast case law there contained.rdleeof scientific knowledge in relation to produc
liability regimes also concerns possible defectictvhmay depend on the projectual phase of the
product rather than on the very manufacturing é@gtifor the German system see agiid., at 125-
127. If para.823 BGB provides a principle of neglige liability for project defects, different soarts
may be reached when there are European, nationahternational provisions establishing safety
standards (at.127). The problem is at the very obtke risk development defence. eand Others v
National Blood Authoritysupran. 26.

% For a detailed analysis concerning contract laev BeCafaggi, ‘Self-regulation in European contract
law’, European journal of legal studig$, 2007 available at www.ejls.eu.

%9 See O. Hart, A. Shleifer and R. Vishny, ‘The propeope of government: theory and application to
prisons’, 112 Quarterly Journal of Economics, 199727; F. Cafaggi, ‘A coordinated approach to
regulation and civil liability’, cit. p.

0 Art. 3.3 of GPSD includes different types of ptvaegulation to assess general safety requirements
without distinguishing criteria. Under letter (@)mentions ‘voluntary national standards transppsin
relevant European standards’, under letter (d) yebdafety codes of good practice in force in the
sector concerned; under letter (e) the state ofthand technology.
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are needed to answer this question and to clahdy dffects of the participation of
private actors in the process of standard setimgerning product safety.

To what extent do private actors participate imdgad-setting in civil liability and
regulation? Are there differences in the two dors@itdow do the new models of
regulation, broadening the participation of relevstakeholders, affect standard-setting
in civil liability?

In this section, | focus on the influence of prevatandard-setting in product safety and
defectiveness and the consequences for violatibtisese standards by producers and
distributors. | do not address the related questiothe liability of the standard-setters
and how it changes when a transfer from public rieape has occurréd Of course
especially in the case of private standard-setiingharket players the two questions are
strictly inter-relatedf.

Standards are, in this context, related to prodsafety (dangerousness) and
defectiveness. Part of the definition of a safeam-defective product is related to the
level and adequacy of information provided by pimis and distributors. | will deal
mainly with product design standards in this sectad focus on information standards
in the next section. The definition of defect, astuced with PL directive does not
specifically refer to regulatory standards but xclede liability if the defect is due to
compliance with legislative mandatory rules. Thenegal rule, with different
applications across MS, states that compliance wetjulatory standards can have
relevant but not conclusive evidentiary weight.sTleiaves the judges discretion to hold
liable producers who have fully complied with remoky standards. Regulatory
compliance is not a full defeneDoes the existence of a regulatory standard tatifiec
definition of what is a defective product, givenathcompliance with standards
according to the GPSD constitutes a rebuttablsuonption of safety? Should the
regulatory standard have some influence in thendefh of consumer expectation
according to art. 6?

The regulatory standard contributes to define thmimum level of consumer
expectation but certainly does not coincide with ¢ixpectation itself which is based on
several factors, some legal some factual. Objdgtiefined consumer expectation may
be higher than the regulatory standard or simpifeint. Thus, a safe product can be
defective and a dangerous product might not bectleée Product safety and product
defectiveness are not mutually exclusive becausgilagon and liability have
complementary functio$

™| have addressed this issue in ‘La responsabiié régulateurs privés’, cit., p 111; and ‘La
responsabilita dei regolatori privati’, Mercato Correnza e Regole, 2006, p. 1 ff.

2 For a detailed analysis of these aspects see Btalén, Liability for Products cit., p. 305 ff.
3 See S. Whittaket,iability for products cit. p. 483.

"4 See F. Cafaggi, Rethinking institutional completaeities, cit. p. 00 See in ltaly Corte di cassagio
n. 6007, 15.03.2007, which stateSehonche, I'art. 5 della legge definisce difettosn ogni prodotto
insicuro ma quel prodotto che non offra la sicuezzhe ci si puo legittimamente attendere in
relazione al modo in cui il prodotto € stato messaircolazione, alla sua presentazione, alle sue
caratteristiche palesi alle istruzioni o alle avtenze fornite, all'uso per il quale il prodotto passere
ragionevolmente destinato, ed ai comportamenti theglazione ad esso, si possono ragionevolmente
prevedere, al tempo in cui il prodotto é stato rdascircolazione.
Il difetto del prodotto non si identifica, dunqueson la mancanza di una assoluta certezza o di una
oggettiva condizione di innocuita dello stesso, man la mancanza dei requisiti di sicurezza
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Traditionally, in civil liability the role of privee parties as standard-setters has been
neglected or denied but for technical standardisatGiven that civil liability is a
domain of mandatory rules, the role of private ipartn the definition of due care
standard has generally been rejected. Standawdiseotare and strict liability have been
the exclusive domain of legislators and judgesaftong time. The rise of the regulatory
state has added public regulators, that is, goventrar administrative agencies to the
traditional institutional landscape.

Contract law has been considered to limit the foeedo contract out of publicly
defined standards. In the traditional perspectirgividual parties can modify
legislatively defined liability standards on a aawctual basis but only in a limited way.
This is certainly true for contractual liabilityubsometimes it is extended to extra-
contractual liability>. Parties however, cannot exclude civil liabilityetveen
themselves and towards third paﬁ?es

In national legal systems, the possibility to mgdifandards of contractual liability has
always been recognised at the individual levelthsd the potential injurer and victim
could negotiate, within certain limits, on the liglp regime and on the level of
compensatioff.

Limitations of contractual and extra-contractuabllity are however scrutinized under
unfair contract terms legislati6h In those legal systems where unfair contract serm
are scrutinized in relation to BtoC relationshipise ability to exclude liability for
product defectiveness is almost non-existero that only a valid clause can limit
injurer’s or victim’s extra-contractual liabilityn those countries where unfair terms are
scrutinized in both BtoB and BtoC the right to exig liability is very limited.

The Draft Common Frame of Reference (hereinafteFRCtakes a relatively strict
position, prohibiting exclusion or limitation fontentional and reckless misconduct and
for personal injuries, even in negligefitdt allows exclusions or limitations only in

generalmente richiesti dall'utenza in relazione alkircostanze specificamente indicate dall'art. 5 o
ad altri elementi in concreto valutabili e concrateente valutati dal giudice di merito, nell'ambitced
quali, ovviamente, possono e debbono farsi riengragli standards di sicurezza eventualmente
imposti dalle norme in materia."

5 SeeStudy on property law and non contractual liability they relate to contract ladubmitted to the
EC Health and Consumer Protection, directorate rgén8anco B5-1000/02/000574 by Proffs. C. Von
Bar and U. Drobnig, (hereinafter The Study on nant@ctual liability), available at http://
ec.europa.eu/consumers/cons_int/safe_shop/fairpbast/cont_law/study.pdf

" See the Study on non contractual liability, git.164 ff. In relation to the English and Frenckteyn S.
Whittaker,Liability for products cit., p. 93 ff. and p. 260 ff.

""MS legal regimes differ quite significantly, biiey all allow some possibility. See The Study on no
contractual liability, p. 164 ff. For the Frenchsggm see M. Fabre Magnalmes obligations PUF,
2004, p. 586 ff. For the English system see E. btakick,Contract Palgrave Law masters, Palgrave
Macmillan, p. 230.

8 See Research Group on the Existing EC Private (&uquis Group),Principles of the Existing EC
Contract Law (Acquis Principles) — Pre-contractu@bligations, Conclusion of Contract, Unfair
Terms Contract,|IEuropean Law publisher, 2007.

" See art. 12 Dir. 374/85

8 See Principles, Definitions and model Rules of Europgaivate law Draft Common Frame of
Reference, available dtttp://webh01.ua.ac.be/storme/DCFRInterim.ddfparticular, see book VI Art
5:401, “Contractual exclusion and restriction ability”:

“Liability for causing legally relevant damageéntionally cannot be excluded or restricted
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relation to economic intereéts When lawful clauses are introduced, they will be
scrutinized under the fairness test and will belated valid if they do not create a

disproportionate ratio of rights and duties. lingortant to point out that exclusions or

limitations are prohibited when are ‘otherwiseghi¢ or contrary to good faith and fair

dealing’.

Product safety regulation reveals a slightly déferpicture. The role of private actors in
regulation has been debated for the last 20 yedrtheir increasing relevance cannot be
questionet. Changes have occurred both in relation to thenitieh of private
regulation and private regulators affecting therstaries of the private-public divitfe
Private regulation in this area takes differentfsy but co-regulation and delegation
largely prevail over pure self-regulatf8nThe use of private regulation is often framed
within a cooperative approach aimed at increasiogpantability of the regulatory
process.

Traditionally private parties are unable to chamgedeviate from the standard of
product safety and product defectiveness. Thusge paelf-regulation unlike co-
regulation and delegated regulation has little nol#ne field.

My claim is that the influence of private regulation product and service safety, in
particular contractualization of standard-settifaut to some extent even of monitoring
- has entered the field of product liability thrdutiat of product safety. Changes in the
regulatory regimes affect the operation of prodiadility and the tort system. The
interplay between the two areas is bringing abohigher degree of contractualization,
even if rules about compliance are still kept ddfg in administrative regulation and
product liability. An open question which requiesspirical research is which changes
this contractualization has brought in relatiorthte type of standards. On the one hand,
one could expect that private actors would movenfoesign to performance standards,
leaving more discretion to producers. On the othand, incentives to reduce
competitiveness on safety may induce to use mas@ehan performance standards.
The Commission has provided detailed guidelineseonng technical standardisation
to prevent anticompetitive standardisation but éhare no specific references to the
preferability of performance standaids

(1) Liability for causing legally relevant damage asesult of profound failure to take care as is
manifestly required in the circumstances cannamtuded or restricted:
(a) in respect of personal injury (including fatal injyy or
(b) if the exclusion or restriction is otherwise illéga contrary to good faith and fair dealing.”.
8. This can be inferred from the last part of théckrtwhere it is stated that “Other liability undesis
Book can be excluded or restricted unless statateiges otherwise”, DCFR VI-5:401(4).

82 See J. Black, ‘Tensions in the Regulatory Staeiblic Law, 2007, p. 58, R. Baldwin and J. Black,
‘Really Responsive Regulation’, Modern Law Revi@@08, Vol. 71, p. 59.

8 See J. B. Auby and M. Freedland (ed§he public-private law divide: Une entente assezliate?,
Oxford, Hart, 2006.

8 Delegation occurs when a public body transferdaite making power to private bodies or when it
shares it. See C.M. Donnellyel2gation of governmental power to private partie& comparative
perspective OUP, 2007 and before F. Cafaggi, ‘Rethinking &ev Regulation in the European
Regulatory Space’, in F. Cafaggi (edReframing self-regulation in European private Jadluwer,
2006, p. 3.

% See Guidelines on horizontal cooperation 2001, particular art. 6 on standard agreements:
“Standardisation agreements have as their primarjealve the definition of technical or quality
requirements with which current or future produgisyduction processes or methods may comply (47).
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The interaction between regulation and civil ligpilposes new challenges if we
consider the role of private regulatfénHere the reference is to private regulation as
normative not technical standard-setfingVhen industries self-define the standards of
product safety or environmental protection, can biveing contractual arrangements
they apply affect the standard of defectivenegzraduct liability? Should the limits of
this private regulatory power be defined by theesutoncerning contractual exclusion
of liability or should they be defined accordingdifferent criteria, given the regulatory
nature of the contract?

Possible alternative answers to this question are:

(1) to consider self-regulation and co-regulation &srm of regulation and apply the
rules developed for administrative regulation te timteraction between self-
regulation and civil liability, or;

(2) to apply the rules of contractual limitation of c@etual liability*.

The two aspects just examined reveal differenttiorlahips between regulation and
civil liability. While potential injurers cannot eape liability even if they comply with
administrative regulation, in the case of privasgties who have contracted limitations
of liability, judges are bound to apply the contuat arrangement even if it lowers the
standards of protection, unless the clause is unfai

While the principles developed in contract law fbe exclusion of liability might be
considered a starting point, a different accourmesded for standard-setting defined
through contractual arrangements, i.e. codes awtnenacted by private actors in the
field of product safety and environmental protactidhe possibility that self-regulatory
normative standards can be considered minimal dhbel preserved; therefore the
judge, when evaluating injurers’ liability should kble to hold an injurer liable even if
she complied with standards defined by the privagalatory body. The use of private
autonomy as a shield from liability would undermittee acceptability of private
regulation as a complementary regulatory deviceprifate regulators could set
standards that exclude or reduce potential injuréebility without limits, the
credibility of private regulation would be severedyfected. If it is accepted that
regulatory compliance related to administrativeutation is not a defence then,
fortiori, regulatory compliance related to private reguolatshould not be considered
decisivé®.

The influence of private regulation on the leveloominsumer protection may also be
indirect. If private regulators set standards tiauld reduce competition and these
standards are internalised by the civil liabilitggsem, then negligence or strict liability

Standardisation agreements can cover various isssigsh as standardisation of different grades or
sizes of a particular product or technical spedfions in markets where compatibility and
interoperability with other products or systemegsential. The terms of access to a particular iual
mark or for approval by a regulatory body can alsregarded as a standdrd

8 For an overview see F. Cafaggi, ‘Rethinking Pev&egulation in the European Regulatory Space’,
cit., p. 16.

8 See on the distinction between private normatimel #echnical standard-setting, above text and
footnotes ...

8 0On the role of self-regulation in civil liabilitend in particular in standard-setting see F. Cafagg
Contractualizing standard-setting in civil liab¥i®, cit.

8 See F. Cafaggontractualizing standard-setting in civil liabii®?, cit.
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may become anti-competitive devices that reduceléiel of protectiof’. A pro-
competitive system of civil liability should encagre the adoption of alternative safer
standards, promoting innovation.

To conclude: standards concerning safety of pradaia generated both within the civil
liability and the regulatory systems. Coordinatimtween these two activities is poorly
defined both at national and at European leveklation to the traditional framework
that compares administrative regulation and ciwability. New challenges to this
interaction are posed by changes occurring in tieéd fof regulation with the
consolidation of the role of private regulators ahd introduction of new regulatory
schemes. An integrated system of civil liabilitydaregulation requires coordination
mechanisms that go beyond regulatory compliance.

Legislative intervention to coordinate the lialyilifor defective products and safety
regulatory regime is needed. This intervention &howt eliminate the specificities of

the two approaches, but it should define betterdination devices between the two
regimes in relation to both deterrence and comgiemsal he preliminary step is to have
a clear distinction among different types of reguip strategies. Private standard
setting may be distinguished among (1) customné&jotiated standardisation and (3)
standardisation by independent bodies. These €ifters should affect the influence of
self-regulation on standard-setting in civil liatyiland should be differentiated between
their impact on fault and on strict liability. Cost and unilateral standardisation should
be considered only for evidentiary purposes. Neged standardisation, in compliance
with clear procedural rules concerning opennessisprarency and accountability, and
independent standardisation could give rise tabattable presumption of safety when
there is compliance with the technical standardgdtiated standardisation without

procedural guarantees should be treated as uallatiemdardisation and produce only
evidentiary effects.

% See F. CafaggiSelf-regulation in European Contract laygit.
Agreements among firms that perform standardrggtfunctions are generally scrutinized under
antitrust rules. See Commission notice of 6 Jan@861,Guidelines on the applicability of Article 81
of the EC Treaty to horizontal cooperation agreetge@.J. C 3 of 06.01.2001, p. 167. “The existence
of a restriction of competition in standardisatiagreements depends upon the extent to which the
parties remain free to develop alternative starslardproducts that do not comply with the agreed
standard. Standardisation agreements may restiopetition where they prevent the parties from
either developing alternative standards or comraisaig products that do not comply with the
standard. Agreements that entrust certain bodiés the exclusive right to test compliance with the
standard go beyond the primary objective of defjriilne standard and may also restrict competition.
Agreements that impose restrictions on marking @onity with standards unless imposed by
regulatory standards may also restrict competition.
See also General Guidelines for the cooperatitmedzn CEN, CENELEC and ETSI and the European
Commission and the European Trade Association, @itlith regard to possible restrictions to
competition caused by horizontal cooperation agexgmbetween companies operating on the same
market level(s) the Commission published a noticehe applicability of Article 81 of the EC Treaty.
In this notice standardisation agreements are dermil to be a type of horizontal cooperation
agreement, either concluded between private urdegs or determined under the aegis of public
bodies obodies entrusted with the operation of services of general economic interests, such asthe
standard or ganisations recognised under directive 98/34 EC. The notice also states that in principle
standardisation agreements do not restrict conpetif the standards are adopted by recognised
standard organisations, based on non discriminajoey and transparent procedures.”
On the relationship between standard-setting byape organizations and competition rules see F.
Cafaggi,Contractualizing standard-settingit.
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4. The effects of regulation on the private law dimension: the creation of
industry networ ks to promote and control product safety®

The information flow towards consumers is defingdiiree different bodies of law at
EU level: contract (sale of goods directive 99/42)yFcivil liability (PL directive), and
GPSD. The three systems, not well coordinated, sapduties to inform on the
producer, the distributor, and the final sellereytdefine different liability regimes
which affect the incentives to produce informatibnt most importantly impact upon
the incentives to monitor product safety and défeoess once the product has been
marketed. Information duties play different funasodepending on the level and nature
of risk but also on the identity of the addresdmeyer, user, bystander to whom the
information is conveyed.

(1) They reduce the level of risk by conveying mfation about the risks of the
product and the modes of assessment by the consi(#)ethey allow consumers,
buyers and users, to make informed choices abauhpase and use of the product once
it has been bought. In this context, | focus orofinfation concerning safety leaving
aside quality. Information may contribute to risksassment when consumers have to
make a choice, which is not always the case aseXaenple of bystanders shows.
Information can also contribute to risk manageménthe risk is known and only
partially avoidable with the cooperation of consusner third parties.

Information duties are owed before the productoisl,swhen it is marketed, but also
after sale, when they interact with the duty to mwnproduct safety. Post market
surveillance has become a central issue in therudebate. Duties to inform are thus
related to sale and post-marketing. They covemihele life of the product. Thus, their
relationship with monitoring becomes extremely val.

Theﬁ%ebate about the liability standard which giwpsmal incentives to inform is still
ope

The GPSD takes a different approach from the PLthadale directives, but also from
sector specific regulatory regimes. It must be liedahat the GPSD is residual and it
only applies to consumer products whose safetyois specifically regulated. The

°1 This part summarises the results of a broadeeptrajhich | am currently working on “Creating sgfet
networks. Moving away from hierarchy in product edgf and liability”. See F. CafaggiThe
divergences between real industrial organisatioimains and regulatory strategies concerning product
safety. When theory departs from reality in insitital design Unpublished manuscript

%2 The issue becomes even more difficult in relatmhability for defective drugs where informatitvas
to be conveyed to doctors who prescribe the dragsedl as to potential users. The matter is regdlat
at EU level by directive 2001/83/EC and subseqaemndments. Under the directive the holder of
market authorisation has to conduct farmacoviggamicthe products and to report adverse reactmns t
the competent authority. See M. Mildred, ‘Pharméicaliproducts: the relationship between
regulatory approval and the existence of a defeitt’p. 1269.

% For a recent analysis related to the US systeniKs&pier, ‘Product safety, buybacks and the paf-s
duty to warn’, Harvard Law and Economics Discussidtaper No. 597, available at
http://ssrn.com/abstract=1023125, and, in a differgerspective, A.M. Polinsky and S. Shavell,
‘Mandatory versus Voluntary Disclosure of Productskr’, Stanford Law and Economics Olin
Working Paper No. 327, available at http://ssrn.irstract=939546. For earlier influential
contribution on these matters see G. Hadfield, &vse, M. Trebilcock, ‘Information based principles
for rethinking consumer protection policy’, ddurnal of consumer poli¢y1998, 131.
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analysis will focus on this regime and only occasioreferences to food and drug
safety regimes will be made, in particular a profoRegulation 178/206%

The GPSD defines the industrial chain by distiniging suppliers and distributors. The
former, according to the directive, are those wéio affect the safety of the product, the
latter are those who canfdtWhile placing the burden of safety obligations tbe
producer it allocates information duties along dmain with some emphasis on the
distributors and retailers.

Before examining the structure of information obtigns and their implication for the
network it is necessary to focus on the definitdbthe distributor.

The distributor is defined in a quite peculiar wayat least two reasons:

1) it is negatively defined as being unable to affinet safety, thus adopting a very
abstract and old fashioned idea of the decisioningaRower between producers
and distributors. It is evident how relevant bigtdbutors are for the definition of
product safety, not only in the case of privateellhg. For reasons concerning
market reputation and costs associated to withdramé recall, distributors impose
on producers safety and quality control systemsdha affect the safety;

2) it leaves unclear whether the expression ‘canrfett$afety’ refers to technological
or contractual constraints. In the latter caseptimties would be able contractually to
allocate the regulatory burdens in ways that maybeothe most efficient because
driven by asset instead of real ability to consaflety (i.e. producer is the small firm
that can only be liable for a limited amount whitee big and powerful distributor
does not have any safety obligation whilst beintjebeequipped to be in charge of
safety precautions).

This definition of distributor is in tension withtheer rules of the directives requiring
distributors’ participation in monitoring, and repusing their importance in producing,
collecting and transmitting information to the comeer and the producér Compliance
with these duties can contribute to make the prbdafe. On the contrary, violation of
these duties may make the product dangéfousational authorities can require
enterprises to warn consumers when there are reblgogrounds that a product can
pose risks to all or certain categories of consatier

% The food regime imposes on the food business trettae responsibility to censure that requirements
of food law are met within the food business urttieir control (see Art 3(3) Regulation 178/2002).

% See Art 5.3 of GPSD.
% See Art 5.2 of GPSD.

9770 solve this contradiction a review of the Dieetis needed to rephrase the definition of distlp.
Before then a functional approach should qualifpdoicers those who are generally considered
distributors from an economic perspective whendhely are in the position to monitor products’
safety.

% See in UK Regulation 13 (1) General Product Sag95: “Where an enforcement authority has
reasonable grounds for believing that a produet éangerous product in that it could pose risks for
certain persons, the authority may serve a noti@edquirement to warn”) requiring the person on
whom the notice is served at his own expense temake one or more of the following as specified in
the notice:

(a) where and to the extent it is practicable to da@@nsure that any person who could be subject to
such risks and who has been supplied with the mtdolel given warning of the risks in good time
and in a form specified in the notice
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| turn to an examination of the potential effectsduties to inform’ on the supply and
distribution chain and the potential implicatiors & more general institutional design
aimed at making information discovery and flow mefiective.

A product can be deemed dangerous or unsafe if#tion is not adequately provided
to consumerS. GPSD imposes duties to inform not only on prodsidsut also on
distributors to final consuméefS. It also imposes coordination mechanisms between
parties operating in the chain and especially betwproducers and distributds
Distributors are bound to gather information arahémit it to producers; producers are
bound to inform distributot§% Both are obliged to inform the competent national
authorities about risks concerning the safety efgloduct to be processed through the
RAPEX syster’®. Uncertainty about who takes main responsibiligtynoring about
coordination problems which are in some legal systeaddressed by national
authorities through their guidelif$ One of the most relevant question is when a duty
to inform the competent authorities arise and wéethere is coincidence between this
duty and the post-sale duties to inform regulatedhe civil liability system and by
contract rules.

Regulators have tried to define guidelines as terwinformation is to be transferred to
combine the need to have a manageable system ahdaftiprotecting consumers as
soon as risks become knotfm

(b) to publish a warning of the risks in such a fornd amanner as is likely to bring those risks to the
attention of any such person,
(c) to ensure that the product carries a warning ofidie in a form specified by the notice”

% 'See P. Cartwright, ‘The regulation of product sgfdn G. Howells, The law of product liability
Lexis-Nexis, 2007, p. 734 f; F. Cafaggi, ‘A coordiad approach to regulation and civil liability in
European Law’, cit., p. 214; S. Weatherifl) Consumer law and polic¥E, 2005, p. 216 ff.

%N relation to producers Art 5.1 of GPSD correldtéermation duties and consumers’ risk assessment
and deterrence: “Within the limits of their respeetactivities producers shall provide consumerth wi
the relevant information to enable them to asdessisks inherent in a product throughout the nérma
or reasonably foreseeable period of its use, wkesh risks are not immediately obvious without
adequate warnings and to take precautions aghiose trisks”

In relation to distributors Art. 5.2 of GPSD swtéMoreover, within the limits of their respective
activities, they shall participate in monitoringethafety of products place on the marksgpecially by
passing on information on product risks, keeping and providing documentation necessary for
tracing the origin of products, and cooperating in the actions taken by producers and competent
authoritiesto avoid therisks.”

1IArt 5.2 of GPSD: “Within the limits of their respise activities thy shall take measures enablirenth
to cooperate efficiently”.

192See again GPSD Art 5.1 for producers and 5.2 fsrilutors.
1%33ee Art 8 of GPSD.

1045ee for example in the UK DTI Guidance for businessisumers and enforcement authorities, August
2005, available at http://www.berr.gov.uk/consurf@agety/products/index.html, par. 7.4

1%see “Producers and distributors should analyse infermation collected and decide whether a
particular hazardous situation should be notifthe authorities taking into account:
The gravity of the outcome of the hazard, depandin the severity and probability of the possible
health and safety damage. Combining the severitypaobability gives an assessment of the gravity of
the risk. The accuracy of this assessment will ddpgon the quality of the information available to
the producer or the distributor.
The severity of health/safety damage for a givamahd should be that for which there is reasonable
evidence that the health and safety damage atibleito the product could occur under foreseeable
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There is not a necessary coincidence between tiggainform consumers and the duty
to report to the competent authority. Often theetyyd information and the ways to
inform might have to be defined in a coordinatedyvead it might be advisable to
report to the authority first and then decide whisformation are to be given to the
public and how define the appropriate means.

Monitoring techniques may differ according to eaebduct®. They also depend on the
qualification of ‘dangerousness’ provided by arof&sPSEY".

This web of duties to inform implies the designaofinformational network that would
process information in a rapid and effective way.sbme legal system it has been

use. This could be the worst case from health afietys damages that have occurred with similar
products.

The probability of health and safety damage fobemal user who has an exposure corresponded to the
intended or reasonably expected use of the deéeptivduct has also to be considered as well as the
probability of the product being or becoming deifext

The decision to notify should not influenced bg titumber of products on the market or by the number
of people who could be affected by a dangerousymod hese factors may be taken into account in
deciding on the type of action to be taken to sdllse problem”. See Commission Decision,
14.12.2004, laying down guidelines for the notifiea of dangerous consumer products to the
competent authorities of the Member States by preduand distributors, in accordance with Article
5(3) of Directive 2001/95/EC of the European Pankat and of the Council, OJ L 381, 28.12.2004,
p.63.

Compare the elements listed in Europe by the Ginigteenacted by the European Commission in the
framework of Rapex system established with the GR@D those defined by the Consumer Product
safety Commission in the US in the Recall Handb¢écall Handbook, A Guide for manufacturers,
Importers, Distributors and Retailers on Reportingler Sections 15 and 37 of the Consumer and
product safety Act, section Il Identifying defectdn determining whether a risk of injury assocdte
with a product could make the product defective, @ommission considers the following :

1) Whatis the utility of the product? What is supgbse do?

2) What is the nature of the injury that the produ@hhcause?

3) What is the need for the product?

4) What is the population exposed to the product aedisk of injury?

5) What is the Commission’s experience with the pré@luc

6) Finally what other information sheds light on threguct and patterns of consumer use?”

Available at http://www.cpsc.gov/businfo/correeikitml.

1%see C. HodgesEuropean regulation of consumer product safeily, p. 129 ff.

97Art. 6 GPSD identifies 6 different categories:
b) any product
c) any product that could pose risks in certain coonlét
d) any product that could pose risks for certain pesso
e) any product that could be dangerous
f) any dangerous product
g) any dangerous product already in the market.
See for example in the UK Regulation 2005 on gdrerraluct safety, art. 9
“(1) Subject to paragraph (2) where a producer dis&ibutor knows that a product he has placed on
the market or supplied poses risks to the consutmr are incompatible with the general safety
requirement, he shall forthwith notify an enforcemauthority in writing of that information and-
(@) the action taken to prevent risk to the consunmed;[a.]
(2) In the event of a serious risk the notificationder paragraph (1) shall include the following
(@) information enabling a precise identification o€ throduct or batch of products in question
(b)  a full description of the risks that the productgents
(c) all available information relevant for tracing theduct, and
(d) adescription of the action undertaken to previsksrto the consumer”.
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suggested the creation of an internal coordinatarelation to product recaff. It is
important to point out the scope of these dutiesifiarm. Not only do they refer tex
ante known risks but, and perhaps more importantlyy twe@vide further incentives to
the discovery of new risks and fast informationgessing’®. It is mainly in relation to
post-marketing ‘duties to inform’ that the creatioh an efficient network becomes
important.

GPSD focuses on the activity and does not addnesmeans through which individual
enterprises and the chain as whole should comphemtompliance with these duties
is evaluated by judges it becomes clear that theiip moves to the mechanisms put in
place to collect and transmit informatfoh It becomes necessary to explore the
structure of the chain to evaluate how individualegprises cooperate to ensure that
duties to monitor and to inform are complied with.

A preliminary distinction, related to informatiomgaluction and transmission, concerns
groups and networkS. In pyramidal groups, ownership control requires adoption
of an organisational structure that encompassemnidtion production and transfer
among the different participants. Unlike groupswueks - especially contractual ones -
may lack an organisational form with ownership colt?. This is more true for
production chain (i.e. subcontracting), less tree @istribution chain, where the
contractual nature of the network implies a higlevel of coordination, as in
franchising and dealerstip. | discuss the relationship between decision power
allocation along the supply and distribution chaird product safety elsewhé&t® In
this context, | would only like to suggest that tbeganisational form of the chain
affects (or should affect) the regulatory designaawning product safety, in particular
duties to inform consumers and competent authsyibat symmetrically the regulatory
design will influence the business model. The ratgvquestion is whether the
regulatory design should operate irrespective efdifferent business models or should
be tailored to them, i.e. are business models evaet variable to define effective
information systems about product safety.

The current approach of GPSD seems to ignore fferelices among business models
and apply to industrial chains which operate veifferently. | suggest that business

1%5ee in the US the Handbook on recall issued by tresumer Product safety Commission, cit.
1%See Art 5.3 of GPSD.

0see C. HodgesEuropean regulation of consumer product safety, p. 132 ff and 191 ff., describing
the different criteria for evaluating post-marketiobligations of producers and distributors

gee for an introduction E. TodevBuisiness network®fRkoutledge, 2006, part. pp.. 85 ff.; A. Grandori,
(ed.) Inter-firm networks Routledge, 1999. For a more general frameworkJsegeitlin, ‘Industrial
districts and regional clusters’, in J. Zeitlidandbook of business histor@UP, 2007, in a different
perspective M. Granovetter, ‘Coase revisited: bessngroups in modern economy’, in G. Dosi, D.
Teece, J. ChytryTechnology, organization and competitiveneSford, 1998, p. 67 ff..

120n the definition of contractual networks see Fa@gi, ‘Contractual networks and the Small Business
Act: towards European principles?’, EUl w.p. 20@/1

3For a comparison between networks and groups se@afaggi, Reti di imprese tra regolazione e
norme sociali Il Mulino, 2004. For a broad analysis of businestworks E. TodevaBusiness
networks cit., passim.

see F. Cafaggi, The divergences between real industrial organisetioforms and regulatory
strategies concerning product safety. When theagpads from reality in institutional design’
Unpublished manuscript.
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networks should be designed to ensure effectiveitoramy in product safety, thus
taking into account the different organisationalistures, distinguishing between big,
medium and small enterprises. A specific policy psoduct safety in SMES may
require different organisational networks from #ogerating for big multinationals.

It is important to distinguish between productiondainformation transfer within
different links in the chain and information netk®mimed at communicating with the
public. Firms have created various informationawuoeks to ensure that information
about safety products is produced and transferredeffective ways. Individual
enterprises have to take measures enabling themototor the safety of the product.
While no specifications are made in the directiveowt size of enterprises and
especially in relation to distribution between wészle and retail, national legal systems
have recognised that differences may affect theeeed standard and the type of
internal organisation set up to monitor producesaf®.

In relation to the shape of networks aimed at pecoty and generating information
within the chain, two main models can be identifféd

a) hierarchical network
b) horizontal network.

In the hierarchical network information gatheredddterent levels is all passed on to
the producer who then conveys it to the relevatdgracboth consumers and competent
authorities. Hierarchy is relevant to decide whinformation should be transmitted,
when the risk product-related is such that dissation of information takes place
within the group, in case of multinationals alsdépendently from any administrative
action. Competent authorities proceed through aalleghr process to gather and
disseminate information about product risks. Thievant decision-making power to
define which information should be disclosed andlaith speed is left to the producer.

Hierarchical network : Let us take the example of franchiSde information flows
from the franchisees to the franchisor and thenkbac the franchisees.

/\

—— Information flow

|
franchisee
// —

Contractual relationship

"9n the UK these differences have been acknowledyeB Tl Guidance suggesting agreements along
the chain on who should make the notification. $8d Giudance for Businesses, consumers and
enforcement authorities, cit., p. 6.6. See als@d&twright, ‘The regulation of product safety’,.cip.
738 ff.

M80r a summary concerning different network configians see E. TodevBusiness networksit. p.
130 ff.
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Horizontal network: again the example of franchise. the information is exchanged
directly among franchisees not necessarily aftermediation by the franchisor.

| Franchisor )

| franchisee franchisee | franchisee | franchisee

N < TT——

Contractual relationship

*—*  Information flow

In the horizontal network data are shared by tHéermint knots. For example in
franchise, the franchisees communicate directihout the mediation of the franchisor.
In dealership organised as horizontal network, tealers communicate among
themselves without the hierarchical interventiontbé producer who may simply
participate to the process.

These networks are aimed at generating informapooyiding each enterprise along
the chain with incentives to collect informationdato define tools to detect new risks
and assess known ones. Search of the most effenfimenation producer can place
higher burdens on one particular knot, which, havesgoes not necessarily mean that it
will bear the entire cost. Certainly, the structofethe GPSD suggests that producers
may bear the higher costs of producing and didirigunformation.

The decision about the structure of the informatimtwork is driven by several
interrelated factors. One is the liability regimenio information is collected and
communicated, but others are related to the fornhefchain and the decision-making
power allocated along the chain. If market and ramttial power is strongly asymmetric
along the supply and distribution chain, it is lijkéhat it would generate a hierarchical
information network. Conversely, if power is dibtited relatively evenly, chances for a
horizontal network to arise are relatively higher.

The main policy question for product safety is thdent to which these networks,

contractually organised, should only mirror theulatpry structure or can enjoy some
level of discretion internally to allocate burdessd costs so as to improve the final
results: i.e. effectiveness in producing and tratisrg information about risks. In other

words, should legislators and regulators definestiegpe of the network or should they
only define their aims and leave parties the freetio organise them?

The desirable policy is to define the goals andpedingly, the liability system for non-
compliance of information duties on producers aisdributors, while leaving parties
discretion to choose the most appropriate orgdorsat form. To leave enterprises
discretion does not mean that compliance evaluaimuld not take into account the
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adopted organisational model, how the network peréal and which improvements
can be made. The producer or the distributor cawelder use compliance with the
chosen organisational model as a defence if infoonavas not produced or effectively
transmitted. Scrutiny of the organisational moaebéather information should thus be
allowed.

The current regime should thus introduce defadétsreoncerning the network forms to
be adopted to comply with information duties rediatie product safety.

The example of information-networks in product $afhows how a specific regulatory

strategy that imposes coordination to produce amalsfer information about product

risks may affect the industrial structure and prtameertical and horizontal cooperation

concerning safety matters. GPSD places the mastaet safety burdens on producers
but impose on distributors a fault based duty tondeen they know or should know that

the product can be dangerous or unisafe

This organisational form is very important for netks where the product is
manufactured and sold in Europe but may have raetevianplications for
transcontinental safety networks where product®partly developed outside Europe
(far East or South America) and thus safety contraly be defined by different legal
regimes and the importer would bear the costs ofyieg compliance with European
standards.

Following the toy recalls in summer 2007, the E@ap Commission engaged in a
wide-ranging stocktaking review on product safetg an audit of the business safety
measures in the toy supply chifh

The creation of these networks implies a relatigh investment, albeit, not necessarily
information-specific. Thus, the possibility of exyuling the scope of the network for
pure information collection and transfer to othafesy aspects concerning risk-control
should be explored.

The adoption of a network model for safety prea@autivould generate important
benefits for the final consumer but also importpositive externalities. To promote
these networks may imply regulatory reforms. A @emn both directives, PL and
GPSD, should be made, reallocating the burden f&ftys&@ontrol and risk detection
among different actors through the definition dfoimation networks”®. This should
occur by introducing default rules that design éheafety-networks and leave parties
free to reallocate the burden in a more hierar¢hi@gy, concentrating the burden on
few specific actors with some constraints if theynssh.

"See art. 5.2 of GPSD: “Distributors shall be reegiito act with due care to help to ensure compéianc
with the applicable safety requirements , in patéc by not supplying products which they know or
should have presumed, on the basis of informatiothéir possession and as professionals, do not
comply with those requirements”.

185ee the speech of Commissioner for Consumer Piartekteglena Kuneva “Outcome of stocktaking
review on consumer product safety”, of 22 NovemB&07 available at http://europa.eu/rapid/
pressReleasesAction.do?reference=SPEECH/07/741&fetiTML&aged=0&language=EN&guiLan
guage=en

11%n these questions beyond the specific issue afystesafety see. C. Sabel, ‘A real time revolution
routines’, in C. Heckscher and P. Adl&éhe firm as a collaborative communitpUP, 2006.p.00
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Product Safety, Private Standard Setting and In&diom Networks

The freedom to use contracts in order to distriduiedens among parties should not
lower the level of safety for the final consume8andards related to the network
should thus be defined when the network form ipéeth These standards, which may
include joint and several liabilities, should id&ntminimum rules that parties can
specify through contracting.

To summarise the general principle should defire gafety and information duties
while default rules can design the means to orgamework forms tailored to different
business models. The current stress on producerbecéeft in the text of the directive,

but the artificial hierarchical model, implicititesnming from the current text, should
be corrected by introducing a more generalisedzbotal network model including

distributors and reflecting the different businéssns of industrial chains. A default

rule should introduce the concept of safety networkllocate contractually the control
and information, leaving the enterprises belongmthe network the power to allocate
the costs of detecting and controlling the riskartiBipation to the product safety
network will be defined by the structure of the ichand the contractual links among
enterprises related to the product circulated enrttarket. The boundaries will thus be
designed according to the product and the prodgssduction and distribution.

The advantages of the network model primarily comcthe possibility to define
incentives along the chain to produce and transf@rmation about product related
risks instead of placing the entire burden on thedpcer regardless of the real
allocation of decision making power. The currembadtion, on the one hand, does not
descriptively represent many current modes of ating decision-making power; on the
other hand, it may not efficiently allocate inceas to generate new information and to
detect new risks to effectively protect consumers.

5. Concluding Remarks

This essay has dealt with product safety and Itsthilooking in particular at the
interaction between regulation, contract and diaibility. The main aim has been to
suggest that risk definition, assessment and mamaggein product safety has changed
in the last 20 years and that a well recognised i®Iplayed by private actors both in
standard setting, in monitoring and risk managementerning post sale duties. Post-
market surveillance has become a crucial part@fitk management strategies but the
regulatory dimension has not been sufficiently éidkvith that of governance.

In the first part | have examined the current revig product safety at EU level with
the proposed regulation on market surveillance igdelationship with the broader
debate concerning better regulation.

In the second part, | have showed the increasimgractualisation of standard-setting
concerning safety and product defectiveness, wihithences both regulation and civil
liability systems. In both cases, however, insigfit attention has been given to the
implications of such a contractualisation for ligbistandards. Two sets of issues have
been underlined:
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1) the lack of accountability of private regulatavhen defining technical and non-
technical standards and the difficulty to subjéus tactivity to the scrutiny of
judicial review.

2) The complementarity of regulation and liabilisyoften not well designed. It is
unclear when the standards are defined by privatikes how they should affect
the definition of defect or when that of negligerened/or strict liability is not
applicable.

Standard-setting may have different functions ia tivo fields due to institutional
complementarity. However often this differentiatiannot well designed and it only
emerges in its quantitative dimension: regulatiefirs,s minimum standards, liability
may increase the standard, mainly for the purpbserapensating the victims.

| then moved to information duties in product saf@hd product liability and claimed
that business models of the supply and distributbain may be affected by the
regulatory design concerning product safety. | entdd that a reform of GPSD and
PLM directives should promote the creation of msireictured information networks,
aimed at making information production and transiois concerning product safety
more effective. Enterprises should be constrainethb safety goals, but they should
enjoy discretion in choosing organisational modilat best fit with their business
models. In particular the distinction between hiel&cal and horizontal networks
should be fruitfully employed to design defaultesilorganising the information safety
network. This would be particularly important foarpEuropean networks which have
to coordinate enterprises operating in differegalesystems with different institutional
frameworks. | propose to introduce default rulescawning information networks that
parties can adjust to their specific business nwdel

In this essay | have showed that private law ampllegion interplay in the field of
product safety. Not only it happens between adrnatise regulation and civil liability,
as it has long been recognised, but also with aeohtlaw, given the increasing
contractualization of standard-setting and the s&teto build contractual networks to
implement monitoring of product safety in modernrkes economies. These examples
suggest that the current approach to harmonisafiduropean Private Law is limited
and does not reflect the necessity to coordindferdnt instruments to pursue unitary
policy objectives: producing higher and more effextproduct safety in Europe at
reasonable costs.
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