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FOREWORD

The safety of goods that consumers have to use at home and
in their leisure time has become a major socio-political challenge.
According to Commission calculations, 45 million “private"
accidents requiring medical treatment and more than 50,000
deaths occur each year in the Community. Apart from the indi-
vidual suffering that lies behind these figures, the economic
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aspect of accidents has also come to assume unacceptable pro-
portions. Not that this alarming finding is to be attributed simply
to safety shortcomings in consumer goods. The causes of acci-
dents in the home and in leisure time are manifold, and the con-
tributions that improvements to consumer product safety can
make towards accident prevention are hard to estimate. It is,
however, indisputable that safety problems will continue to exist,
that the public is responding in an increasingly sensitive manner
to safety problems, and that protection of health and safety is a
primary political task for government.

This responsibility affects not only Member States, but also
the Community. In the course of its efforts at achieving the inter-
nal market, the Community must, as we know, ensure among
other things the harmonisation of legal and administrative provi-
sions aimed at protecting consumer safety. But every advance in
harmonisation policy means that the Community’s competency —
and therefore also responsibility — for product safety grows.
Consistently, the consumer policy programmes of 1975 and 1981
(0J C 92, February 25, 1975, and C 125, June 3, 1981) adopted
the principle that consumer goods should "under normal or fore-
seeable conditions of use ... present no risks to the health or
safety of consumers” and that if they present such risks, "there
should be quick and simple procedures for withdrawing them
from the market".

The principles of the consumer policy programmes assume a
major importance with intensification of the Community's efforts
to complete the internal market by 1992. In the interest of the
effectiveness of the Community’s law-making processes, the
policy of approximation of laws will, in the future, be confined to
harmonising fundamental safety requirements on products or
groups of products, while production of technical specifications
is to be left to the competent standardisation organisations. This
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new approach to technical harmonisation and standardisation is,
however, not only of decisive importance to completion of the
internal market, but also creates an additional need for action in
the area of product safety policy. Whereas the Community
would, in the future, like to confine directives it issues to the
establishment of basic safety requirements on the type of product
concerned, Member States are in the course of legislative aug-
mentation of their product safety law. A number of Member
States already have general product safety legislation (namely
France, the Federal Republic of Germany, Spain and the UK),
while others are preparing new legislation. This trend of devel-
opment, which now extends to all Community Member States,
underlines, yet again, the social policy topicality of the safety
issue. However, it also contains dangers for the new harmonisa-
tion policy. If the Community is to avoid the independent devel-
opment of product safety law by each Member State, resulting in
difficult demarcation problems for the relationship between
European directives and national law, then it must itself put more
emphasis on the Europeanisation of product safety policy. To do
s0. the Community must both create a legal reference framework
for further development of legislation in Member States, and
improve its capability of contributing to the solution of acute
problems in product safety policy.

The perception that an additional need for action by the
Community has emerged in the area of product safety policy is
revealed in a number of recent documents. These include, above
all, the Commission communication to the Council on "a new
impetus for consumer protection policy" of July 23, 1985 (COM
(85) 314 final), approved by the Council on June 23, 1986 (OJ C
167, July 5, 1986). The communication stresses that policy on
achieving the internal market must be accompanied by appropri-
ate Community efforts on product safety and by a general product
safety obligation in force Community-wide. And the
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"Communication from the Commission to the Council on safety
of consumers in relation to consumer products” of May 8, 1987
(COM (87) 209 final), noted and welcomed by the Council on
June 25, 1987 (OJ C 176, July 4, 1987), has already set out some
initial ideas for a general product safety directive.

The process of European law-making is costly, cumbersome
and in general also time-consuming. The Commission itself has
to arrive at a unitary position; it has to harmonise its own deci-
sion-making with Member State governments and at the Euro-
pean level. In this complex process of decision and persuasion,
parallel scholarly efforts can be of enormous assistance. The
study by the Zentrum fiir Europaische Rechtspolitik on "the
safety of consumer products and the development of the Euro-
pean Community" has, with its thorough, fundamental discussion
of product safety policy in general and European product safety
policy in particular, made a very considerable contribution to the
clarification of the Commission's thinking processes. Publication
of this study should bring the message of Europeanisation of
product safety policy closer to the academic and politically inter-
ested public.

Brussels, August 1987 B.W.K. Risch
Commission of the EC
Directorate General XI
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Introduction

A study concerned with the "Europeanisation” of technical
consumer product safety law must deal with all three sides of a
"magic triangle", i.e. thé process gf European integration, the
problems of legal regulation, and the measurement and assess-
ment of risks. Seen from each of these three sides, the problem
takes on a different, specific aspect. The European Community's
target is to achieve a common market, and from this point of
view the most important factors are the differences in product
safety law in the various Member States and the effects of such
differences on the free movement of goods. However, the Mem-
ber States which need to change their legal provisions in the in-
terests of achieving the common market are also interested in the
"quality" of Community regulatory action, its basic approach and
the effectiveness of legal instruments. After all, the subject of
discussions on the forms and limits of safety legislation is inher-
ently complex and politically sensitive, Ibere are scientific
methods of assessing risks, but establishing the origins of risk,
i.e. the cause and effect connection between risks and damage,
often involves a considerable level of doubt. This is particularly
true when considering which risks can or must be taken and un-
der what conditions products may be described as safe. This is a
question of the normative aspect of safety, the social acceptabil-
ity of risks, increased costs and prices, and political priorities and
strategies. The integration problem, the "juridification" debate
and product safety policy represent distinct though connected as-
pects of the subject of this study. Integration policy is primarily
concerned with the elimination of trade barriers, but in practice
decisions are taken in connection with the approximation of the
legislation of the Member States which affect the form and nature
of the juridification of product safety by the Member States. As a
result of the qualitative dimension of its harmonisation policy,



the Community is becoming inextricably involved in the legisla-
tion policy discussions on safety problems.

Given the three sides of the triangle, the question is which
side is to be regarded as the hypotenuse. The main subject of this
study is the Europeanisation of the product safety problem, i.e. an
analysis of law approximation measures taken so far, the "new
approach to technical harmonisation and standards" and the steps
towards an independent European product safety policy on the
one hand, and the chances for the further development of this
policy on the other. In contrast, the positive product safety legis-
lation of the Member States is dealt with only selectively, and the
general debate on regulation and the development of product
safety policy itself are discussed only relatively briefly. However,
this preferentiality, which is a result of the approach, cannot af-
fect the structure of the study. Indeed, our main thesis is that
harmonisation policy must not neglect the legislative "quality" of
law approximation measures and that the success of the new ap-
proach to technical harmonisation and standards is primarily de-
pendent on whether the Community manages to develop a posi-
tive product safety policy to complement its internal market pol-
icy. This fundamental statement explains first of all why the
study starts with product safety policy (Chapter 1), goes on to a
comparative treatment of positive product safety law (Chapter 1)
and only then analyzes the integration process against this back-
ground (Chapters 111-V).

However, the thesis of interdependence between internal
market and product safety policies determines not only the
structure of the study, but also the question asked in each section.

Chapter | aims to show why product safety law has given
rise to extremely diverse regulation patterns and to provide an
overview of the most important instruments for action. Chapter Il
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is concerned with recent developments in the relevant legislation
of the economically most important Community Member States
(France, United Kingdom, Federal Republic of Germany) and
also refers to the USA on account of the Consumer Product
Safety Act 1972, which is of crucial importance in the interna-
tional debate. Chapter Ill on the "traditional” policy of approxi-
mation of law and on efforts at a "horizontal" European product
safety policy begins with an analysis of general integration policy
conditions (Chapter Ill, 1) and goes on to describe the relation-
ship between internal market policy and product safety policy in
the various phases of the integration process. The first phase is
initiated by the 1969 General Programme for the elimination of
technical barriers to trade (Chapter Ill, 2.1). This "traditional
harmonisation policy was on the one hand, in the interest of eas-
ing the strain on the Community legislative process, unburdened
by a wide-ranging arsenal of regulatory techniques, while on the
other, under the 1975 and 1981 consumer policy programmes, the
Community made a start on the development of a European
product safety policy which was independent of its internal mar-
ket policy (Chapter Ill, 2.1.4.1). In both policy areas, as we
know, it proved impossible to realise the Community's program-
matic goals. As far as policy on achieving the internal market is
concerned, the Commission itself has pointed out the reasons and
called for, and implemented, a fundamental revision of traditional
legal approximation policy.

This reorientation of Community policy is dealt with in
Chapters IV and V. Chapter IV begins by describing the most
important precursors of the new internal market policy, namely
ECJ case law on Articles 30 and 36 EEC since the Cassis de Di-
jon judgment, and regulatory technique for the Low Voltage Di-
rective. The new approach to technical harmonisation and stan-
dards, whereby the Community will restrict itself in its directives
to setting "essential safety requirements”, leaving it to European
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and national standardisation bodies to convert these safety re-
quirements into technical specifications, is the core of present
internal market policy, though the framework within which this
new approach operates has already been changed by the Single
European Act, particularly Article 100 a.

The Community's new line is primarily a response to the
failures of the traditional method of approximation of laws. Its ef-
fects extend to all existing approaches to European product safety
policy. Chapter V goes into these effects in detail. It diagnoses a
new need for action in the area of product safety policy, including
in particular the internal organisation of the standardisation pro-
cess, and participation by consumer associations in European
standardisation.

Chapter VI continues a comprehensive discussion of alter-
natives open for co-ordinating internal market and product safety
policy. It argues that a policy of "deregulating” Member States'
product safety legislation would not be feasible, and opts for a
"positive" supplementation of the new approach by a horizontal
Community product safety policy. This option is elaborated in a
number of recommendations: an Advisory Committee on product
safety should handle co-ordination of developments in Member
States and of the Community’s activities; a Consumers' Consulta-
tive Committee on standardisation should be brought in alongside
the European standards organisations; there should be a general
product safety obligation in order to harmonise Member States'
normative objectives; and finally, the regulatory technique of the
new approach, aimed at facilitating trade within the Community
through comprehensive market access rights, makes it essential to
Europeanise follow-up market controls (product bans and recall
arrangements).



Chapter |

Product safety, product safety policy and
product safety law

Questions of product safety alarm the public again and
again. Information on the hazardousness of products used daily in
household and leisure activities, short- and long-term environ-
mental hazards, and risk associated with materials and technical
faults at the workplace occupy the media, attract the attention of
experts, provoke a search for the guilty and demands for remedial
measures to be taken by the Statel In addition to concern about
the hazards of large-scale technology, public attention is focused
on dangers presented by medicines, foodstuffs and chemicals,
whilst in comparison, technical consumer products tend to offer
less spectacular things to say2. The emphasis of sociopolitical and
legal discussion is similarly distributed3. Empirical research
aimed at showing how attitudes towards hazards caused by tech-
nology change and at drafting appropriate recommendations for
the policy treatment of such risks4 mainly covers large-scale
technological projects. Legal science concentrates on the devel-
opment of environmental law and new regulations, particularly
on pharmaceutical products and also on chemicals. Against this
background it is easy to forget that in the field of technical con-
sumer products the results of large-scale and intensive accident
research are available, that this research is indispensable in as-
sisting companies to make decisions on the technical design of
products, and that regulations on the safety of technical consumer
products have long since left behind them the naive notion of ab-
stract safety standards which can be fulfilled completely. How-
1  See the colourful, though USA-related, examples given by Feldman,

1980, 73 et seq.; Lowrance, 1976, 102 et seq.

2 Though there are some counter-examples, the most prominent being
Nader, 1965.

3 Cf. for more details Briiggemeier etal., 1984, 8 et seq.



ever, the key legal concepts expressing this realisation sound
more familiar, more small-scale and less ambitious. Product
safety law is not concerned with threshold values, as in the case
of law covering the environment, labour and foodstuffs or with
"effectiveThess:" Of "nob-objection certificates" as in the case of
pharmaceutical products, but with the "generally accepted state of
the art" ("allgemein anerkannte Regeln der Technik", § 3 of the
Geratesicherheitsgesetz) or with justified safety expectations
which manufacturers have to comply with in accordance with the
Product Liability Directive.

There are objective reasons for these differences. The risks
of nuclear power stations, the level of residual risk to be tolerated
or the long-term effects of air pollution or food additives place
different requirements on the identification and legal assessment
of risks than do the dangers resulting from defective cots and
playpens. Nevertheless, it would be illusory to imagine that the
problems of technical consumer products are simple. The poten-
tial danger is considerable, and it can be just as difficult to assess
the contribution of a construction feature towards accidents as it
is to assess the health hazard of chemicals (see section 1 below).
In connection with technical consumer products as well, we must
ask which risks are unavoidable, which must be eliminated at all
costs and which should be reduced through design requirements.
The alignment of corresponding decisions to technical standards
specifying general safety duties is equivalent to setting a thresh-
old value establishing the extent of permissible risks in general
terms (see section 2 below). And finally, a range of subtle and
expensive instruments has also been developed for the purpose of
regulating the safety of technical consumer products. The simple
blanket clauses of safety laws in this area are entirely compatible
with a regulatory practice which proceeds no less demandingly4

4 Of. Paschen/Bechmann/Wingert, 1981.



than is customary in the present-day regulation of health or envi-
ronmental hazards (see section 3 below).

1. The identification of risks

The potential danger of technical consumer products was for
a long time underestimated or only rarely appreciated by the
public. A change in attitude began to be noted in the fifties and
sixties. As early as 1961 the United Kingdom passed a first prod-
uct safety law (the Consumer Protection Act 1961)5, and in the
Federal Republic of Germany the Act on Technical Work Mate-
rials (Gesetz iiber technische Arbeitsmittel) of 1968 (GtA) was
replaced in 1979 by the Appliances Safety Act
(Geratesicherheitsgesetz) (GSG) which laid down a general
safety obligation for technical consumer products6; since 1983
France has had a general law on consumer safety (Loi N0.83-660
relative & la sécurité des consommateurs)7. The sixties saw the
development in the USA of a widespread social regulation
movement which led to a large number of legislative measures8.
The establishing of the National Commission on Product Safety
in 1968, one of the most popular successes of this movement, can
be regarded as the birth of a modem product safety policy for
technical consumer products9.

Cf. Chapter II, 2.2.
Cf. Chapter I, 3.3.3.
Cf. Chapter Il, 1.2.

Pertschuk, 1982, 5 et seq. and the summary in Bollier/Claybrook,
1986, 275 et seq.

9 Cf Chapter Il, 4.1; also OECD report Safety of Consumer Products,
1980,14 et seq.
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1.1 Data

"Americans — twenty millions of them — are injured
each year in the home as the result of incidents con-
nected with consumer products. Of the total, 110,000
are permanently disabled, and 30,000 are killed. A sig-
nificant number of them could have been spared if
more attention had been paid to hazard reduction. The
annual cost to the nation of product-related injuries
may exceed $5.5 billion"10

This much-quoted passage from the final report of the Na-
tional Commission on Product Safety on the potential hazards of
technical consumer products refers to all accidents in which these
products played "a role". As a result, a number of States subse-
quently developed accident information systems aimed at sys-
tematically identifying the involvement of consumer products in
accidents and the datall provided by these systems are as worry-
ing as the National Commission on Product Safety's figures.

In 1981 the Consumer Product Safety Commission reported
that the use of consumer products had led to 33 million injuries
and 28,000 deaths12 In Britain, where a start on preparing acci-
dent statistics was made in 1976 (England and Wales), the num-
ber of injuries requiring medical treatment is estimated at 3 mil-
lion per year and the number of deaths at 7,000 per year13. In the
Netherlands, the 1985 annual report on the Privé Ongevallen
Registratie Systeem (PORS) revealed that in 1984 there had been
633,000 accidents necessitating hospital treatment and 2,141

10 National Commission on Product Safety, Final Report, 1970, 1
11 Cf. OECD, Data Collection Systems, 1978.

12 Evidence of Commission Chairman S. Statler, given to the hearings be-
fore the Subcommittee on Health and Environment of the Committee
on Energy and Commerce. House of Representasupratives, 98th
Congress, First Session on H.R. 2271 and H.R. 2201, 5 and 12.3.1981,
No. 97-4, Washington D.C. 1981, 321. For the bases of these estimates
cf. Chapter I, 4.2.



deaths®. The European Commission estimates that in the Com-
munity as a whole there are more than 30,000 deaths and 40 mil-
lion injuries each year, at an annual cost of over 30,000 million
ECUL

Shortly after publication of the National Commission on
Product Safety's final report, an alternative survey method was
tried out in the form of a "Household Safety Study"16 financed by
several American companies and government departments. In the
first phase of the study 27,000 households were questioned about
injuries and damage sustained during the past three months. In
the second phase diary records of 22,000 households covering a
similar period were evaluated. "Environment-linked" accidents
were found to be the most important category, with accidents in
sport and play in second place; the user's own "misbehaviour"
was universally found to be a major factor in the cause of acci-
dents. A similar method was adopted for a study of household
and leisure accidents carried out in 1985 on behalf of the Gov-
ernment of the Federal Republic of Germany by the HUK
(association of insurance companies)17.

According to the findings of this study, 3 million home or
leisure-time accidents requiring medical treatment or having an
effect lasting for more than 14 days (and 100 million minor acci-

13 Cf. Cmnd. 9302, The Safety of Goods, 1984, White Paper, para. 9, and
details of the British system in Chapter Il, 2.5.

14 Cf. Stichting Consument en Velllgheld Report of 1984, 1985, 2 et
seq., 10, 12, 46. The report "Veiligheid in de privésfeer" (Tweede
Kamer vergadetjaar 1983-84, 18.453), Nos. 1-2, 12, 17 et seq., esti-
rzngtes_ltlhe dangers of accidents resulting from medical treatment at 2 to
.6 million.

15 Cf. Section 6.2. of the report (COM (84) 735, section 6.2) on the model
study attached to the Commission Proposal for a Council Decision on
introducing a Community system of inforsupramation on accidents in
which consumer products are involved (7 January 1985); for further
details see Chapter 11, 3.3.

16 Chicago 1972.



dents) can be assumed for the Federal Republic of GermanyI8
with 12,000 deaths per year. In order to be able to define the role
of products more precisely, the study distinguishes between five
accident categories. According to the study, only in the case of
"handling" accidents, which account for 17% of accidents, are
faulty appliances a potential cause; in practice they are responsi-
ble for still fewer, only 2% of all accidents. If cases of incorrect
use are disregarded and a distinction made between old and new
appliances, the figure falls still further. The conclusion is that
"technical shortcomings on newly purchased machines, tools or
other appliances are clearly an insignificant factor in the causes
of household and leisure accidents"19,

1.2 Recording problems

"Measuring" hazards is a science in itself. When developing
accident information systems it is necessary to reflect on whether
data should be collected from hospital accident units and/or doc-
tors' surgeries, how a representative sample can be obtained, to
what level of detail information on the nature of injuries, the vic-
tims and the circumstances of the accident can be collected, and
which product categories it would be useful to distinguish20.
However, the data collected after clarification of all these ques-
tions still do not permit any definite conclusions on how danger-
ous products are. As well as the accident rate, the seriousness of
injuries is also important. It is very difficult to grade and assess
injuries. In the USA, the National Electronic Injury Surveillance

17 Pfundt, 1985; cf. for more details Chapter Il, 3.1.
18 Pfundt, 4 et seq.
19 Loc. cit.,, 190.
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FOREWORD

The safety of goods that consumers have to use at home and
in their leisure time has become a major socio-political challenge.
According to Commission calculations, 45 million "private"
accidents requiring medical treatment and more than 50,000
deaths occur each year in the Community. Apart from the indi-
vidual suffering that lies behind these figures, the economic
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aspect of accidents has also come to assume unacceptable pro-
portions. Not that this alarming finding is to be attributed simply
to safety shortcomings in consumer goods. The causes of acci-
dents in the home and in leisure time are manifold, and the con-
tributions that improvements to consumer product safety can
make towards accident prevention are hard to estimate. It is,
however, indisputable that safety problems will continue to exist,
that the public is responding in an increasingly sensitive manner
to safety problems, and that protection of health and safety is a
primary political task for government.

This responsibility affects not only Member States, but also
the Community. In the course of its efforts at achieving the inter-
nal market, the Community must, as we know, ensure among
other things the harmonisation of legal and administrative provi-
sions aimed at protecting consumer safety. But every advance in
harmonisation policy means that the Community's competency —
and therefore also responsibility — for product safety grows.
Consistently, the consumer policy programmes of 1975 and 1981
(0J C 92, February 25, 1975, and C 125, June 3, 1981) adopted
the principle that consumer goods should "under normal or fore-
seeable conditions of use ... present no risks to the health or
safety of consumers" and that if they present such risks, "there
should be quick and simple procedures for withdrawing them
from the market".

The principles of the consumer policy programmes assume a
major importance with intensification of the Community's efforts
to complete the internal market by 1992. In the interest of the
effectiveness of the Community’s law-making processes, the
policy of approximation of laws will, in the future, be confined to
harmonising fundamental safety requirements on products or
groups of products, while production of technical specifications
is to be left to the competent standardisation organisations. This
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new approach to technical harmonisation and standardisation is,
however, not only of decisive importance to completion of the
internal market, but also creates an additional need for action in
the area of product safety policy. Whereas the Community
would, in the future, like to confine directives it issues to the
establishment of basic safety requirements on the type of product
concerned, Member States are in the course of legislative aug-
mentation of their product safety law. A number of Member
States already have general product safety legislation (namely
France, the Federal Republic of Germany, Spain and the UK),
while others are preparing new legislation. This trend of devel-
opment, which now extends to all Community Member States,
underlines, yet again, the social policy topicality of the safety
issue. However, it also contains dangers for the new harmonisa-
tion policy. If the Community is to avoid the independent devel-
opment of product safety law by each Member State, resulting in
difficult demarcation problems for the relationship between
European directives and national law, then it must itself put more
emphasis on the Europeanisation of product safety policy. To do
so, the Community must both create a legal reference framework
for further development of legislation in Member States, and
improve its capability of contributing to the solution of acute
problems in product safety policy.

The perception that an additional need for action by the
Community has emerged in the area of product safety policy is
revealed in a number of recent documents. These include, above
all, the Commission communication to the Council on "a new
impetus for consumer protection policy" of July 23, 1985 (COM
(85) 314 final), approved by the Council on June 23, 1986 (OJ C
167, July 5, 1986). The communication stresses that policy on
achieving the internal market must be accompanied by appropri-
ate Community efforts on product safety and by a general product
safety obligation in force Community-wide. And the
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"Communication from the Commission to the Council on safety
of consumers in relation to consumer products" of May 8, 1987
(COM (87) 209 final), noted and welcomed by the Council on
June 25, 1987 (OJ C 176, July 4, 1987), has already set out some
initial ideas for a general product safety directive.

The process of European law-making is costly, cumbersome
and in general also time-consuming. The Commission itself has
to arrive at a unitary position; it has to harmonise its own deci-
sion-making with Member State governments and at the Euro-
pean level. In this complex process of decision and persuasion,
parallel scholarly efforts can be of enormous assistance. The
study by the Zentrum fiir Europaische Rechtspolitik on "the
safety of consumer products and the development of the Euro-
pean Community" has, with its thorough, fundamental discussion
of product safety policy in general and European product safety
policy in particular, made a very considerable contribution to the
clarification of the Commission's thinking processes. Publication
of this study should bring the message of Europeanisation of
product safety policy closer to the academic and politically inter-
ested public.

Brussels, August 1987 B.W.K. Risch
Commission of the EC
Directorate General XI
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Introduction

A study concerned with the "Europeanisation” of technical
consumer product safety law must deal with all three sides of a
"magic triangle", i.e. thd process qf European integration, the
problems of legal regulation, and the measurement and assess-
ment of risks. Seen from each of these three sides, the problem
takes on a different, specific aspect. The European Community's
target is to achieve a common market, and from this point of
view the most important factors are the differences in product
safety law in the various Member States and the effects of such
differences on the free movement of goods. However, the Mem-
ber States which need to change their legal provisions in the in-
terests of achieving the common market are also interested in the
"quality" of Community regulatory action, its basic approach and
the effectiveness of legal instruments. After all, the subject of
discussions on the forms and limits of safety legislation is inher-
ently complex and politically sensitive. Tliere are scientific
methods of assessing risks, but establishing the origins of risk,
i.e. the cause and effect connection between risks and damage,
often involves a considerable level of doubt. This is particularly
true when considering which risks can or must be taken and un-
der what conditions products may be described as safe. This is a
question of the normative aspect of safety, the social acceptabil-
ity of risks, increased costs and prices, and political priorities and
strategies. The integration problem, the "juridification" debate
and product safety policy represent distinct though connected as-
pects of the subject of this study. Integration policy is primarily
concerned with the elimination of trade barriers, but in practice
decisions are taken in connection with the approximation of the
legislation of the Member States which affect the form and nature
of the juridification of product safety by the Member States. As a
result of the qualitative dimension of its harmonisation policy,



the Community is becoming inextricably involved in the legisla-
tion policy discussions on safety problems.

Given the three sides of the triangle, the question is which
side is to be regarded as the hypotenuse. The main subject of this
study is the Europeanisation of the product safety problem, i.e. an
analysis of law approximation measures taken so far, the "new
approach to technical harmonisation and standards” and the steps
towards an independent European product safety policy on the
one hand, and the chances for the further development of this
policy on the other. In contrast, the positive product safety legis-
lation of the Member States is dealt with only selectively, and the
general debate on regulation and the development of product
safety policy itself are discussed only relatively briefly. However,
this preferentiality, which is a result of the approach, cannot af-
fect the structure of the study. Indeed, our main thesis is that
harmonisation policy must not neglect the legislative "quality" of
law approximation measures and that the success of the new ap-
proach to technical harmonisation and standards is primarily de-
pendent on whether the Community manages to develop a posi-
tive product safety policy to complement its internal market pol-
icy. This fundamental statement explains first of all why the
study starts with product safety policy (Chapter 1), goes on to a
comparative treatment of positive product safety law (Chapter II)
and only then analyzes the integration process against this back-
ground (Chapters I11-V).

However, the thesis of interdependence between internal
market and product safety policies determines not only the
structure of the study, but also the question asked in each section.

Chapter | aims to show why product safety law has given
rise to extremely diverse regulation patterns and to provide an
overview of the most important instruments for action. Chapter Il
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is concerned with recent developments in the relevant legislation
of the economically most important Community Member States
(France, United Kingdom, Federal Republic of Germany) and
also refers to the USA on account of the Consumer Product
Safety Act 1972, which is of crucial importance in the interna-
tional debate. Chapter 1l on the "traditional" policy of approxi-
mation of law and on efforts at a "horizontal" European product
safety policy begins with an analysis of general integration policy
conditions (Chapter Ill, 1) and goes on to describe the relation-
ship between internal market policy and product safety policy in
the various phases of the integration process. The first phase is
initiated by the 1969 General Programme for the elimination of
technical barriers to trade (Chapter Ill, 2.1). This "traditional”
harmonisation policy was on the one hand, in the interest of eas-
ing the strain on the Community legislative process, unburdened
by a wide-ranging arsenal of regulatory techniques, while on the
other, under the 1975 and 1981 consumer policy programmes, the
Community made a start on the development of a European
product safety policy which was independent of its internal mar-
ket policy (Chapter Ill, 2.1.4.1). In both policy areas, as we
know, it proved impossible to realise the Community's program-
matic goals. As far as policy on achieving the internal market is
concerned, the Commission itself has pointed out the reasons and
called for, and implemented, a fundamental revision of traditional
legal approximation policy.

This reorientation of Community policy is dealt with in
Chapters IV and V. Chapter 1V begins by describing the most
important precursors of the new internal market policy, namely
ECJ case law on Articles 30 and 36 EEC since the Cassis de Di-
jon judgment, and regulatory technique for the Low Voltage Di-
rective. The new approach to technical harmonisation and stan-
dards, whereby the Community will restrict itself in its directives
to setting "essential safety requirements”, leaving it to European
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and national standardisation bodies to convert these safety re-
quirements into technical specifications, is the core of present
internal market policy, though the framework within which this
new approach operates has already been changed by the Single
European Act, particularly Article 100 a.

The Community's new line is primarily a response to the
failures of the traditional method of approximation of laws. Its ef-
fects extend to all existing approaches to European product safety
policy. Chapter V goes into these effects in detail. It diagnoses a
new need for action in the area of product safety policy, including
in particular the internal organisation of the standardisation pro-
cess, and participation by consumer associations in European
standardisation.

Chapter VI continues a comprehensive discussion of alter-
natives open for co-ordinating internal market and product safety
policy. It argues that a policy of "deregulating” Member States'
product safety legislation would not be feasible, and opts for a
"positive" supplementation of the new approach by a horizontal
Community product safety policy. This option is elaborated in a
number of recommendations: an Advisory Committee on product
safety should handle co-ordination of developments in Member
States and of the Community's activities; a Consumers' Consulta-
tive Committee on standardisation should be brought in alongside
the European standards organisations; there should be a general
product safety obligation in order to harmonise Member States'
normative objectives; and finally, the regulatory technique of the
new approach, aimed at facilitating trade within the Community
through comprehensive market access rights, makes it essential to
Europeanise follow-up market controls (product bans and recall
arrangements).



Chapter |

Product safety, product safety policy and
product safety law

Questions of product safety alarm the public again and
again. Information on the hazardousness of products used daily in
household and leisure activities, short- and long-term environ-
mental hazards, and risk associated with materials and technical
faults at the workplace occupy the media, attract the attention of
experts, provoke a search for the guilty and demands for remedial
measures to be taken by the State*. In addition to concern about
the hazards of large-scale technology, public attention is focused
on dangers presented by medicines, foodstuffs and chemicals,
whilst in comparison, technical consumer products tend to offer
less spectacular things to say2. The emphasis of sociopolitical and
legal discussion is similarly distributed3. Empirical research
aimed at showing how attitudes towards hazards caused by tech-
nology change and at drafting appropriate recommendations for
the policy treatment of such risks4 mainly covers large-scale
technological projects. Legal science concentrates on the devel-
opment of environmental law and new regulations, particularly
on pharmaceutical products and also on chemicals. Against this
background it is easy to forget that in the field of technical con-
sumer products the results of large-scale and intensive accident
research are available, that this research is indispensable in as-
sisting companies to make decisions on the technical design of
products, and that regulations on the safety of technical consumer
products have long since left behind them the naive notion of ab-
stract safety standards which can be fulfilled completely. How-
1  See the colourful, though USA-related, examples given by Feldman,

1980, 73 et seq.; Lowrance, 1976, 102 et seq.

2 Though there are some counter-examples, the most prominent being
Nader, 1965.

3 Cf. for more details Briiggemeier etal., 1984, 8 et seq.



ever, the key legal concepts expressing this realisation sound
more familiar, more small-scale and less ambitious. Product
safety law is not concerned with threshold values, as in the case
of law covering the environment, labour and foodstuffs or with
"effecfivMess" br "non-objection certificates" as in the case of
pharmaceutical products, but with the "generally accepted state of
the art" ("allgemein anerkannte Regeln der Technik”, § 3 of the
Geratesicherheitsgesetz) or with justified safety expectations
which manufacturers have to comply with in accordance with the
Product Liability Directive.

There are objective reasons for these differences. The risks
of nuclear power stations, the level of residual risk to be tolerated
or the long-term effects of air pollution or food additives place
different requirements on the identification and legal assessment
of risks than do the dangers resulting from defective cots and
playpens. Nevertheless, it would be illusory to imagine that the
problems of technical consumer products are simple. The poten-
tial danger is considerable, and it can be just as difficult to assess
the contribution of a construction feature towards accidents as it
is to assess the health hazard of chemicals (see section 1 below).
In connection with technical consumer products as well, we must
ask which risks are unavoidable, which must be eliminated at all
costs and which should be reduced through design requirements.
The alignment of corresponding decisions to technical standards
specifying general safety duties is equivalent to setting a thresh-
old value establishing the extent of permissible risks in general
terms (see section 2 below). And finally, a range of subtle and
expensive instruments has also been developed for the purpose of
regulating the safety of technical consumer products. The simple
blanket clauses of safety laws in this area are entirely compatible
with a regulatory practice which proceeds no less demandingly4

4 Cf. Paschen/BechmannAVingert, 1981.



than is customary in the present-day regulation of health or envi-
ronmental hazards (see section 3 below).

1 The identification of risks

The potential danger of technical consumer products was for
a long time underestimated or only rarely appreciated by the
public. A change in attitude began to be noted in the fifties and
sixties. As early as 1961 the United Kingdom passed a first prod-
uct safety law (the Consumer Protection Act 1961)5, and in the
Federal Republic of Germany the Act on Technical Work Mate-
rials (Gesetz iiber technische Arbeitsmittel) of 1968 (GtA) was
replaced in 1979 by the Appliances Safety Act
(Geratesicherheitsgesetz) (GSG) which laid down a general
safety obligation for technical consumer products6; since 1983
France has had a general law on consumer safety (Loi N0.83-660
relative a la sécurité des consommateurs)7. The sixties saw the
development in the USA of a widespread social regulation
movement which led to a large number of legislative measures8.
The establishing of the National Commission on Product Safety
in 1968, one of the most popular successes of this movement, can
be regarded as the birth of a modem product safety policy for
technical consumer products9.

Cf. Chapter I, 2.2.
Cf. Chapter I1, 3.3.3.
Cf. Chapter II, 1.2.

Pertschuk, 1982, 5 et seq. and the summary in Bollier/Claybrook,
1986,275 et seq.

9  Cf. Chapter Il, 4.1; also OECD report Safety of Consumer Products,
1980,14 et seq.
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1.1 Data

"Americans — twenty millions of them — are injured
each year in the home as the result of incidents con-
nected with consumer products. Of the total, 110,000
are permanently disabled, and 30,000 are killed. A sig-
nificant number of them could have been spared if
more attention had been paid to hazard reduction. The
annual cost to the nation of product-related injuries
may exceed $5.5 billion"10

This much-quoted passage from the final report of the Na-
tional Commission on Product Safety on the potential hazards of
technical consumer products refers to all accidents in which these
products played "a role". As a result, a number of States subse-
quently developed accident information systems aimed at sys-
tematically identifying the involvement of consumer products in
accidents and the datall provided by these systems are as worry-
ing as the National Commission on Product Safety’s figures.

In 1981 the Consumer Product Safety Commission reported
that the use of consumer products had led to 33 million injuries
and 28,000 deaths12 In Britain, where a start on preparing acci-
dent statistics was made in 1976 (England and Wales), the num-
ber of injuries requiring medical treatment is estimated at 3 mil-
lion per year and the number of deaths at 7,000 per year13 In the
Netherlands, the 1985 annual report on the Privé Ongevallen
Registratie Systeem (PORS) revealed that in 1984 there had been
633,000 accidents necessitating hospital treatment and 2,141

10 National Commission on Product Safety, Final Report, 1970, 1
11 Cf. OECD, Data Collection Systems, 1978.

12 Evidence of Commission Chairman S. Statler, given to the hearings be-
fore the Subcommittee on Health and Environment of the Committee
on Energy and Commerce. House of Representasupratives, 98th
Congress, First Session on H.R. 2271 and H.R. 2201, 5 and 12.3.1981,
No. 97-4, Washington D.C. 1981, 321. For the bases of these estimates
cf. Chapter I, 4.2.



deaths¥. The European Commission estimates that in the Com-
munity as a whole there are more than 30,000 deaths and 40 mil-
lion injuries each year, at an annual cost of over 30,000 million
ECUL.

Shortly after publication of the National Commission on
Product Safety’s final report, an alternative survey method was
tried out in the form of a "Household Safety Study"16 financed by
several American companies and government departments. In the
first phase of the study 27,000 households were questioned about
injuries and damage sustained during the past three months. In
the second phase diary records of 22,000 households covering a
similar period were evaluated. "Environment-linked" accidents
were found to be the most important category, with accidents in
sport and play in second place; the user's own "misbehaviour"
was universally found to be a major factor in the cause of acci-
dents. A similar method was adopted for a study of household
and leisure accidents carried out in 1985 on behalf of the Gov-
ernment of the Federal Republic of Germany by the HUK
(association of insurance companies)17.

According to the findings of this study, 3 million home or
leisure-time accidents requiring medical treatment or having an
effect lasting for more than 14 days (and 100 million minor acci-

13 Cf. Cmnd. 9302, The Safety of Goods, 1984, White Paper, para. 9, and
details of the British system in Chapter Il, 2.5.

14 Cf. Stichting Consument en Veiligheid, Report of 1984, 1985, 2 et
seq., 10, 12, 46. The report "Veiligheid in de privésfeer" (Tweede
Kamer, vergaderjaar 1983-84, 18.453), Nos. 1-2, 12, 17 et seq., esti-
rzngtes_ltlhe dangers of accidents resulting from medical treatment at 2 to

.6 million.

15 Cf. Section 6.2. of the report (COM (84) 735, section 6.2) on the model
study attached to the Commission Proposal for a Council Decision on
introducing a Community system of inforsupramation on accidents in
which consumer products are involved (7 January 1985); for further
details see Chapter IlII, 3.3.

16 Chicago 1972.



dents) can be assumed for the Federal Republic of GermanyIg,
with 12,000 deaths per year. In order to be able to define the role
of products more precisely, the study distinguishes between five
accident categories. According to the study, only in the case of
"handling" accidents, which account for 17% of accidents, are
faulty appliances a potential cause; in practice they are responsi-
ble for still fewer, only 2% of all accidents. If cases of incorrect
use are disregarded and a distinction made between old and new
appliances, the figure falls still further. The conclusion is that
"technical shortcomings on newly purchased machines, tools or
other appliances are clearly an insignificant factor in the causes
of household and leisure accidents"19.

1.2 Recording problems

"Measuring" hazards is a science in itself. When developing
accident information systems it is necessary to reflect on whether
data should be collected from hospital accident units and/or doc-
tors' surgeries, how a representative sample can be obtained, to
what level of detail information on the nature of injuries, the vic-
tims and the circumstances of the accident can be collected, and
which product categories it would be useful to distinguish20.
However, the data collected after clarification of all these ques-
tions still do not permit any definite conclusions on how danger-
ous products are. As well as the accident rate, the seriousness of
injuries is also important. It is very difficult to grade and assess
injuries. In the USA, the National Electronic Injury Surveillance

17 Pfundt, 1985; cf. for more details Chapter 11, 3.1.
18 Pfundt, 4 et seq.
19 Loc. cit., 190.
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System (NEISS) uses an Age-Adjusted Frequency-Severity Index
for this purpose, taking into account not only the accident figures
for individual product categories, but also the average nature of
injuries, with an additional distinction by user's age@l; as of late,
accident-related economic costs are also calculated, using an In-
jury Cost Model.

The "measuring" of product hazards can be taken even fur-
ther. It seems logical for critics of the NEISS to insist that inten-
sity of product use be considered or to call for epidemiological
studies which would provide more accurate statistical informa-
tion on the extent to which specific population groups are af-
fected, or for the U.S. Product Safety Commission itself to test
new procedures for gathering data on causes of accidents22. But
accident circumstances are extraordinarily complex23. They are
influenced both by permanent and fortuitous background factors
(physiological and psychological capabilities and environmental
factors on the one hand, and personal factors such as illnesses and
external circumstances on the other), and by unexpected events
which distract the person's attention or disturb his concentration.
Product quality, the effect of normal wear on the same, and sud-
den faults are no more than contributing factors to a complex
process. Consequently, accident information systems can treat the
data they collect on the involvement of products in accidents only
as an impulse for more detailed follow-up studies of typical acci-
dent patterns or individual accident circumstances — the only
way to obtain true information on the contribution of design fea-
tures towards accidents. Such studies inevitably lead to a ques-
20 Cf. OECD, Data Collection Systems, 1978, 27 et seq. and the two pre-

liminary studies published in the Netherlands on the extension of the
PORS Bruggers/Rogmans, 1982 and Rogmans, 1982.

21 Cf. Chapter Il, 4.2.1 and by way of comparison the OECD report,
Severity Weighting, 1979.

22 Cf. Chapter I, 4.2.2.



tion of appraisal: as soon as statements on the hazardousness of
products are no longer limited to statistical connections between
product characteristics and accidents, in other words, where the
safety of products is to be judged, a distinction has to be drawn
between the spheres of responsibility of manufacturers and users.
We shall return to this subject presently.

The difficult measurement and classification problems en-
countered in developing and applying accident information sys-
tems cannot be evaded by alternative study methods either. The
example of the HUK study and its conclusion brings this diffi-
culty out. While the survey method used there does allow all ac-
cidents to be taken into account and distortions to the data re-
sulting from concentrating on hospital accident units to be ex-
cluded, the involvement of hospitals has the advantage that a
suitably trained external observer can record the relevant data
immediately after an accident (particularly useful in the case of
accidents involving children). A survey, by contrast, depends on
the psychological skill of the interviewer and the ability of the
interviewee to express himself and remember things accurately,
which means that in some cases, particularly accidents to chil-
dren, no reliable information can be obtained. The most impor-
tant advantage of accident information systems over later surveys
is, however, probably that they rule out one severe source of er-
ror, namely the victim's memory or forgetfulness24.

The HUK study not only aims to measure hazards, but pur-
sues the ambitious goal of assessing the safety of products as
well. For this purpose a very small number of "case studies" were
carried out, with the cases selected from among the handling ac-
cidents. These studies, based on the interviews with the persons
23  Cf. Netherlands report "Veiligheid in de privesfeer”, (note 14 supra),

21, and Compes, 1986 and Gurtler, 1986.

24 Cf. Chapter II, 3.1.
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concerned, contain some very firm assessments (users chose
"easy alternatives", acted "carelessly”, "did not pay attention",
"were thinking about television"”, "were trying to carry too much
luggage"”, "selected an unsuitable position", or "were distracted
by children")25. Such assessments are no doubt unavoidable in
evaluating product safety. But simply questioning accident vic-
tims is a very poor basis for making judgments. A pilot study by
the US Consumer Product Safety Commission26 shows that only
27% of accident victims surveyed were capable of answering the
question whether their accident should be attributed to a product
defect, to the age of the product, to its design, to their own errors,
personal inadequacies or environmental factors27. It also stresses
that the interaction between survey personnel and respondents in-
fluences the findings in ways that are hard to calculate, that there
is a tendency on the part of accident victims to blame themselves,
that it is, above all, unrealistic to expect reliable, appropriate
statements on product defects, and even less design faults, from
users, and that therefore interviewers must be trained not only
psychologically, but also technically. Clearly, therefore, a prod-
uct hazard survey that is not only to measure the involvement of
products in accidents but also to supply conclusions as to causes
25 Pfundt, op. cit. (note 17), 1985, 99, 101, 105, 119. Such assessments

can be found even in cases that have elsewhere led to governmental

regulations. Thus, the section on lawn-mowers states that the majority

of accidents were caused by blades that were running or slowing down,

but it states even earlier that the machine is dangerous not during

mowing as such, but when stopping, starting or being cleaned (loc. cit.,

136). It was precisely these characteristics that led to the development
of relevant safety standards in the US (see Chapter Il, 4.3.2.2).

26 US Consumer Product Safety Commission, Division of Hazard and
Injury Data Systems: Results of a Pilot Study to Collect Causal Data
from Victims Treated in Hospital Emergency Rooms for Product-Re-
lated Injuries from April 15, 1985 through April 28, 1985, Washington,
D.C. 1985.

27  All the same, 10% of those questioned identified manufacturing or de-
sign faults as causes of accidents. This very high proportion by com-
parison with the findings of the HUK study is a further indication of
the relevance of forgetfulness in the case of retrospective studies. In
11% of cases, product misuse was seen as the cause of an accident;
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and responsibilities has to be a much more sophisticated matter
than the HUK study has been.

2. Assessment of hazards

According to the well-known statement by W.W. Lowrance,
"a thing is safe if its attendant risks are judged to be accept-
able"28. The references to the limitations of accident information
systems and the weaknesses of the HUK study will no doubt have
demonstrated the importance of the distinction between identify-
ing the hazards of products and assessing their safety. "Safety" is
a normative concept and cannot be assessed by a generally appli-
cable unequivocal formula. Safety assessment procedures must
therefore be flexible, above all because the hazards to be assessed
vary tremendously in nature and intensity.

2.1. "Proper use', "'foreseeable use", "'foreseeable misuse',
""unreasonable risk"

In the legal policy debate on consumer product safety, the
distinction between "proper" and "foreseeable use" or "misuse"
plays a central role. The distinctions represent intuitively plausi-
ble demarcations of the spheres of responsibility of manufactur-
ers and users. Those who would like to see the responsibility of
manufacturers limited to cases where products are put to their
proper use plead for predictability and delimitation of liability,

42% of these, though, concerned children under ten, whose "mistakes"
were in part typical childish behaviour.

28 Lowrance, 1976, 75; similarly cf. e.g. OECD report, Product Safety,
983, 13.
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and at the same time appeal to the independence and judicious-
ness of users. Those who on the other hand wish to make manu-
facturers take account of foreseeable misuse are quickly accused
of adopting paternalistic attitudes, and seem to assume that tech-
nical progress tends to place excessive demands on users. Be-
tween the two extremes of proper use and foreseeable misuse lies
the category "foreseeable use". This compromise formula allows
the manufacturer to be made liable in cases where, for example,
his subjective definition of the use of his products does not corre-
spond to the "normal" use; on the other hand, the user’s own re-
sponsibility in the case of a foreseeable but "unreasonable™ use is
established.

The legal discussions on these divisions have an important
fundamental meaning, but their practical significance is limited.
The abandoning of "proper" use as the basis for manufacturer's
liability acknowledges that what safety law is about is social
protection, which no manufacturer can determine unilaterally by
laying down what "proper use" is, nor any consumer ignore in
making his purchase decisions. In this context, the abandoning of
the criterion of proper use is fundamental, and there is general
agreement on this.

However, 8§ 3 (1) of the German GSG explicitly protects the
user of technical consumer products only where they are put to
their "proper use" and also refers to the "generally accepted state
of the art”. In explaining the phrase "proper use"”, § 2 (5) of the
GSG does, however, state that this is either the use specified by
the manufacturer or the "normal” one for the product. These cri-
teria may clash; accordingly, the reference to "normal use" means
that the manufacturer no longer has the power to "define" the
care to be expected from users of his product29. Even more im-
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portantly, especially in connection with safety matters, the rele-
vant standards (DIN 820, Part 12, and DIN 31.000/ VDE 1000)
lay down more stringent requirements, specifying that
"foreseeable misuse" must be taken into account. This amend-
ment to § 3 (1) of the GSG on the assessment of safety aspects
corresponds to the general trend in present-day safety legislation
and product and manufacturers' liability law30.

Whilst it is important to retain this basic consensus on safety
policy, it is difficult on the other hand to deduce precise criteria
for establishing the appropriate safety level from the alternatives
to "proper use". All norms are both capable of being interpreted
and in need of interpretation. If, as required by DIN 820, Part 12
and DIN 31.000/VDE 1000, foreseeable misuse must be taken
into account, a decision must be made on whether and to what
extent this has to be done at the product design stage (“direct
safety technique™) or whether other protective measures are
needed ("indirect safety technique™), or whether safety informa-
tion should be sufficient (“indicatory safety technique™)3L The
concept of "foreseeable" use leaves similar room for interpreta-
tion. Whilst Article 1 of the French Consumer Safety Act of 21
July 19833 refers to "conditions reasonably foreseeable by an
expert" and the level of safety which can "legitimately” be ex-
pected, a decision is still required on the degree of anticipation to
be required of the manufacturer and where the limits of legitimate
consumer expectations lie. The fact that such decisions involve a
difficult compromise between hazard avoidance, technical possi-

30 Cf. Chapter Il, 1.6. and on European Law Chapter IlI, 3.5.
31 Cf. Chapter Il, 3.3.5.
32 Journal Officiel 115 No. 168, 2261; cf. Chapter II, 1.
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bilities and economic constraints is well-known from product lia-
bility law33.

In the face of these problems the American Consumer Prod-
uct Safety Act 1972 has contented itself, in § 1 (b)(2), with de-
scribing the aim of the legal regulations as protecting the con-
sumer against an "unreasonable risk of injury". It is evident from
the background material, though not from the text of the Act it-
self, that a multiplicity of factors are to be balanced against each
other: the likelihood of damage, its severity, the usefulness of
products, the costs of anti-hazard measures, but also the obvious-
ness of dangers, so that the question of the user's own responsi-
bility remains an essential and legitimate aspect34.

As a result, terms such as "foreseeable use" and "foreseeable
misuse" are certainly helpful in developing safety standards and
in offering some guidance to courts and competent authorities3.
At the same time, however, the need to adapt these terms shows
that in order to be able to specify the appropriate safety level, a
whole series of further aspects must be considered and assessed.

2.2 Hazard assessment, freedom of decision and cost-benefit
analysis

The contrast between the "paternalistic" protection of the
consumer against his own foreseeable incorrect behaviour on the

33 Cf. for details Briiggemeier, 1986, Nos. 544 et seq.

34 For details on the difficulties of interpreting the "unreasonable risk"
test, see Hoffman, 1976, 401 et seq.; see also LaMaccia, 1975, 849 et
seq.

35 This debate is therefore fully documented; cf. Chapter Il, 1.2 for
French law, Chapter Il, 2.6.2 for British law and Chapter Ill, 3.5 and
VI, 3.3 for European law.
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one hand and insistence on the consumer's own responsibility in
the case of incorrect use of products is a permanent feature of the
entire debate on the justification for and limits of product regula-
tion by the State. The contrast between "paternalism™ and "own
responsibility" also takes the form of a dispute between political
and moral judgement on the one hand and economic rationality
concepts on the other. But not only have new terms been in-
vented in these debates; relevant framework conditions for an ap-
propriate decision on the level of safety have also been reconsid-
ered.

2.2.1 Political and moral hazard assessments

As soon as the safety level of technical consumer products
is recognised as a normative decision problem, the question of
the rationality of the procedures concerned has to be settled
whilst at the same time the selection of a particular decision pro-
cedure also affects the criteria taken into account to arrive at a
decision36. As long as the manufacturer does not have to comply
with a specific safety level and consumers may define their own
safety interests and are themselves responsible for observing the
same, the safety level will remain a function of supply and de-
mand decisions.

On the other hand, if the "accepted"” state of the art is to be
regarded as the binding minimum norm, the logical consequence
is to make technical experts responsible for laying down these
rules37. Finally, anyone who does not wish to leave safety deci-
sions to market forces, but also does not wish to abide by the av-
erage level or the state of the art and sees the guaranteeing of

36 Cf. in particular Lave, 1981, 8 et seq.
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safety as a political task will assign this task to either State au-
thorities or independent agencies.

R. B. Lave has drafted a list of how such agencies can be
used3. The elimination of hazards by strict bans can be called
for, but as a rule such bans quickly turn out to be unenforceable.
The best available technology can be demanded, but this norm,
too, is usually controversial and particularly in the case of techni-
cal consumer products would be an illusion. Another possibility
is to balance the health risks for a product against its uses, either
ignoring or taking particular heed of economic factors; this
means that in the first case the decision is based on safety criteria
only, whilst in the second case all socially relevant factors will be
considered. Even if in the latter case the decision framework re-
mains discretionary, it is suitable for application in connection
with consumer product safety regulation. The technical complex-
ity and hazards of such products vary considerably. Some are es-
sential despite inherent dangers, e.g. kitchen knives. Sometimes
there can be a dispute about how necessary products are, as in the
case of the banning of skateboards in Norway39. The ability to
come to terms with hazards varies from one age group to another,
as a result of which design safety demands also differ. Finally,
the effects of safety requirements on production costs and selling
prices do not just have an economic significance. They can put
products beyond the means of specific population groups and
thus have a discriminatory effect.

This large number of potentially relevant aspects does not
exclude appropriate structuring of the decision process. This is
illustrated by the OECD report on "Product Safety, Risk Man-
37 Consistently, DIN 31.000/VDE 1000 says that in case of doubt, safety

requirements take priority over economic considerations.
38 Lave, 1981, 8 et seq.

39 Cf. OECD report, Product Safety 1983, 34 et seq.
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agement and Cost-Benefit Analysis"40, which distinguishes six
groups of considerations: general aspects of the product con-
cerned (in particular its distribution and its usefulness); technical
characteristics (including a check on technically possible alterna-
tives); analysis of hazards attributable to design or misuse re-
spectively; analysis of hazards due to the organisation of the pro-
duction process rather than to design; differentiation by age
groups, recognisability of dangers, likelihood of misuse; in-
creased costs resulting from safety requirements and anticipated
economic effect of a reduction of hazards.

2.2.2 Economic rationality criteria

In view of the intangible nature of normative safety policy
decisions, the search for "objective" decision-making criteria is
certainly understandable. The current call, particularly in the
USA, for safety policy to be brought into line with cost-benefit
analyses is often combined with a promise of clear and rational
decision-making criteria. Cost-benefit analyses are seen as an in-
strument of regulation. However, the criteria of such analyses are
linked to a view of the safety problem derived specifically from
the market economy, namely the conceptualisation of the
"optimal" safety level as an economically rational decision bal-
ancing the cost and benefit of safety. Microeconomically, this
means that the usefulness of safety measures is to be measured in
terms of willingness to pay for a reduction of hazards that entails
costs. A cost-benefit analysis of safety measures cannot take ac-
count of individual safety decisions (readiness to accept costs), as
the cost and benefit of such measures affect consumers as a
whole (and not always to the same extent). Cost and benefit must
each be aggregated, and the conceptualisation of the safety prob-

40 Loc. cit., 45-51; a more general and even more sophisticated list is
\
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lem as an economic problem then means that the total cost of a
measure should not in any event exceed its total benefit4l.

As far as the cost side is concerned, quantification can be
based on the anticipated effect of a measure on the market price
of the products concerned. Limitations on usability (e.g. time
taken to open safety locks, etc.) and costs of implementing a reg-
ulation must be estimated, whilst on the other hand the medium-
or long-term scale advantages which the introduction of a univer-
sally binding safety standard may bring must also be taken into
account. It is still harder to quantify benefit. In addition to sav-
ings on medical costs and wage payments to sick workers, the
suffering of potential victims must also be quantified; the Ameri-
can Consumer Product Safety Commission bases its findings on
solatia awarded by American juries42, whereas the corresponding
"benefit" in Europe would be considerably lower. The most fa-
miliar quantification problems concern deaths. One way is to use
loss of income, but more widespread is recourse to wage differ-
ences between hazardous and less hazardous occupations, since
an approach can be based on observable behaviour patterns on
(labour) markets43.

Taking a position in principle on the application of cost-
benefit analysis to problems of safety regulation serves little pur-
pose unless we go into the details of the different variants of this
analysis method. However, a thorough cost-benefit analysis in-
disputably involves considerable expense, is often based on very
unreliable estimates44 and does not take account of possible dis-

provided by Lowrance, 1976, 86 et seq.

41 Out of the extensive literature available, cf. Miller I11/Yandle, 1979; a
brief introduction can be found in OECD, Product Safety, 1983, 63 et
seq.

42 Non-authorised memorandum of the US Consumer Product Safety
Commission of 25 February 1986 by P.H. Rubin, 3.

43 A summary of the situation can be found in Viscusi, 1983,93 et seq.
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tributive effects or the effects of regulations on competition; fur-
thermore, criteria for calculating benefit in cash have to abstract
from individual suffering, so that cost-benefit calculation requires
willingness by the decision-maker to take an abstract approach.

3. Instruments of safety regulation

The spectrum of regulatory action is wide, and the possibil-
ities include preventive approval regulations, performance stan-
dards, certification procedures, voluntary standards and safety
symbols, warnings, safety campaigns, follow-up market controls
(recalls and bans) and rules on liability. Employment of all these
instruments is dependent on prior strategic and conceptual
thinking. Product hazards can be reduced preventively by product
bans, compulsory safety regulations or standards and certification
requirements, as well as by information campaigns and, espe-
cially at work, by training measures. Liability rules, follow-up
market control measures and safety-conscious purchasing advice
also have an indirect effect on the safety level of products. How-
ever, in practice the decision on which of these possibilities to
apply is very much subject to objective constraints. The most ob-
vious of these is a direct result of the area concerned: the number
and diversity of technical consumer products, technical progress
and the different behaviour patterns and protective interests of
users make positive regulation of all safety aspects of consumer
products impracticable. Accordingly, if only for pragmatic rea-
sons, it is advisable to assess the efficiency and performance lim-
itations of the market mechanism before introducing any regula-
tory measures.4

44  Cf. Chapter Il, 4.3.2.2 (lawn-mowers) and 4.3.2 (formaldehyde) and
the examples in OECD, Product Safety, 1983,79 et seq.
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3.1 Self-regulation by the market and market-complemen-
tary regulation

Markets, too, are regulatory mechanisms. Their particular
characteristic is that they do not specify the "regulatory out-
come", but rely on the supply-and-demand discovery process. It
can be shown that under certain circumstances markets bring
about an optimum allocation of resources. This applies to the
price-performance relationship in general and therefore also to
the safety level of products. Here, too, it is a matter of weighing
up benefit and cost in order to decide which safety precautions
are economically viable and which hazards should be tolerated.
However, the market process brings optimum results only under
certain model conditions which in practice are difficult to guar-
antee, particularly as far as the level of safety is concerned4s.
This is particularly true of the rationality of a consumer's safety
decisiond6. Only a "fully" informed decision would be economi-
cally rational. This condition is sometimes followed strictly,
sometimes less so. It will certainly not be fulfilled, in fact it can-
not be fulfilled, as long as the stage reached by medical research
does not permit conclusions on health hazards. On the other
hand, this condition is not sufficient in cases where the user of a
product endangers not only himself, but others as well. "Normal"
cases are more difficult to assess. The hazards are recognisable,
but the user does not bother to obtain the information, for reasons
of economy or convenience. Attention is drawn to hazards, but
the information cannot be processed; hazards are seen but ig-
nored, since "bad things always happen to the other guy"47. In
addition, suppliers can put such cases of "information failure" to

45 Cf. Oi, 1973; Streit, 1984.
46  This is even conceded by Viscusi, 1984, 5 et seq.
47  G. Calabresi, 1970, 56.

23



strategic use. In any event we should not expect product adver-
tising to draw attention to hazards, and we must not automatically
assume that a high level of safety is always beneficial to the sup-
plier48.

3.1.1 Information policy measures

If under certain circumstances markets produce an optimum
level of safety, the logical consequence is to react to safety prob-
lems primarily by means of regulative strategies aiming to guar-
antee the functional conditions of the market process. The policy
of informing the consumer then has priority, especially as the in-
dividual consumer then has the freedom to make the best deci-
sion to suit his purposes. The actual organisation of such mea-
sures is in fact difficult and their effectiveness often question-
able49. In order to "fully" compensate for information deficits, in-
formation should be supplied to the consumer in such a way that
he can recognise and take notice of it. Simplification may help
where receptiveness is limited, but information must also be ex-
pressed in a suitably explicit manner in order to overcome ten-
dencies to ignore it. However, as shown by the example of the
warning on swimming pool slides required by the Consumer
Product Safety Commission50, these objectives may conflict; for
instance, information in restrained form may be ineffective from
the safety point of view, whilst effective information may have a
dubious effect from the point of view of competition.

Such conflicts can also occur in the case of broader infor-
mation policy measures. Safety symbols can under certain cir-
cumstances be awarded or product tests designed in such a way

48 Cf. Akerlof, 1970.
49  For the up-to-date situation cf. Dedler etal., 1984.
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as to provide simple and reliable safety information without un-
fairly distorting the competition process on the supply side.
However, the safety effect of such measures is dependent on a
large number of peripheral conditionsBL Finally, whilst general
information campaigns in principle reach all persons potentially
concerned, they are a regulatory instrument with a tendency to go
beyond the framework of an information policy aiming to opti-
mise market processes52

3.1.2 Product liability

A manufacturer's strict liability for defective products con-
stitutes, from the viewpoint of economic analysis of liability law,
a form of compulsory insurance of consumers against particular
hazards involved in the use of products; the customer’s freedom
to choose "uninsured”, but cheaper, products and to rely on his
own care in using the product is thus lost53. However, the obliga-
tion on the manufacturer to take responsibility is only an incen-
tive to reduce product hazards. It remains up to the manufacturer
what steps he takes in response: design changes, liability insur-
ance, waiting and seeing. This indirect mode of operation of lia-
bility law, which exploits the market mechanism, explains why
product liability is often interpreted as a "pro-market" alternative
to direct government regulation of product safety, and recom-
mended as such.

The actual effects of product liability on the level of safety
of consumer products depend on the details of liability, the treat-
ment of development hazards, the requirements in respect of

50 Cf. Chapter 11,4.3.2.1.
51 Cf. Silberer/Raffee, 1984.
52 Cf. Mayer/Nicosia, 1976.
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proving a connection between product defects and damage, the
level of penalties and consequences of co-responsibility, etc.
Moreover, only an analysis of these detailed regulations can
show how far product liability in fact relies on the logic of the
market process, and how far it additionally switches risks ac-
cording to criteria of social acceptability. There are also other
various factors which, independently of the more detailed legal
aspects of liability, restrict its regulatory effects34. First of all, it
is highly doubtful whether penalties under liability law are or
ever can be so formulated as to produce the required safety policy
effects. At any rate the "signals" of product liability law are
rather too irrational; for example, in the case of injuries to chil-
dren a death can be "cheaper" than a serious injury. Secondly, the
reactions of firms to claims for damages depend on contingent
circumstances; the competition situation on relevant markets, the
internal organisation structures and financial strength of the firm
concerned, and its willingness not to simply ignore the possibility
of future penalties in favour of sure short-term advantages. A
third cause is the insurability of the liability risk. Insurance pre-
miums are obviously not specifically matched to risk. It seems
possible to make distinctions only between branches or product
groups, as adapting premiums to product-specific risk factors in
all cases would not be compatible with the philosophy of insur-
ance protection, nor in any case with insurance practice5s. A
fourth weakness of product liability law stems from the extreme
selectivity of the private prosecution system. Product liability law
can neither guarantee that injured parties will take upon them-

53 Cf. on economic analysis of product liability, Adams, 1985, 17 et seq.

54  Cf. Pierce, 1980, Sugarman, 1985; Eads/Reuter, 1983; Briiggemeier,
1987.

55 See also Schafer/Ott, 1986.

26



selves the trouble and financial risk of a private prosecution, nor
can or should it exclude out-of-court settlements56.

3.2 Product standards

The weaknesses of information policy and product liability
law mean that in principle the justification for preventive safety
regulations is undisputed. It is also undisputed that the technical
complexity of product regulations and of continually adapting
them to technical progress is beyond the means of general par-
liamentary legislation procedures, meaning that the task of intro-
ducing specific regulations has to be delegated. In this connection
there are ideally two alternatives: the introduction of legally
binding safety regulations by specialised public agencies, or the
introduction of self-administered safety norms by the industry
concerned. However, in practice these ideal alternatives are not
encountered; product regulation is dominated by hybrid systems
with a tendency towards "corporatism".

3.2.1 Mandatory product standards

As the assurance of safety is one of the duties of the State, it
would appear logical to make State authorities responsible for
drafting product regulations. This is the path followed by modem
product safety laws. The UK Consumer Protection Act 1961 del-
egated the issuing of safety regulations to the executive authori-
ties, giving Parliament only the right to participate in the process,
and the right of subsequent annulment57. In the USA the Con-
sumer Product Safety Act, in its original version of 1972, went

56 Ramsay, 1984.
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even further. It set up, in the form of the Consumer Product
Safety Commission, a State agency (though protected from the
direct control of the House of Representatives or the Administra-
tion), which was allowed to fix its own priorities and draft its
own regulations83. The practical and organisational problems of
such an allocation of responsibilities match the complexity of a
comprehensive normative assessment of hazards59. For such an
assessment it is first of all necessary to "measure” risks, i.e. to
develop an information system for the identification of product
hazards. A second precondition is that the authority concerned
should be competent, from the technical and scientific point of
view, to assess design characteristics of technical consumer
products, to identify any risks and develop technically feasible
requirements aimed at reducing the risk. A third precondition is
that it should be competent, from an economic and sociological
viewpoint, to assess the social consequences, implications for
competition policy, costs and benefits of a regulation. Authorities
invested with only legal competence to pass product regulations
are not in a position, or if so only to a limited extent, to carry out
a comprehensive assessment of risks.

Technical safety legislation has nowhere made adequate
provision for the assessment of risks, whether in organisational or
in technical terms. In the UK, the CPA 1961 was based on State
adoption of standards drafted by the competent institutions and
did not seek to set up independent administration for the imple-
mentation of safety regulations; these shortcomings were only
partly counterbalanced by later measures60. In the USA, the
CPSC was set up taking into account the preconditions for draft-
ing product regulations. However, there, too, the available re-

57 Cf. Chapter 11, 2.2.2.
58 Cf. Chapter Il, 4.1.1.
59 See 2.2.1 supra.
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sources meant that from the outset only selective action was pos-
sible; above all, the legal and technical fields of responsibility of
the CPSC were subsequently reduced to such an extent that the
Commission's role was limited to merely supervising standards
drafted by the standards institutions, in sharp contrast to original
intention61.

3.2.2 Technical norms

The normative aspect of safety assessment does not become
any simpler when responsibility for drafting product standards is
transferred to private organisations, and the practical and organi-
sational advantages of reducing the burden on the legislative pro-
cess in this way are offset by an endangering of the normative
quality of safety regulations. In the past the impulse for the
"voluntary" introduction of product standards came from the de-
velopment of industrial mass production, as the need for techni-
cal standardisation became essential so that it would be possible
to interchange and combine production elements62. This function
of private standardisation is still valid, but has become more and
more caught up in the whirlpool of society's increasing demands
that "technical" solutions take account of safety and environ-
mental aspects63. The basis for criticism is as simple as it is obvi-
ous64: as long as the industries concerned are themselves respon-
sible for standards, genuine consideration of safety and environ-
mental aspects cannot be expected. The justification of such
reservations about self-regulation as opposed to State regulation

60 Cf. Chapter Il, 2.2 and 2.3.
61 Cf. Chapter II, 4.4.

62 Cf. Marburger, 1979, 181 et seq.; Kypke, 1983, Chapter IlI; Hamilton,
1978,1331 et seq., 1368 et seq.

63 Cf. Schuchardt, 1979,236 et seq.
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is in principle generally acknowledged. It is therefore also gener-
ally accepted that such a transfer of decision-making functions
must be compensated for by laying down special requirements
for the drafting of standards, which in particular must guarantee a
"balanced" representation of all interests concerned in the stan-
dardisation process and the consideration of "social" require-
ments, among them safety85. Finally, it is recognised that the
State should remain in a position to set safety priorities and that
standards should not become legally binding until they have been
through an additional checking procedure.

The actual role played by "private" norms within the
framework of genuine governmental product regulation on the
one hand and the influence of the State on private standardisation
on the other moderate the contrasts between basically govern-
mental and private standardisation. However, for the time being
the forms of interaction between State and society vary consider-
ably. In the Federal Republic of Germany66, the United King-
dom67 and now at European Community level68, the measure of
influence of the State is restricted by conventions, or by mutually
agreed "general principles". However, the formal rights of par-
ticipation of social groups differ, and the degree to which stan-
dardisation results are subjected to subsequent checks also does
not seem to be uniform. In France the administration's possibili-
ties for exercising direct influence seem to be more distinct69. In
the USA the role of the CPSC in drafting voluntary standards has
been defined in detailed regulations and its powers to introduce
compulsory regulations remained significant for the inclusion of

64 Cf, summary given by Hamilton, 1978, 1379 et seq.

65 Cf. Marburger, Rechtliche Bedeutung, 1982, 138 et seq.
66 Cf. Chapter II, 3.4.2.

67 Cf. Chapter Il, 2.6.2.

68 Cf. Chapter IV, 3.5.
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safety aspects in "voluntary standards"80. Consequently, the only
principle to become generally accepted is that technical safety
regulations should be developed by private standards institutions
drawing on the technical expertise of the industries concerned ("it
is expensive to reinvent the wheel"71). There is, however, no con-
sensus on the regulative mechanisms to guarantee acceptance of
private standardisation from the point of view of safety policy.

3.3 Follow-up market controls (recalls and bans)

All product safety policy instruments aimed at the preven-
tive control of design hazards of technical consumer products
have a selective effect. State regulations can cover only a fraction
of risks potentially requiring regulation; private standards insti-
tutes too must lay down priorities and cannot enforce the imple-
mentation of their norms, which are not legally binding. When all
is said and done, the primary function of product liability is to
compensate for any damage, and its influence on the level of
safety is indirect and incomplete. However, preventive safety
measures are not only inevitably selective, but also imperfect.
The complexity of accidents means that particularly in the devel-
opment of new products it is impossible in advance to recognise
all hazards precisely. The selectiveness of preventive safety mea-
sures and the uncertainty of hazard forecasts are already two rea-
sons to suggest that monitoring products in use and powers of
subsequent intervention are essential. However, follow-up market
controls also have a redistributive function. If the marketing of
dangerous products is banned, traders suffer economic losses; if

69 Cf. Chapter Il 1.7 for more on this.
70 Cf. Chapter I, 4.4.
71 Hamilton, 1978, 1447.
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the products are already in the hands of final consumers, the re-
pair or exchange of the products or the payment of compensation
involves additional costs. The development of effective instru-
ments of follow-up market control is, in the context of these
functions, a difficult task from the legal point of view. However,
primarily because of the costs involved, the loss of image which
the companies concerned may suffer and the potential effects on
product liability procedures, follow-up market control comes up
against considerable legal resistance.

In 1981 the OECD proposed solutions to the problems of
follow-up market control based on the recall provisions of Sec-
tion 15 of the CPSA 197272 The OECD report divides the proce-
dure into three stages73: (1) The essential first step is the system-
atic recording of information on product hazards. The main in-
formation sources are accident information systems and reports
from supervisory or certification authorities, followed by reports
from manufacturers and importers, and complaints from con-
sumers and consumer organisations. (2) When the dangers have
been identified, suitable remedies must be taken. First of all, the
consumers concerned must be warned about the hazards, then
positive action must be taken to eliminate hazards and provide
compensation for any damage. Measures must be adapted to the
individual case; repairs may be sufficient, but in some cases
products will have to be exchanged or destroyed and damages
paid. (3) For the collection of information, assessment of hazards,
and the preparation and monitoring of remedial measures it is
necessary to set up a central authority which is in a position to
carry out follow-up market control and must therefore be in-
vested with the required legal powers.

72 OECD, Recall Procedures, 1981; for US law cf. Chapter II, 4.5.
73 Cf. in particular OECD, Recall Procedures, 1981, 14 et seq., 31-32.
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No Community Member State has yet fulfilled these re-
quirements. German law provides for marketing bans (8 5, GSG),
but a recall obligation exists only in conjunction with producers'
liability74. English law provides for "prohibition orders" and
"prohibition notices" which the Secretary of State can invoke in
the case of "imminent hazards" (see § 3 (1) a-c of the Consumer
Safety Act 1978); in practice, however, these instruments are not
applied and it is not intended to develop them into a recall proce-
dure?s. In France the Consumer Safety Law of 21 July 1983 is a
potentially far-reaching instrument providing for recalls through
the State machinery, but as yet it has hardly been tried out76.

In the face of such reticence and resistance in the Member
States, it should be noted at this point that the Community's cur-
rent efforts to complete the internal market will be bound to have
consequences for the development of follow-up market controls.
The principle that products with European certificates of confor-
mity manufactured according to foreign standards or tested by
foreign institutes should be allowed to move freely in all Member
States will encounter safety-motivated reservations which may
also be linked to protectionist interests. We will return to the re-
sulting need for action at a later stage77.

4. Summary

Product safety represents a scarcely consolidated policy
area, where information measures, liability rules, self-regulatory
mechanisms and legal intervention exist side by side. Each of

74 Cf. Chapter Il, 3.5, and Briiggemeier, 1986, Nos. 563 et seq.
75 Cf. Chapter 11, 2.3.3 and 2.4.
76 Article 3 of Loi No. 83-660 (note 32) and Chapter II, 1.5.2.
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these instruments fulfils specific functions and therefore uses dif-
ferent regulative mechanisms. However, at the same time each
instrument leads its own legal life; as yet there is no coherent
product safety policy to co-ordinate these instruments, take ac-
count of the effectiveness of each, harmonise safety standards
and control the development of legal instruments with the overall
aim of reducing product hazards. As far as the approximation of
laws in the European Community is concerned, this situation re-
sults in both problems and opportunities. The difficulties stem
from the fact that the approximation of laws in a specific field in-
volves inter-State co-ordination of heterogeneous legal instru-
ments, and therefore may result in changes which lead to gaps in
protection, in turn causing difficulties in reaching agreement or
even resistance to the implementation of Community law. On the
other hand, as shown by the example of environment law, it is
precisely in new policy areas that willingness to change and leam
is likely to be encountered — provided that integration policy
provides the incentives and constraints that are needed to bring
about innovation.7

77 Chapter Ill, 3.4; Chapter 1V, 3.3 and 3.4; Chapter V, 3.2 and 4; Chap-
ter VI, 3.4.
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