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FOREWORD

The single market is one of the great achievements of our time. This economic space, where goods, services, capital
and labour can circulate freely, provides a foundation for prosperity in the European Union as we move towards the 21st
century.

The European Union has developed original and innovative instruments to remove the barriers to free circulation of
goods. Among these, the New Approach to product regulation and the Global Approach to conformity assessment take
pride of place. The common thread between these complementary approaches is that they limit public intervention to
what is essential and leave business and industry the greatest possible choice on how to meet their public obligations.
Since 1987 some 20 directives, adopted on the basis of the New Approach and the Global Approach, have progressively
come into force. The operation of any innovative system inevitably raises questions. A first Guide, intended to answer
some of these, was published in 1994. This has now been updated and rewritten, on the basis of experience.

We hope that this Guide will be helpful to those who want to do business in the single market and that it will assist those
whose job it is to manage the market place. It will be an invaluable aid to the candidate countries of central and eastern
Europe in taking over the New Approach and the Global Approach and the directives adopted following them. We dare
to hope that it will also contribute to better understanding of these methods in other countries and may even lead them
to adopt similar principles.

A Guide can, at best, only draw out the meaning, significance and practical consequences of the directives to which it
refers. It cannot replace a legal text, or change what the legislator has decided. However, it can elucidate the legal text
by bringing to bear knowledge of the usage of the European Union and the provisions of the European Community Treaty
and its derived law, including the case law of the European Court of Justice. The European Commission is uniquely well
placed to do this. It has consulted widely in preparing the Guide and all opinions have been carefully considered. The
Guide has been discussed with the Senior Officials Group on Standardisation and Conformity Assessment Policy, who
agreed to its publication. As far as possible, it reflects a broad consensus. While this does not mean that it is the last
word on anything, it certainly means that it represents an authoritative expression of opinion.

This Guide has been drawn up by the Directorate-General for Enterprise in close cooperation with other Commission serv-
ices, with contributions from Member State experts and interest groups. My thanks to all who have contributed to this
enterprise.

Magnus Lemmel

Acting Director-General
Directorate-General for Enterprise
September 1999



IMPORTANT NOTICE

This Guide is intended to contribute to better understanding of directives based on the New
Approach and the Global Approach, and to their more uniform and coherent application
across different sectors and throughout the single market.

It is addressed to the Member States. It is also intended to be a manual for others who need
to be informed of the provisions designed to ensure the free circulation of CE marked prod-
ucts as well as a high level of protection throughout the Community (such as trade associa-
tions, consumer associations, standards bodies, manufacturers, importers, distributors,
conformity assessment bodies, trade unions).

It reflects the state of the art. Therefore, the guidance offered may be subject to modifica-
tions in the future.

Only the text of the directive is authentic in law. Accordingly, the text of the directive is appli-
cable where there are differences between the provisions of a directive and the contents of
this Guide. In particular, these differences are due to slightly divergent provisions in the indi-
vidual directives, which cannot be fully described in this Guide.

The focus of this Guide is on the New Approach and the Global Approach. However, products
covered by directives based on the principles of the New Approach and the Global Approach
may also be subject to other provisions of Community law, which are not presented in this
Guide.

The guidance offered to the Member States in this Guide also applies to Iceland, Liechten-
stein and Norway as signatories of the Agreement on the European Economic Area (EEA).
References to the Community or the single market are, accordingly, to be understood as
referring to the EEA, or to the EEA market.
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11. Concept of the New Approach and the Global Approach

New barriers to trade, which result from the
adoption of diverging national technical
standards and regulations, can be prevent-
ed through a procedure laid down by Direc-
tive 98/34/EC (*). Member States are
obliged to notify draft technical regulations
and standards to the Commission and to the other Member
States (?). During a standstill period these may not be
adopted, which leaves the Commission and the other Mem-
ber States the possibility to react. In the absence of reac-
tions within the initial standstill period of three months, the
draft technical regulations may then be adopted. Otherwise,
where objections are raised, a further three months stand-
still is imposed. The standstill period is 12 months where
there is a proposal for a directive. However, the standstill
period does not apply where, for urgent reasons, a Member
State is obliged to introduce technical regulations in a very
short space of time in order to protect public health or safe-
ty, animals or plants. Directive 98/34/EC also gives the
Commission the possibility of inviting, after consultation
with the Member States, the European standards organisa-
tions to elaborate European standards.

National technical regulations are subject to the provi-
sions of Articles 28 and 30 of the Treaty establishing the
European Community (the EC Treaty), which prohibit quantita-
tive restrictions or measures having equivalent effect. Case
law of the European Court of Justice, especially case 120/78
(the ‘Cassis de Dijon’ case), provides the key elements for
mutual recognition. The effect of this case law is as follows.
© Products legally manufactured or marketed in one country
should in principle move freely throughout the Community,
where such products meet equivalent levels of protection to
those imposed by the Member State of exportation and where
they are marketed in the territory of the exporting country.
© In the absence of Community measures, Member States
are free to legislate on their territory.
© Barriers to trade, which result from differences between
national legislations, may only be accepted, if national
measures:

e are necessary to satisfy mandatory requirements (such
as health, safety, consumer protection and environmental
protection);

e serve a legitimate purpose justifying the breach of the
principle of free movement of goods; and

o can be justified with regard to the legitimate purpose and
are proportionate with the aims.

Restrictions to free movement of products, which may
be acceptable under Articles 28 and 30 of the EC Treaty,

Free movement of goods is a cornerstone of the single market.
The mechanisms in place to achieve this aim are based on
prevention of new barriers to trade, mutual recognition and
technical harmonisation.

can only be avoided or eliminated through technical har-
monisation on Community level. This harmonisation was, at
first, rather slow for two reasons. First, the legislation
became highly technical, as it had the objective of meeting
the individual requirements of each product category. Sec-
ond, the adoption of technical harmonisation directives was
based on unanimity in the Council.

The creation of a single market by 31 December 1992
could not have been achieved without a new regulatory tech-
nique that set down only the general essential requirements,
reduced the control of public authorities prior to a product
being placed on the market, and integrated quality assur-
ance and other modern conformity assessment techniques.
Moreover, the decision-making procedure needed to be
adapted in order to facilitate the adoption of technical har-
monisation directives by a qualified majority in the Council.

A new regulatory technique and strategy was laid down
by the Council Resolution of 1985 on the New Approach to
technical harmonisation and standardisation, which estab-
lished the following principles.
© Legislative harmonisation is limited to essential require-
ments that products placed on the Community market must
meet, if they are to benefit from free movement within the
Community.
© The technical specifications of products meeting the
essential requirements set out in the directives are laid
down in harmonised standards.
© Application of harmonised or other standards remains
voluntary, and the manufacturer may always apply other
technical specifications to meet the requirements.
© Products manufactured in compliance with harmonised
standards benefit from a presumption of conformity with the
corresponding essential requirements (3).

The operation of the New Approach requires that the
standards offer a guaranteed level of protection with regard
to the essential requirements established by the directives,
and that the national authorities carry out their responsibili-
ties for the protection of safety or other interests covered
by the directive. Further, a safeguard clause procedure
is necessary to allow the possibility of contesting the
conformity of a product, or failures or shortcomings of
harmonised standards.

(%) The Directive
98/34/EC is a
codification of the
Directive 83/189/EEC
and its amendments.
The Directive 98/34/EC
has been amended by
Directive 98/48/EC

(%) According to the
Court of Justice a
breach of the
obligation to notify
renders the technical
regulations in question
inapplicable to
individuals (case C-
194/94).

(3) Originally, a third
party assessment was
considered necessary
where products were
not manufactured in
compliance with
harmonised standards
This has evolved since
the first New Approach
directives were
adopted.



(%) The New Approach
has not been applied in
sectors where
Community legislation
was well advanced
prior to 1985, or where
provisions for finished
products and hazards
related to such
products cannot be
laid down. For instance,
Community legislation
on foodstuffs, chemical
products,
pharmaceutical
products, motor
vehicles and tractors
does not follow the
principles of the New
Approach.

(%) Third party approval
of product or
production quality
assurance systems and
third party product
verification can also be
provided for without
third party type or
design examination.

(%) The standard
elements are
presented in the order
usually followed in the
New Approach
directives.
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Since the New Approach calls for essential require-
ments to be harmonised and made mandatory by direc-
tives, this approach is appropriate only where it is genuine-
ly possible to distinguish between essential requirements
and technical specifications. Further, a wide range of prod-
ucts has to be sufficiently homogenous, or a horizontal
hazard identifiable, to allow common essential require-
ments. The product area or hazard concerned must also be
suitable for standardisation (4).

In addition to the principles of the New Approach, con-
ditions for reliable conformity assessment are necessary.
The key elements in this respect are the building of con-
fidence through competence and transparency, and the
setting up of a comprehensive policy and framework for
conformity assessment. The Council Resolution of 1989
on the Global Approach to certification and testing states
the following guiding principles for Community policy on
conformity assessment.
© A consistent approach is developed in Community legis-
lation by devising modules for the various phases of con-
formity assessment procedures, and by laying down criteria
for the use of these procedures, for the designation of bod-
ies operating these procedures, and for the use of the CE
marking.
© The use of European standards relating to quality assur-
ance (EN ISO 9000 series), and to the requirements to be
fulfilled by conformity assessment bodies operating quality
assurance (EN 45000 series) is generalised.
© Setting up of accreditation systems and
the use of inter-comparison techniques
are promoted in Member States and at
Community level.
© Mutual recognition agreements con-
cerning testing and certification in the non-
regulatory sphere are promoted.
© The differences of existing quality infra-
structures (such as calibration and metrolo-
gy systems, testing laboratories, certifica-
tion and inspection bodies, and accredita-
tion bodies) between Member States and
between industrial sectors are minimised by
programmes.
© International trade between the Commu-
nity and third countries is promoted by
means of mutual recognition agreements,
cooperation and technical assistance pro-
grammes.

The New Approach entailed refining con-
formity assessment in such a way as to
allow the Community legislator to evaluate tive.
the consequences of the utilisation of dif-
ferent conformity assessment mecha-
nisms. The objective was to provide flexibility of conformity
assessment over the entire manufacturing process in order
for it to be adapted to the needs of each individual opera-

tion. The Global Approach introduced a modular approach,
which subdivided conformity assessment into a number of
operations (modules). These modules differ according to
the stage of development of the product (for example
design, prototype, full production), the type of assessment
involved (for example documentary checks, type approval,
quality assurance), and the person carrying out the assess-
ment (the manufacturer or a third party).

The Global Approach was completed by Council Deci-
sion 90/683/EEC, which was replaced and brought up to
date by Decision 93/465/EEC. These decisions lay down
general guidelines and detailed procedures for conformity
assessment that are to be used in New Approach directives.
Thus, conformity assessment is based on:

e manufacturers’ internal design and production control
activities;

o third party type examination combined with manufactur-
ers’ internal production control activities;

o third party type or design examination combined with
third party approval of product or production quality assur-
ance systems, or third party product verification (5);

e third party unit verification of design and production; or
o third party approval of full quality assurance systems.

In addition to laying down guidelines for the use of con-
formity assessment procedures in technical harmonisation
directives, Decision 93/465/EEC harmonises the rules for
the affixing and use of the CE marking.

12. Standard elements of New Approach
directives (6)

e New Approach directives are based on the following
principles.

© Harmonisation is limited to essential requirements.

© Only products fulfilling the essential requirements may be
placed on the market and put into service.

© Harmonised standards, the reference numbers of which
have been published in the Official Journal and which have
been transposed into national standards, are presumed to con-
form to the corresponding essential requirements.

© Application of harmonised standards or other technical
specifications remains voluntary, and manufacturers are free
to choose any technical solution that provides compliance
with the essential requirements.

© Manufacturers may choose between different conformity
assessment procedures provided for in the applicable direc-

Scope
The scope defines the range of products covered by the
directive, or the nature of hazards the directive is intended
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to avert. It usually covers hazards related to a product or to
a phenomenon. Accordingly, several directives may apply to
the same product.

Scope of New Approach directives: Chapter 2.

Placing on the market and putting into service

Member States are obliged to take the necessary measures
to ensure that products are placed on the market and put
into service only if they do not endanger the safety and
health of persons, or other public interests covered by the
directive, when properly installed, maintained and used for
the intended purposes. This entails an obligation for market
surveillance on the part of the Member States.

Member States are allowed to adopt, in compliance with
the Treaty (in particular Articles 28 and 30 of the EC Treaty),
additional national provisions to protect, in particular, work-
ers, consumers or the environment. However, these provi-
sions may neither require modifications of the product nor
influence the conditions for its placing on the market.
Placing on the market and putting into service: Section 2.3.
Market surveillance: Chapter 8

Essential requirements

Essential requirements are set out in the annexes to the
directives, and include all that is necessary to achieve the
objective of the directive. Products may be placed on the
market and put into service only if they are in compliance
with the essential requirements.

New Approach directives are generally designed to
cover all hazards related to the public interest that the direc-
tive intends to protect. Thus, compliance with Community
legislation often requires simultaneous application of sever-
al New Approach directives and, possibly, other Community
legislation. Further, some elements may have been left out-
side the scope of applicable Community legislation. This
allows Member States to draw up national legislation in
accordance with Articles 28 and 30 of the EC Treaty.
Compliance with directives: Chapter 4.

Free movement

Member States must presume that products bearing the CE
marking comply with all the provisions of the applicable
directives providing for its affixing. Accordingly, Member
States may not prohibit, restrict or impede the placing on
the market and putting into service in their territory of prod-
ucts bearing the CE marking, unless the provisions relating
to CE marking are incorrectly applied.

As an exception, Member States may prohibit, restrict
or impede the free movement of products bearing CE mark-
ing — in accordance with Articles 28 and 30 of the EC Treaty
— because of a hazard that is not covered by the applicable
directives.

Placing on the market and putting into service: Section 2.3.
CE marking: Chapter 7.

Presumption of conformity

Products that comply with national standards transposing
harmonised standards, the reference numbers of which
have been published in the Official Journal of the European
Communities, are presumed to comply with the corre-
sponding essential requirements. Where the manufacturer
has not applied, or has only partially applied, such a stan-
dard, the measures taken and their adequacy must be
documented in order to comply with the essential require-
ments.

Compliance with directives: Chapter 4.

Safeguard clause

Member States are obliged to take all appropriate meas-
ures to prohibit or restrict the placing on the market of prod-
ucts bearing the CE marking or to withdraw them from the
market, if these products might compromise the safety and
health of individuals or other public interests covered by the
applicable directives, when the products are used for their
intended purpose. Further, Member States must inform the
Commission when they take such a measure. Where the
Commission considers the national measure justified, it
informs all Member States who must take appropriate
action in view of their general obligation to enforce Com-
munity legislation.

Market surveillance: Chapter 8.

Safeguard clause procedure: Section 8.3.

Conformity assessment

Before placing a product on the Community market, the
manufacturer must subject the product to a conformity
assessment procedure provided for in the applicable direc-
tive, with the view to affixing the CE marking.

Conformity assessment procedure: Chapter 5.

Notified bodies

Third party conformity assessment is carried out by notified
bodies, which have been designated by the Member States
among bodies that fulfil the requirements laid down in the
directive and that are established on their territory.

Notified bodies: Chapter 6.

CE marking

Products in compliance with all provisions of the applica-
ble directives providing for the CE marking must bear this
marking. Thus, the CE marking is, in particular, an indica-
tion that the products comply with the essential require-
ments of applicable directives and that the products have
been subject to a conformity assessment procedure pro-
vided for in the directives. Further, Member States are
obliged to take appropriate measures to protect the CE
marking.

CE marking: Chapter 7.

Protection of CE marking: Section 8.4.




(") The cooperation is
based on the Council
Resolution of 1994 on
the development of
administrative
cooperation in the
implementation and
enforcement of
Community legislation
in the internal market.
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Coordination of implementation

Where a Member State or the Commission considers that a
harmonised standard does not fully meet the essential
requirements of a directive, the matter will be brought to the
attention of the committee set up by the Directive
98/34/EC (Committee on Technical Standards and Regula-
tions). The Commission, taking into account the Commit-
tee’s opinion, notifies the Member States whether or not the
standard should be withdrawn from the list published in the
Official Journal of the European Communities.

Many New Approach directives provide for a standing
committee to assist the Commission, delivering its opinion
on draft measures to implement the provisions of the rele-
vant directive and examining matters relating to the imple-
mentation and practical application of the directive. Further,
regular meetings to discuss technical implementation
issues take place in working groups, which are composed
of representatives appointed by Member States and inter-

1.3. Adoption of New Approach directives

o New Approach directives are based on Article 95 of the EC
Treaty, and adopted according to the co-decision procedure

provided for in Article 251 of the EC Treaty.

o Adopted New Approach directives are published in the L
series of the Official Journal of the European Communities.
Commission proposals for New Approach directives are pub-

lished in the C series of the Official Journal.

The legal basis for adopting or modifying New Approach
directives is Article 95 of the EC Treaty. According to Arti-
cle 251 of the EC Treaty, the Commission initiates the leg-
islative procedure by making a proposal to the Council and
to the European Parliament. Such Commission proposals
concerning health, safety, environmental protection and
consumer protection should, according to Article 95 take
as a basis a high level of protection. Further, Article 95
requires that a safeguard clause is provided for in appropri-
ate cases.

10

est groups (for example notified bodies, standards organi-
sations, manufacturers, distributors, consumer organisa-
tions and trade unions), and chaired by the Commission (7).
Withdrawal of the presumption of conformity: Section 4.4.
Administrative cooperation: Section 8.6.

Transposition and transitional provisions

Member States are required to transpose the provisions of
the directives into their national legislation. They must also
inform the Commission of the measures taken.

Member States must permit the placing on the market
of products that comply with regulations in force in their ter-
ritory at the date of application of the directive in question,
until the date as set up by the directive. Under certain
restrictions, such products must also be permitted to be
put into service beyond that date.

Transposition of New Approach directives: Section 1.4.
Transitional period: Section 2.4.

After receiving a Commission proposal,
the Council requests an opinion from the Par-
liament and the Economic and Social Com-
mittee before reaching its common position
on the proposal. Once the common position
has been reached, it is transmitted to the Par-
liament, which may accept, reject or propose
amendments during this second reading. The
Commission re-examines its proposal in the
light of Parliament's amendments, and re-
turns the proposal to the Council, which takes
a final decision within three months. If neces-
sary, problems are referred to a conciliation committee of
Council and Parliament, in which the Commission participates
as a moderator. The flow chart in Table 1.1 shows the adop-
tion procedure according to Article 251 of the EC Treaty, and
the alternatives at the different phases.

Up to the adoption of the common position, discussion
is based on the Commission’s proposal. While the Commis-
sion can modify its proposal at any time, for example in the
light of the opinion of the Parliament, the Council can only
diverge from the Commission’s proposal by unanimity.
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Table 1/1 = Adoption of directives according to Article 251 of the EC Treaty

The Commission
makes a proposal.

The Council

after obtaining
the opinion of the
European Parliament
and the Economic
and Social Committee

adopts a common position
by a qualified majority.

The European Parliament
(within three months)

approves or does
not take a decision.

proposes amendments.

[

|

The act is
adopted by
the Council.

The Council adopts
all the amendments
and the act.

The Council convenes
a meeting of the
conciliation committee.

[

[

The conciliation committee
approves a joint text.

|

1

The conciliation committee
does not approve
a joint text.

[

[

|

The Council can convene
the conciliation committee
to explain its position.

|

The European Parliament
confirms its rejection of the
common position
by an absolute majority.

If the joint text is adopted
by the European Parliament
and the Council

The act is
not adopted.

The Council can confirm
the common position
by an absolute majority.

The act is
not adopted.

|

the act is adopted.

The act is adopted, unless
the European Parliament
by an absolute majority
rejects the common
position in the last resort.

14. Transposition of New Approach directives

e New Approach directives are total harmonisation direc-
tives: the provisions of these directives supersede all corre-
sponding national provisions.

o New Approach directives are addressed to the Member
States, which have an obligation to transpose them into their
national legislation as appropriate.

o National laws, regulations or administrative provisions,
which transpose the directive, shall contain a reference to the
directive in question or shall be accompanied by such a refer-
ence on the occasion of their official publication.

o National laws, regulations or administrative provisions,
which are adopted and published in order to transpose a
directive, must be communicated to the Commission.

New Approach directives approximate the laws of Member
States in order to remove barriers to trade. Since New
Approach directives are total harmonisation directives,
Member States must repeal all contradictory national legis-

11

lation. Further, Member States are, as a
general rule, not allowed to maintain or
introduce more stringent measures than
foreseen in the directive, as is the case for
directives adopted according to Article 138
of the EC Treaty (directives aiming to
improve the health and safety of workers,
especially, in the working environment) (8).

Directives are, according to Article 249
of the EC Treaty, binding on the Member
States as to the result to be achieved, but
the choice of form and method is their own.
Case law of the European Court of Justice
has clarified the contents of this obligation
and the possible measures to be taken
where a non-compliance can be estab-
lished (°).

It is up to the Member States to decide
which measures should be adopted and

published in order to comply with a directive. However,
Member States must take appropriate implementing meas-
ures to transpose the directive in a way that fully meets the

(®) As an exception,
additional national
provisions in areas
covered by New
Approach directives
may be acceptable in
accordance with
Articles 28 and 30 of
the EC Treaty (see
Section 1.2).

(%) Judgement of the
Court; cases C-102/79,
C-30/81, C-34/81,
C-102/79, C-29/84,
C-178/84, C-179/84,
C-188/84, C-190/84,
C-392/93, C-46/93,
C-48/93 and C-66/95.



(*9) Judgement of the
Court, case C-178/94.
(**) For a complete
presentation of
directives referred

to in this section,

see Annex 1.

(*?) This Directive,
drawn up in 1973
before the concept of
New Approach and
Global Approach was
established, was, to
some extent, aligned in
1993 with other New
Approach directives.
(*%) This is not a
modification of the
Directive relating to
electromagnetic
compatibility, but it
has an impact on its
application.

(*4) This Directive
codifies into one single
text Directive
89/392/EEC, as modified
by Directives
91/368/EEC, 93/44/EEC
and 93/68/EEC. The
date of application is
based on the original
Directives.
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requirements of clarity and certainty in legal situations,
which directives seek for the benefit of traders established
in other Member States. This may not necessarily require
legislative action in each case as regards all the provisions
of a directive.

Failure to take measures, or the correct measures, to
transpose a directive in order to achieve the results it pre-
scribes, within the period laid down for that purpose, con-
stitutes a breach of Community law. According to Article
226 of the EC Treaty, the Commission may
take action against a Member State, which
has failed to fulfil an obligation under the
Treaty. Further, according to Article 228,
Member States are required to take neces-
sary measures to comply with the judgement of the Court
of Justice.

Member States are obliged to make reparation for dam-
ages that result from breaching Community law. This obli-

gation exists where three conditions are fulfilled: the rule of
law infringed is intended to confer rights on individuals; the
breach is sufficiently serious; and there is a direct causal
link between the breach of the obligation resting on the
Member State and the damage sustained by the injured
party. Failure to take any of the necessary measures to
transpose a directive within the period laid down by the
directive will amount to a sufficiently serious breach (*°).

15. New Approach directives (*!)

In this Guide the New Approach directives are defined as
directives that provide for the CE marking. In addition there
are certain directives that follow the principles of the New
Approach or the Global Approach, but which do not provide
for the CE marking.

Table 1/2 « New Approach directives (directives providing for the CE marking) ¢

Directive Number of Directive, Date of End of transitional
(as referred to in this Guide) Amendment application period
1. Low voltage equipment (2 73/23/EEC 19/8/74 1/1/97
). 93/68/EEC | vies o\ uyer
2. Simple pressure vessels 87/404/EEC 1/7/90 1/7/92
90/488/EEC 1/7/91
| 93/68/EEC ) vi/es o \.yver
3. Toys 88/378/EEC 1/1/90
| 93/68/EEC ) vi/es . \.uvyer
4. Construction products 89/106/EEC 27/6/91
). 93/68/EEC | vies o\ uuer
5. Electromagnetic compatibility 89/336/EEC 1/1/92 31/12/95
92/31/EEC 28/10/92
93/68/EEC 1/1/95 1/1/97
) (98/B/EQ) () ) 6/11/92
6. Machinery (*4) 98/37/EC 1/1/93 31/12/94
1/1/93 31/12/94
1/1/95 31/12/96
1/1/95 1/1/97
| 98/79/EC ) 7/6/00
7. Personal protective equipment 89/686/EEC 1/7/92 30/6/95
93/68/EEC 1/1/95 1/1/97
93/95/EEC 29/1/94
...} 96/SB/EC ) vier
8. Non-automatic 90/384/EEC 1/1/93 31/12/02
__weighing instruments | 93/68/EEC | : vi/fes o \yver
9. Active implantable 90/385/EEC 1/1/93 31/12/94
medical devices 93/42/EEC 1/1/95 14/6/98
__93/68/EEC  ___puyes | vier
10. Gas appliances 90/396/EEC 1/1/92 31/12/95
). 98/68/EEC | vies AT
11. Hot water boilers 92/42/EEC 1/1/94 31/12/97
...} 93/e8/EEC | vies o pAuAser
12.Civil explosives | 93/15/EEC | vues | sz
13. Medical devices 93/42/EEC 1/1/95 14/6/98
o hogsrrorec 7/6/00 | 30/6/01
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Table 1/2 « New Approach directives (directives providing for the CE marking)  (continued) ‘

Directive Number of Directive, Date of End of transitional
(as referred to in this Guide) Amendment application period
14. Potentially explosive 94/9/EC 1/3/96 30/6/03
_.atmospheres b
is. Recreational craft | 94/25/EC | 16/6/96 | 16/6/98
e Lifts | 95/16/EC | .: veer o |.30/6/99
17. Refrigeration appliances | 96/57/EC | : 39799
is. Pressure equipment | 97/23/EC | 29/11/99 . ).29/5/02
19. Telecommunications 98/13/EC 6/11/92

terminal equipment (1°) 1/5/92
______________________________________________________________________ vises
20. In vitro diagnostic 98/79/EC 7/6/00 7/12/03
____medicaldevices |\ . \712/05
21. Radio and telecommunications| 99/5/EC 8/4/00 7/4/00

terminal equipment (16) 7/4/01

Table 1/3 = Directives based on the principles of the New Approach or the Global Approach,
but which do not provide for the CE marking

Directive Number of Directive Date of End of transitional

(as referred to in this Guide) application period

1. Packaging and 94/62/EC 30/6/96 31/12/99
__packagingwaste (*7) N Vo
2. High speed rail systems | 96/48/EC | 8/4/99
3. Marine equipment 96/98/EC 1/1/99

Table 1/4 = Proposals for directives based on the principles of the New Approach

or the Global Approach (%) This Directive
codifies into one single
Draft Directive Number of proposal, text Directive
A d t 91/263/EEC, as modified
mendmen by Directive 93/68/EEC,
and the supplementary
1. Articles of precious metal COM/93/322 final Directive 93/97/EEC.
COM/94/267 final The date of application
""""""" e is based on the original
2. Cableway installations designed to carry passengers | | com/os/ed6final Directives.
3. Marking of packaging | cow/96/191final () This Directive will
4. Noise emission COM/98/46 final replace the Directive
on telecommunications

terminal equipment.
(¥7) This Directive
contains neither a
conformity assessment
procedure nor a
marking regime, which
were foreseen in the
proposal for a directive
on marking of
packaging (COM/96/191
final). Thus, only
Chapter 4 of the Guide
is relevant for the
Directive on packaging
and packaging waste.
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2. Scope of New Approach directives

New Approach directives apply to products
which are intended to be placed (or put into
service) on the Community market (*°). Usu-
ally such products are ready for use, or
require only adjustments that can be per-
formed in view of their intended use. Fur-
ther, the directives apply only when the
product is placed (and put into service) on
the Community market for the first time.
Consequently, the directives apply also to
used and second-hand products imported
from a third country when they enter the
Community market for the first time, but not
to such products already on the Community
market (2°). This applies even to used and
second-hand products imported from a
third country that were manufactured
before the directive became applicable.

The concept of product varies between
New Approach directives (?*). The objects
submitted to the directive are referred to,
for instance, as products, equipment, appa-
ratus, devices, appliances, instruments,
material, assemblies, components or safe-
ty components, units, fittings, accessories
or systems. It is the responsibility of the
manufacturer to verify whether or not the
product is within the scope of a direc-
tive (22).

A combination of products and parts,
which each comply with applicable direc-
tives, does not always have to comply as a
whole. However, in some cases, a combi-
nation of different products and parts

2.1. Products submitted to directives

o New Approach directives apply to products which are
intended to be placed (or put into service) on the Community
market for the first time. Consequently, the directives apply to
new products manufactured in the Member States, and to new,
as well as used and second-hand, products imported from
third countries (*8).

e The concept of product varies between New Approach
directives, and it is the responsibility of the manufacturer to
verify whether or not the product is within the scope of one or
more directives.

e Products that have been subject to important changes may
be considered as new products that have to comply with the
provisions of the applicable directives when placed on the
Community market and put into service. This has to be
assessed on a case-by-case basis, unless otherwise provided
for.

¢ Products, which have been repaired without changing the
original performance, purpose or type, are not subject to
conformity assessment according to the New Approach
directives.

e Products specially or exclusively intended for military or
police purposes are explicitly excluded from the scope of
certain New Approach directives. For the other directives,
Member States may, under certain conditions, exclude from
their field of application according to Article 296 of the EC
Treaty, products intended specifically for military purposes.

purpose or type after it has been put into service, may be

designed or put together by the same person is considered
as one finished product which, as such, has to comply with
the directive. In particular, the manufacturer of the combi-
nation is responsible for selecting suitable products to
make up the combination, for putting the combination
together in such a way that it complies with the provisions
of the directives concerned, and for fulfilling all the require-
ments of the directive in relation to the assembly, the EC
declaration of conformity and CE marking. The decision
whether a combination of products and parts needs to be
considered as one finished product has to be taken by the
manufacturer (??) on a case-by-case basis.

A product, which has been subject to important
changes that aim to modify its original performance,
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considered as a new product. This has to be assessed on a
case-by-case basis and, in particular, in view of the objective
of the directive and the type of products covered by the
directive in question. Where a rebuilt or modified product is
considered as a new product, it must comply with the pro-
visions of the applicable directives when it is placed on the
market and put into service. This has to be verified — as
deemed necessary according to the risk assessment — by
applying the appropriate conformity assessment procedure
laid down by the directive in question. In particular, if the risk
assessment leads to the conclusion that the nature of the
hazard or the level of risk has increased, then the modified
product should normally be considered as a new product.

(*8) Nothing in this
Guide is intended to
prevent or prohibit the
manufacture of
products to meet the
requirements of a third
country where such
products will be placed
on the market and put
into service outside the
Community.

(%) For placing on the
market and putting into
service, see Section 2.3.
(%) In this context the
Community should be
considered to mean the
present Member
States, where free
movement of used and
second-hand products
takes place according
to Articles 28 and 30 of
the EC Treaty.

(%) See Annex 6.

(??) In some situations
the responsibilities of
the manufacturer are
taken over by another
person, see Sections
31-33.



(%) For products used
at the workplace the
employer must take all
measures necessary to
ensure that work
equipment is suitable
and safe. For instance,
the user of repaired
machinery must ensure
that it is no less safe
than the original. See
Section 3.6.

(%%) See Directives
relating to machinery,
personal protective
equipment, civil
explosives, potentially
explosive atmospheres,
lifts, pressure
equipment, and radio
and telecommunications
terminal equipment.

(*) For instance:

« the Directive
relating to low voltage
equipment is not
applicable to electrical
equipment for medical
purposes, instead
either the Directive
relating to active
implantable medical
devices or medical
devices may apply;

« the Directive
relating to
electromagnetic
compatibility is not
applicable to products
covered by specific
directives that
harmonise the
protection
requirements specified
in the Directive on
electromagnetic
compatibility;

« the Directive
relating to personal
protective equipment
applies in all aspects,
where the principal
intended purpose of the
personal protective
equipment is to protect
the person using it,
whether or not this
takes place in a
medical environment;

« the Directive
relating to lifts is not
applicable to lifts
connected to
machinery and
intended exclusively for
access to the
workplace, instead the
Directive relating to
machinery applies; and
« marine equipment,
which is also within the
scope of other
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The person who carries out important changes to the prod-
uct is responsible for verifying whether or not it should be
considered as a new product.

Products which have been repaired (for example follow-
ing a defect), without changing the original performance,
purpose or type, are not to be considered as new products
according to New Approach directives. Thus, such products
need not undergo conformity assessment, whether or not
the original product was placed on the market before or
after the directive entered into force. This applies even if the
product has been temporarily exported to a third county for
the repair operations. Such operations are often carried out
by replacing a defective or worn item by a spare part, which
either is identical, or at least similar, to the original spare
part (for example modifications may have taken place due
to technical progress, or discontinued production of the old
part). Thus, maintenance operations are basically excluded

2.2. Simultaneous application of directives

2.2.1. New Approach directives

o Essential requirements set up by New Approach directives
may overlap or complement each other, depending on the haz-
ards covered by these requirements that are related to the

product in question.

e The placing on the market and putting into service can only
take place when the product complies with the provisions of
all applicable directives, and when the conformity assess-
ment has been carried out in accordance with all applicable

directives.

o Where the same product or hazard is covered by two or more
directives, the application of other directives can sometimes
be excluded following an approach that includes a risk analy-
sis of the product with a view to intended use as defined by the

manufacturer.

New Approach directives cover a wide range of products
and hazards, which both overlap and complement each
other. As a result several directives may have to be taken
into consideration for one product, since the placing on the
market and putting into service can only take place when
the product complies with all applicable provisions.
Hazards covered by the essential requirements of the
directives concern different aspects that in many cases
complement each other (for example the Directives relating
to electromagnetic compatibility and pressure equipment
cover phenomena not covered by the Directives relating to
low-voltage equipment or machinery). This calls for a joint
application of the directives. Accordingly, the product has to
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from the scope of the directives. However, at the design
stage of the product the intended use and maintenance
must be taken into account (33).

Some New Approach directives explicitly exclude prod-
ucts that are specially or exclusively intended for military or
police purposes (24). For other directives Article 296 of the EC
Treaty may be taken into consideration, unless the product ac-
cording to its definition cannot be used for military purposes
(such as toys, recreational craft and refrigeration appliances).
Article 296(1) of the EC Treaty offers Member States the pos-
sibility of excluding from the application of Community legisla-
tion products intended for specifically military purposes, inso-
far as the products concerned appear in the list drawn up by
the Council according to Article 296(2), and provided such ex-
clusion may not have an adverse effect on the competition
conditions in the Community market concerning products that
are not specifically intended for military purposes.

be designed and manufactured in accor-
dance with all applicable directives, as well
as to undergo the conformity assessment
procedures according to all applicable
directives, unless otherwise provided for.

Certain directives make a direct refer-
ence to the application of other directives
(for example the Directive relating to lifts
refers to the Directives relating to machin-
ery, and the Directive relating to telecom-
munications terminal equipment to the
Directive relating to low voltage equipment).
Although such a reference has not been
included in a number of directives, the gen-
eral principle of simultaneous application
still applies where the essential require-
ments of the directives are complementary
to each other.

Two or more directives can cover the
same product or hazard. In such a case, the
application of other directives is often limit-
ed by excluding certain products from the field of applica-
tion of the other directives, or by giving preference to the
more specific directive. This usually requires a risk analysis
of the product, or sometimes an analysis of the intended
purpose of the product, which then determines the applica-
ble directive. In specifying the hazards related to a product,
the manufacturer may be assisted by the risk assessment
performed by the standards bodies in relation to har-
monised standards for the product in question. Taking into
account the dominant hazards of the product this risk analy-
sis may lead to the publication of such standards under only
one of the possibly applicable directives (3°).
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The Directive on general product safety
(92/59/EEC) aims to ensure that consumer
products placed on the market do not pres-
ent a risk under conditions of use that are
normal or can be reasonably foreseen. It
requires producers to place only safe prod-
ucts on the market, and to inform about
risks. It also obliges Member States to sur-
vey products on the market, and to inform
the Commission about actions taken
through either a safeguard clause proce-
dure or the information system for serious
and immediate risks. The Directive on general product safe-
ty covers new, used and reconditioned products intended
for consumers or likely to be used by consumers, supplied
in the course of commerecial activity. According to this defi-
nition, products within the scope of several New Approach
directives are to be considered as consumer products
(such as toys, recreational craft, refrigeration appliances,
and to certain extent electrical equipment, gas appliances,
machinery, personal protective equipment and pressure
equipment).

The Directive on general product safety is applicable
insofar as there are no specific provisions in rules of Com-
munity law governing all the safety aspects of the products
concerned. Further, where specific rules of Community law
contain provisions governing only certain aspects of prod-
uct safety or categories of risk for the product concerned,
these provisions are applicable to the products in question
with regard to the relevant safety aspects or risks. This rule
gives priority to the application of New Approach directives
for all aspects of product safety and categories of risk they
cover. Further, for products covered by New Approach
directives the objective has been to cover all foreseeable
risks, if necessary by means of simultaneous application of
these directives and other relevant provisions of Communi-
ty legislation.

The objective of New Approach directives is
to protect the public interest (for example
health and safety of persons, consumer pro-
tection, protection of business transac-
tions, environmental protection). Thus, they
intend to prevent, as far as possible, the placing on the mar-
ket and putting into service of unsafe or otherwise non-com-
pliant products. The Directive on product liability
(85/374/EEC), which is applicable to all products covered
by New Approach directives, provides a powerful incentive
to guarantee the safety of products. It is in the interest of
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2.2.2. New Approach directives and the Directive on general
product safety

o The Directive on general product safety applies to consumer
products supplied in the course of commercial activity,
provided that:

© the product is not covered by New Approach directives or
other Community legislation; or

© notall aspects of safety or categories of risk are covered by
New Approach directives or other Community legislation.

Consumer products outside the field of application of
New Approach directives and other Community legislation
(for example products not complying with the definition laid
down by the directive in question, used and second-hand
products that were originally placed on the Community mar-
ket before the directive entered into force, and repaired
products) come under the Directive on general product
safety, where they are supplied in the course of commercial
activity.

New Approach directives do not contain any system for
rapid exchange of information between market surveillance
authorities in emergency situations, with the exception of
the vigilance system included in the directives relating to dif-
ferent types of medical devices. Therefore, the provisions
concerning the procedure for rapid exchange of information
on dangers, and the subsequent action at Community level
are applicable to consumer products covered by New
Approach directives (26).

The Directive on general product safety contains
detailed provisions on market surveillance (Articles 5 and
6). These provisions are not directly applicable in sectors
covered by New Approach directives, but they provide a
model for obligations and powers that are necessary for
carrying out market surveillance, in particular as regards
consumer products.

2.2.3. New Approach directives and the Directive on product liability

e The Directive on product liability is applicable to all
products covered by New Approach directives.

the manufacturer, the importer and the distributor to supply
safe products in order to avoid the costs that liability places
on them for defective products causing damages to individ-
ual or property. Consequently, New Approach directives and
the Directive on product liability are complementary ele-
ments in ensuring an adequate level of protection (?7).

directives than the
Directive on marine
equipment, is excluded
from the application of
such directives.

(%) This procedure is
described in Section
851

(?7) For product liability,
see Section 3.7



(%®) Directives relating
to toys, low-voltage
equipment,
construction products,
civil explosives and
refrigeration
appliances cover only
placing on the market.
(%) Placing on the
market has only been
defined in very few
directives. According to
the Directive on toys it
covers both sale and
distribution free of
charge; according to
the Directives relating
to active implantable
medical devices,
medical devices and in
vitro diagnostic
medical devices it
means the first making
available in return for
payment or free of
charge of a device,
with a view to
distribution and/or use
on the Community
market, regardless of
whether it is new or
fully refurbished;
according to the
Directive on civil
explosives it means the
first disposal against
payment or free of
charge of explosives
covered by the
Directive, with a view
to their distribution
and/or use on the
Community market; and
according to the
Directive on lifts it
occurs when the
installer first makes the
lift available for the
end user.

(*°) Thus, imports for
own use are also
considered as being
placed on the market
at the moment they
enter the Community.
The responsibility for
the compliance of the
product in such
situations is described
in Sections 3.1 - 3.3.
Products built

for own use are,
generally, not
considered as being
placed on the market.
However, concerning
the Directive relating to
construction products
it should be considered
that, in order to
achieve the objectives
of this Directive,
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2.3. Placing on the market and putting into service

e Placing on the market is the initial action of making a prod-
uct available for the first time on the Community market, with
a view to distribution or use in the Community. Making avail-

able can be either for payment or free of charge.

e Putting into service takes place at the moment of first use
within the Community by the end user. However, the need to
ensure, in the framework of market surveillance, that products
are in compliance with the provisions of the directives when

being put into service is limited.

o A product must comply with the applicable New Approach
directives when it is placed on the Community market for the

first time and put into service (%).
e Member States are obliged:

© not to prohibit, restrict or impede the placing on the market
and putting into service of products that comply with the

applicable New Approach directives; and

© to take any measures necessary to ensure that products are
placed on the market and put into service only if they do not
endanger the safety and health of persons, or other interests
covered by the applicable directives, when correctly con-
structed, installed, maintained, and used in accordance with

their purpose.
2.3.1. Placing on the market (2°)

New Approach directives are designed to ensure free move-
ment of products that comply with the high level of protection
laid down in the applicable directives. Therefore, Member
States may not prohibit, restrict or impede the placing on the
market of such products. However, Member States are al-
lowed to maintain or adopt, in compliance with the Treaty (in
particular Articles 28 and 30 of the EC Treaty), additional
national provisions regarding the use of particular products
which are intended for the protection of workers or other users,
or the environment. Such national provisions may neither re-
quire modifications of a product manufactured in accordance
with the provisions of the applicable directives, nor influence
the conditions for its placing on the Community market.

A product is placed on the Community market when it is
made available for the first time. This is considered to take
place when a product is transferred from the stage of man-
ufacture with the intention of distribution or use on the Com-
munity market (3°). Moreover, the concept of placing on the
market refers to each individual product, not to a type of
product, and whether it was manufactured as an individual
unit or in series.

The transfer of the product takes place either from the
manufacturer, or the manufacturer’s authorised representa-
tive in the Community, to the importer established in the
Community or to the person responsible for distributing the
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product on the Community market (31). The
transfer may also take place directly from
the manufacturer, or authorised representa-
tive in the Community, to the final consumer
or user.

The product is considered to be trans-
ferred either when the physical hand-over or
the transfer of ownership has taken place.
This transfer can be for payment or free of
charge, and it can be based on any type of
legal instrument. Thus, a transfer of a prod-
uct is considered to have taken place, for
instance, in the circumstances of sale, loan,
hire, leasing and gift.

Placing on the market is considered not
to take place where a product is:

o transferred from the manufacturer in a
third country to an authorised representa-
tive in the Community whom the manufac-
turer has engaged to ensure that the prod-
uct complies with the directive (32);

o transferred to a manufacturer for further
measures (for example assembling, pack-
aging, processing or labelling) (33);

o not (yet) granted release for free circula-
tion by customs, or has been placed under
another customs procedure (for example
transit, warehousing or temporary importa-
tion), or is in a free zone (34);

o manufactured in a Member State with a
view to exporting it to a third country;

e displayed at trade fairs, exhibitions or demonstra-
tions (%9); or

o in the stocks of the manufacturer, or the authorised rep-
resentative established in the Community, where the prod-
uct is not yet made available, unless otherwise provided for
in the applicable directives.

A product offered in a catalogue or by means of electronic
commerce is deemed not to have been placed on the Com-
munity market until it is actually made available for the first
time. In order to respect the rules and principles aiming to pro-
hibit misleading advertising, a non-compliance of a product in-
tended for the Community market should be clearly indicated.

Products must be in compliance with the applicable New
Approach directives, and other Community legislation, when
they are placed on the market. Accordingly, new products
manufactured in the Community and all products imported
from third countries — whether new or used — must meet the
provisions of the applicable directives when made available
for the first time on the Community market. Member States
have an obligation to ensure this in the framework of market
surveillance (%%). Used products, which are on the Commu-
nity market, are subject to free movement according to the
principles laid down by Articles 28 and 30 of the EC Treaty.
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2.3.2. Putting into service (37)

Putting into service takes place at the moment of first use
within the Community by the end user (3%). Where the prod-
uct is put into service at the workplace, the employer is to
be considered as the end user.

Products must comply with the provisions of the appli-
cable New Approach directives and other Community legis-
lation when they are put into service. However, the need to
verify the compliance of products, and - if applicable — that
they are correctly installed, maintained and used for the
intended purpose, should be limited, in the framework of
market surveillance (36), to products:

e which can only be used after an assembly, an installation
or other manipulation has been carried out;

e whose compliance can be influenced by the distribution
conditions (for example storage, transport); or

The aim of the transitional period is to allow
manufacturers and notified bodies to adjust
gradually to the conformity assessment pro-
cedures and the essential requirements set
up by the new directive, and, thus, to avert
the risk of blocking production. Further,
manufacturers, importers and distributors
need to be given time to exercise any rights
they have acquired under the rules pre-
dating the new directive, for example to sell
their stocks of products manufactured in
line with the national rules in force before
the directive. Finally, the transitional period
provides for extra time for the adoption of
harmonised standards, even though this is
not, in principle, a precondition for the
application of New Approach directives.

In line with the objectives of the transi-
tional period, Member States are obliged to
maintain their national system as an option
until the end of the transitional period,
unless otherwise provided for (*4). The obli-
gation to maintain the pre-existing rules
applies not only to all mandatory provisions
in force in each Member State, but also to
all national specifications applied voluntarily by manufactur-
ers. Consequently, Member States with no regulations, in
the strict sense, must maintain the existing system and,
hence, refrain from legislation. Further, the national stan-
dards bodies are obliged to make available, throughout the
transitional period, copies of national standards applied
under the existing national system.

Each directive providing for a transitional period sets the
date for freezing the national system in force. Generally, this
is the date on which the directive enters into force, but
sometimes it is the date on which the directive is adopted.

During the transitional period Member States, may
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e which are not placed on the market prior to putting into
service (for example products manufactured for own
use) (%9).

Member States may not prohibit, restrict or impede the
putting into service of products that meet the provisions of
the applicable directives (4°). However, Member States are
allowed to maintain and adopt, in compliance with the Treaty
(in particular Articles 28 and 30 of the EC Treaty), addition-
al national provisions regarding the putting into service,
installation or use, of products which are intended for the
protection of workers or other users, or other products.
Such national provisions may not require modifications of a
product manufactured in accordance with the provisions of
the applicable directives.

2.4. Transitional period

e Most New Approach directives provide for a transitional
period (*).
o Member States are obliged to allow on their markets, until
the end of the transitional period, products designed and man-
ufactured according to their national system. Thus, the manu-
facture has the choice, throughout the transitional period,
either to apply the national system or the directive.

e During the transitional period, products conforming to all
applicable directives may be placed on the Community market
and put into service in any Member State. Products manufac-
tured in line with national regulations or with non-mandatory
technical specifications move freely according to the princi-
ples laid down by Articles 28 and 30 of the EC Treaty (*2).

o At the end of the transitional period, the directive applies to
the exclusion of any national rules covering the same products
or the same essential requirements (*}). Consequently, only
products in compliance with the applicable directive may be
placed on the Community market and put into service after the
transitional period.

make no changes to the system in question which would
modify product requirements or the conformity assessment
procedure or which would otherwise have an effect on
acquired rights. However, Member States are allowed to
carry out changes in cases of force majeure. For example,
technical progress or exceptional circumstances may
reveal that the system in force fails to satisfy a legitimate
requirement and that this shortcoming creates risks, which
the Member State was unable to prevent by amending the
rules in force in good time. Such amendments have to be
notified at the draft stage, as required by Directive
98/34/EC, so that the Commission and other Member

construction products
manufactured by the
constructors themselves
on site or elsewhere
should be regarded as
placed on the market
although a transfer is
not taking place.

(®%) The distribution
chain can also be the
commercial chain of
the manufacturer or
the authorised
representative.

(%?) For authorised
representative, see
Section 3.2.

(*%) In these situations
the person considered
as the manufacturer
has the sole and
ultimate responsibility
for the conformity of
the product to the
applicable directives,
and must be able to do
so (see Section 3.1.1).
(*%) See Council
Regulation (EEC)

No 2913/92 establishing
the Community customs
code. In accordance
with this Regulation,
non-Community goods
placed under a
suspensive customs
procedure or in a free
zone are subject to
customs supervision
and do not benefit from
the free circulation in
the internal market.
Before benefiting from
the free circulation in
the internal market,
these goods must be
declared for release for
free circulation. That
entails application of
commercial policy
measures, completion
of the other formalities
laid down in respect of
the importation of
goods and the charging
of any duties legally
due.

(*%) However, in such
circumstances a visible
sign must clearly
indicate that the
product in question
may not be placed on
the market or put into
service until it has
been made to comply.
(%) For market
surveillance, see
Chapter 8.

(¥7) Putting into service
is usually not defined in
the directives.
However, according to



the Directive relating to
active implantable
medical devices,
putting into service
means making
available to the
medical profession for
implantation, and
according to the
Directives relating to
medical devices and in
vitro diagnostic
medical devices, it
means the stage at
which a device has
been made available to
the final user as being
ready for use on the
Community market for
the first time for its
intended purpose. The
Directive on marine
equipment uses the
expression of placing
on board a Community
ship instead of putting
into service.

The Directives relating
to toys, low voltage
equipment,
construction products,
civil explosives and
refrigeration appliances
do not cover putting
into service.

(*®) As regards lifts and
equivalent products,
the putting into service
should be considered
to take place at the
moment when the first
use within the
Community is possible.
(*%) The Directive
relating to recreational
craft excludes from the
field of application
boats built for own use,
provided that they are
not subsequently
placed on the
Community market
during a period of five
years. As an exception
concerning the
Directive relating to
construction products,
see footnote 30. As
another exception, the
Directive on pressure
equipment does not
cover the assembly of
pressure equipment on
the site and under the
responsibility of the
user.

(#%) According to the
Directive relating to
hot-water boilers,
products cannot be put
into service unless they
meet, in addition to the
efficiency requirements
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States may have an opportunity to submit comments on the
proposed amendment.

At the end of the transitional period, Member States are
obliged to terminate the national systems kept in force until
then, for example to repeal the relevant regulations. As a
result, the national measures implementing the new direc-
tive will be the only mandatory rules in force for the prod-
ucts or risks concerned in every Member State. Conse-
quently, products may no longer be manufactured accord-
ing to type approvals or other certificates issued under the
system to be repealed.

After the transitional period, products manufactured
before or during this period, in line with the system to be
repealed, may no longer be placed on the Community mar-
ket. In accordance with the safety or other objectives of the
new directive, a product — which is placed on the market
before the end of the transitional period — should be allowed
to be put into service after that date if it was ready for use
when placed on the market. Otherwise, it may only be put

20

into service after that date if it fully complies with the provi-
sions of the directive (4°).

According to the general rule, CE marking is an indica-
tion that products, which are subject to several directives
providing for its affixing, conform to the provisions of all
these directives. However, where one or more of these
directives allow the manufacturer, during a transitional peri-
od, to choose which arrangements to apply, the CE mark-
ing is an indication of conformity only to the directives
applied by the manufacturer. Consequently, during a transi-
tional period, the CE marking does not necessarily indicate
that the product conforms to all applicable directives pro-
viding for its affixing. Therefore, the documents, notices or
instructions required by the directives, and accompanying
the product, must indicate clearly the directives applied by
the manufacturer, where at least one of the applicable direc-
tives contains a transitional period when the product is man-
ufactured. Information concerning the directives applied
must also be given in the EC declaration of conformity (#6).



3. Responsibilities

The manufacturer is any natural or legal per-
son who is responsible for designing and
manufacturing a product with a view to plac-
ing it on the Community market under his
own name (“8). The responsibilities of the
manufacturer apply also to any natural or
legal person who assembles, packs,
processes, or labels ready-made products
with a view to their being placed on the
Community market under his own name.
Further, the responsibility of the manufac-
turer is placed on any person who changes
the intended use of a product in such a way
that different essential requirements will
become applicable, or substantially modi-
fies or re-builds a product (thus creating a
new product), with a view to placing it on the
Community market (*°).

The manufacturer may design and man-
ufacture the product himself. As an alterna-
tive, he may have it designed, manufac-
tured, assembled, packed, processed or labelled with a
view to placing it on the Community market under his own
name, and thus presenting himself as a manufacturer.
Where subcontracting takes place, the manufacturer must
retain the overall control for the product and ensure that he
receives all the information that is necessary to fulfil his
responsibilities according to the New Approach directives.
The manufacturer who subcontracts some or all of his activ-
ities may in no circumstances discharge himself from his
responsibilities, for example to an authorised representa-
tive, a distributor, a retailer, a wholesaler, a user or a sub-
contractor.

The manufacturer has sole and ultimate responsibility
for the conformity of the product to the applicable direc-
tives, whether he designed and manufactured the product
himself or is considered as a manufacturer because the
product is placed on the market under his name.

He is responsible:

o for designing and manufacturing the product in accor-
dance with essential requirements laid down by the direc-
tive(s); and

o for carrying out conformity assessment in accordance
with the procedure(s) laid down by the directive(s).

The manufacturer is obliged to understand both the
design and construction of the product to be able to take
the responsibility for the product being in compliance with
all provisions of the relevant New Approach directives. This
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3.1. Manufacturer

3.1.1. New Approach directives

o A manufacturer, in the meaning of New Approach, is the per-
son who is responsible for designing and manufacturing a
product with a view to placing it on the Community market on
his own behalf.

o The manufacturer has an obligation to ensure that a product
intended to be placed on the Community market is designed
and manufactured, and its conformity assessed, to the essen-
tial requirements in accordance with the provisions of the
applicable New Approach directives.

e The manufacturer may use finished products, ready-made
parts or components, or may subcontract these tasks. How-
ever, he must always retain the overall control and have the
necessary competence to take the responsibility for the
product (+).

applies equally to situations where the manufacturer
designs, manufactures, packs and labels the product him-
self, as to situations where some or all of these operations
are carried out by a subcontractor.

As regards conformity assessment, the manufacturer's
responsibility depends on the procedure applied (%°). As a
general rule, the manufacture must take all measures nec-
essary to ensure that the manufacturing process assures
compliance of the products, to affix the CE marking to the
product, to establish a technical documentation and to draw
up the EC declaration of conformity. Depending on the
directive, the manufacturer may be required to submit the
product to a third party (usually a notified body) for product
testing and certification, or to have the quality system cer-
tified by a notified body. In addition, several directives set
up complementary obligations (such as the requirement to
accompany the product with specified information).

Directives usually require that the manufacturer is iden-
tified on the product, for example on a marking on the prod-
uct or the accompanying documentation (5!). However,
sometimes it is not possible to identify the person who, in
reality, was in charge of designing and manufacturing the
product. Unless otherwise provided for, this does not
reduce the responsibilities of the person who placed the
product on the Community market (for example any natural
or legal person who imports a new or used product from a

laid down by the
Directive, the national
conditions for entry into
service. However, such
provisions may not
prevent the free
movement of boilers.
According to the
Directive on radio and
telecommunications
terminal equipment,
Member States may
restrict the putting into
service of radio
equipment for reasons
related to the effective
and appropriate use of
the radio spectrum,
avoidance of harmful
interference or matters
related to public health.
(4%) The transitional
period is still running
for the Directives
relating to non-
automatic weighing
instruments (until
31/12/2002), civil
explosives (until
31/12/2002), potentially
explosive atmospheres
(until 30/6/2003),
medical devices (until
30/06/2001 as regards
putting into service),
pressure equipment
(until 29/5/2002 as
regards placing on the
market), in vitro
diagnostic medical
devices (until7/12/2003
as regards placing on
the market, and
7/12/2005 as regards
putting into service),
and radio and
telecommunications
terminal equipment
(until 7/4/00 as regards
conformity assessment
in accordance with the
existing system, and
until 7/4/2001 as
regards placing on the
market and putting into
service).

(%) However, where the
national regulations to
be replaced have
transposed existing
Community harmonised
legislation, all products
— whether in
accordance with the
old or new system —
are subject to free
movement during the
transitional period. For
instance, the Directive
on radio and
telecommunications
terminal equipment is
replacing the existing



Community directive on
telecommunications
terminal equipment.

(*%) For the exception
provided for by Articles
28 and 30 of the EC
Treaty, see Section 2.3.
() As an exception,
the Directive relating to
gas appliances
imposes no obligation
on the Member States,
but stipulates that they
may permit the placing
on their markets of
products complying
with the pre-existing
rules during the
transitional period. As
another exception, the
Directive on radio and
telecommunications
terminal equipment
replaces the existing
system at the
beginning of the
transitional period,
although products in
compliance with it may
be placed on the
market and put into
service during a
transitional period of
one year.

(“%) Since the Directive
on civil explosives
covers only placing on
the market and since
the Directive on
pressure equipment
sets no time limit for
the putting into service,
products covered by
these Directives can be
put into service at any
time without being
subject to further
conditions according to
these Directives.

For placing on the
market and putting into

service, see Section 2.3.

(“%) For the EC
declaration of
conformity, see Section
5.4, for the CE
marking, see Chapter 7.
() Where the
manufacturer uses
finished products,
ready-made parts or
components subject to
a New Approach
directive as such, the
responsibility for these
lies with their original
manufacturer.

(“8) The manufacturer is

not defined in the New
Approach directives,
with the exception of
the Directives relating
to active implantable
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third country). Accordingly, he must ensure that the product
complies with the applicable directives, and that the appro-
priate conformity assessment procedure has been carried
out (5?).

A product may be put into service without prior placing
on the market (such as a product manufactured for own
use). In such a case the person who puts the product into
service must assume the responsibilities of the manufac-
turer. Accordingly, he must ensure that the product com-
plies with the directive, and that appropriate conformity
assessment has been carried out (53).

New Approach directives do not require the manufac-
turer to be established in the Community. Thus, the respon-
sibilities of a manufacturer according to the directives are
equal whether he is established outside the Community or
in a Member State.

3.1.2. The Directives on product liability and general
product safety

The concept of manufacturer according to New Approach is
different from that according to the Directives on product
liability and general product safety.

Legal or administrative action may take place against
any person in the supply or distribution chain who can be
considered responsible for a non-compliant product. This
may, in particular, be the case when the manufacturer is es-
tablished outside the Community. According to the Directive
on product liability, the concept of manufacturer covers

The manufacturer may be based in the Com-
munity or elsewhere. In either case, the
manufacturer may appoint an authorised
representative in the Community to act on
his behalf in carrying out certain tasks
required in the applicable directives. How-
ever, a manufacturer established outside
the Community is not obliged to have an
authorised representative, although this
may present some advantages (°°).

For the purposes of New Approach
directives, to be able to act on behalf of the
manufacturer, the authorised representative
must be established inside the Community.
Commercial representatives of the manu-
facturer (such as authorised distributors),
whether or not established inside the Com-
munity, are not to be confused with the authorised repre-
sentative in the meaning of New Approach directives.

The delegation of tasks from the manufacturer to the
authorised representative must be explicit and should take
place in writing, in particular to define the contents of the
tasks and the limits of the representative’s powers. Depend-
ing on the conformity assessment procedure and the direc-
tive in question, the authorised representative can, for
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more and different persons compared to those considered
under the New Approach directives. The definition of manu-
facturer (producer) and his liability according to the Directive
on product liability is described in Section 3.7.

According to the Directive on general product safety, a
producer is the manufacturer of the product when he is es-
tablished in the Community. Any other person presenting
himself as the manufacturer by affixing to the product his
name, trade mark or other distinctive mark, or the person
who reconditions the product, is also the producer. A pro-
ducer is also the manufacturer's representative when the
manufacturer is not established in the Community or if there
is no representative established in the Community, the im-
porter. Other professionals in the supply chain are produc-
ers insofar as their activities may affect the safety proper-
ties of a product on the market.

The Directive on general product safety requires manu-
facturers to place only safe products on the market. They
are obliged, within the limits of their respective activities,
to provide consumers with the relevant information to
enable them to assess the risks inherent in a product,
where such risks are not immediately obvious without ade-
quate warnings, and to take precautions against those
risks. They are also obliged to adopt measures commen-
surate with the characteristics of the product in order to be
informed of possible risks, and to take appropriate action
including, if necessary, withdrawing the product from the
market (>4).

3.2. Authorised representative

o The manufacturer may appoint any natural or legal person to
act on his behalf as an authorised representative (*°).

e Forthe purposes of New Approach directives the authorised
representative must be established inside the Community.

o The authorised representative is explicitly designated by
the manufacturer, and he may be addressed by the authorities
of the Member States instead of the manufacturer with regard
to the latter’s obligations under the New Approach directive in
question.

o The manufacturer remains generally responsible for actions
carried out by an authorised representative on his behalf.

instance, be appointed to ensure and declare that the prod-
uct complies with the requirements, to affix the CE marking
and the notified body's number to the product, to draw up
and sign the EC declaration of conformity, or to keep the
declaration and the technical documentation at the dispos-
al of national surveillance authorities (°7).

The tasks that may be delegated to the authorised
representative according to the directives are of an
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administrative nature. Thus, the manufacturer may neither
delegate the measures necessary to ensure that the manu-
facturing process assures compliance of the products nor
the setting up of a technical documentation, unless other-
wise provided for. Further, an authorised representative can-
not modify the product on his own initiative in order to bring
it into line with the applicable directives.

The authorised representative can, at the same time,
act as a subcontractor. Accordingly, as a subcontractor he

may, for instance, take part in the design and manufacture
of the product, on condition that the manufacturer retains
the overall control for the product to fulfil his responsibility
regarding its compliance with the provisions of the applica-
ble directives.

The authorised representative can also at the same time
act as an importer or a person responsible for placing on
the market in the meaning of New Approach directives. His
responsibilities are extended accordingly (°8).

3.3. Importer/person responsible for placing on the
market

o An importer (a person responsible for placing on the market)
— in the meaning of New Approach directives — is any natural
or legal person established in the Community who places a
product from a third country on the Community market.

e The importer must ensure that he is able to provide the mar-
ket surveillance authority with the necessary information
regarding the product, where the manufacturer is not estab-
lished in the Community, and has no authorised representative
in the Community.

o The natural or legal person who imports a product into the
Community may, in some situations, be considered as the person
who must assume the responsibilities placed on the manufac-
turer according to the applicable New Approach directives.

mentation available. This responsibility is
placed on the importer (person responsible
for placing on the market) only where the
manufacturer is not established in the Com-
munity, and has no authorised representa-
tive in the Community. Thus, the importer
(person responsible for placing on the mar-
ket) should require formal assurance in writ-
ing from the manufacture that the docu-
ments will be made available when request-
ed by the surveillance authority (°°).

The importer needs neither a mandate
from the manufacturer, nor a preferential
relationship with the manufacturer like the
authorised representative. However, the
importer must ensure, in order to fulfil his
responsibilities, that a contact with the man-
ufacturer can be established.

The importer may wish to carry out
administrative tasks on behalf of the manu-

The importer established in the Community who places a
product from a third country on the Community market has
a limited, but defined responsibility under the New Approach
directives. In some directives the importer is referred to as
the person responsible for placing on the market.
According to New Approach directives, the importer
(person responsible for placing on the market) must be able
to provide the surveillance authority with a copy of the EC
declaration of conformity, and make the technical docu-

facturer. In such a case, he has to be explicitly designated
by the manufacturer in order to become an authorised rep-
resentative, provided that he is established in the Commu-
nity.

In some situations the person referred to as an importer
shall be able to assume the responsibilities of the manufac-
turer. Thus, he shall ensure that the product complies with
the essential requirements and that the appropriate con-
formity assessment procedure has been applied (¢°).

3.4. Distributor

¢ Provisions regarding distribution are in general not includ-
ed in New Approach directives.

o Adistributor is to be considered as any natural or legal per-
son in the supply chain who takes subsequent commercial
actions after the product has been placed on the Community
market.

¢ The distributor shall act with due care in order not to place
clearly non-compliant products on the Community market. He
shall also be capable of demonstrating this to the national
surveillance authority.
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Retailers, wholesalers and other distribu-
tors in the supply chain do not need to have
a preferential relationship with the manufac-
turer like the authorised representative.
They may take commercial actions on
behalf of the manufacturer or on their own
behalf after the product has been made
available on the Community market.

The distributor should act with due care
and have a basic knowledge of the applica-
ble legal requirements. He should know, for
instance, which products must bear the CE
marking, what information (for example EC
the declaration of conformity) has to

medical devices,
medical devices and in
vitro diagnostic
medical devices.

(“°) For products
submitted to directives,
see Section 2.1.

(%%) See Annex 7.

(°*) See Directives
relating to low voltage
equipment, toys,
construction products,
machinery, non-
automatic weighing
instruments, active
implantable medical
devices, gas
appliances, medical
devices, potentially
explosive atmospheres,
recreational craft, lifts,
pressure equipment,
telecommunications
terminal equipment, in
vitro diagnostic
medical devices, and
radio and
telecommunications
terminal equipment.
Further, according to
the Directive on in vitro
diagnostic medical
devices, a
manufacturer who
places devices on the
Community market
under his own name is
obliged to register in
the Member State
where he has his place
of business.

(%) Further, according
to the Directives
relating to machinery
and lifts, obligations
regarding the
conformity assessment
procedure fall to any
person placing the
product on the market
in the Community,
where neither the
manufacturer nor the
authorised
representative
established in the
Community or the
installer of the lift fulfils
these obligations.

(5%) This is not
applicable to products
covered by directives
relating to toys, low
voltage equipment, civil
explosives and
refrigeration
appliances, since these
directives only cover
placing on the market.
Further, this is not
applicable to
recreational craft built
for own use, provided



that it is not
subsequently placed
on the Community
market during a period
of five years, or to craft
designed before 1950.
As an exception,
construction products
manufactured for own
use should be
considered as being
placed on the market
(see footnote 30).

(%) To a limited extent
the Directive on
general product safety
may be applicable to
products covered by
New Approach
directives (see
Section 2.2.2).

(%) The authorised
representative is
usually not defined in
the New Approach
directives, with the
exception of the
Directives on medical
devices and in vitro
diagnostic medical
devices.

(%) As an exception,
according to the
Directives on medical
devices (as regards
certain types of
devices) and in vitro
diagnostic medical
devices the
manufacturer must
designate a person
who is established in
the Community to be
responsible for the
marketing of medical
devices, if he does not
have a registered place
of business in a
Member State and he
places devices on the
Community market
under his own name.
(°") See Annex 7.

(%) See Section 3.3.
(*°) Not all directives
are explicit about this
obligation. The
Decision 93/465/EEC
explicitly foresees this
obligation for
conformity assessment
procedures based on
modules A, B, C and
their variants.

(%) Where the importer
assembles, packs,
processes, or labels
ready-made products
with a view to their
being placed on the
Community market
under his own name, or
where he substantially
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accompany the product, what are the language require-
ments for users’ instructions or other accompanying docu-
ments, and what is a clear indication of the product being
non-compliant. Accordingly, he may not supply products
that he knows or should have assumed, on the basis of
information in his possession and as a professional, not to
be in compliance with the legislation. Further, he should
cooperate in actions taken to avoid or minimise these risks.

The distribution conditions (for example transportation
or storage) may have an impact on maintaining the compli-
ance with the provisions of the applicable directive. This
may, for instance, be the case for measuring instruments
and medical devices. Thus, the person in charge of the dis-
tribution conditions shall take the necessary measures to
protect the compliance of the product. This is to ensure that
the product complies with the essential requirements at the
moment of first use within the Community.

The distribution conditions may, in the absence of Com-
munity legislation, be regulated to some extent on the
national level in accordance with Articles 28 and 30 of the
EC Treaty. National legislation that grants to members of a
specific profession the exclusive right to distribute certain
products is capable, insofar as it restricts sales to certain
channels, of affecting the possibilities of marketing import-
ed products. Accordingly, such legislation may constitute a
measure having an effect equivalent to a quantitative restric-
tion on imports. However, it can be justified for instance on
grounds of the protection of public health, if the measure is
appropriate for the purpose and does not go beyond what
is necessary to achieve it (61).

New Approach directives do not foresee that the dis-

Some products can only be used after an
assembly, an installation or other manipu-
lation has been carried out. This may, for
instance, be the case for machinery, per-
sonal protective equipment, measuring in-
struments, gas appliances and telecommu-
nications terminal equipment (63).

Where the directive in question covers
putting into service (64), and where an
assembly, an installation or other manipula-
tions may have an impact on maintaining the
compliance of the product, the person
responsible for such manipulations must ensure that they
do not cause a non-compliance with the essential require-
ments. This is to ensure that the product complies with the
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tributor would take over the responsibilities of the manufac-
turer. Therefore, he cannot, for instance, be requested to
make a copy of the EC declaration of conformity or the tech-
nical documentation available, unless he is at the same time
the authorised representative established in the Community
or the importer (person responsible for placing on the mar-
ket) (2). Nevertheless, he has an obligation to demonstrate
to the national surveillance authority that he has acted with
due care and ensured that the manufacturer, or his autho-
rised representative in the Community, or the person who
provided him with the product has taken the necessary
measures required by the applicable directives. The distrib-
utor must also be able to identify the manufacturer, his
authorised representative in the Community, the importer or
the person who has provided him with the product in order
to assist the surveillance authority in its efforts to receive
the EC declaration of conformity and the necessary parts of
the technical documentation.

According to the Directive on general product safety the
distributor is defined as any professional in the supply chain
whose activity does not affect the safety properties of a
product. The Directive requires distributors to act with due
care in order to help to ensure compliance with the general
safety requirement of the Directive, in particular by not sup-
plying products that they know or should have presumed,
on the basis of the information in their possession and as
professionals, not to comply with this requirement. In par-
ticular, within the limits of their activities, they must partici-
pate in monitoring the safety of products placed on the mar-
ket, especially by passing on information on product risks
and cooperating in the action taken to avoid these risks.

3.5. Assembler and installer

o The installer and assembler of a product, which is already
placed on the market, should take necessary measures to
ensure that it still complies with the essential requirements at
the moment of first use within the Community. This applies to
products where the directive in question covers putting into
service, and where such manipulations may have an impact on
the compliance of the product.

provision of the applicable directives at the moment of first
use within the Community.
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Many products covered by New Approach
directives are used at the workplace.
According to directives based on Article
138 of the EC Treaty (°5), employers have
obligations as regards the use of work
equipment at the workplace. An employer is
considered to be any natural or legal person
who has an employment relationship with a
worker (that is any person employed by an
employer), and has responsibility for the
undertaking or establishment.

According to the Directive concerning the minimum
safety and health requirements for the use of work equip-
ment by workers at work (89/655/EEC, modification
95/63/EC), the employer must take all measures neces-
sary to ensure that the work equipment (for example
machinery and apparatus) made available to the workers is
suitable for the work carried out, and may be used by work-
ers without impairment to their safety or health. The employ-
er may only obtain or use work equipment that complies
with the provisions of the applicable directives, or, if no
other directive is applicable or is only partially applicable,
the minimum requirements laid down in the annex to the
Directive 89/655/EEC. The employer must also take the
necessary measures to ensure that work equipment is kept
at such a level. Further, the employer has an obligation to
provide information and training for workers as regards the
use of work equipment.

According to the Directive concerning the minimum
health and safety requirements for the use of personal pro-
tective equipment by workers at the workplace
(89/656/EEC), such equipment must comply with the rele-
vant Community provisions on design and manufacture with
respect to safety and health (that is the New Approach
Directive relating to personal protective equipment). Further,
the equipment must be appropriate for the risk involved, cor-
respond to existing conditions at the workplace, take into
account ergonomic requirements and the worker’s state of
health, fit the wearer correctly, and be compatible where
more than one equipment must be used simultaneously. The

The Directive on product liability covers all
movables and electricity, as well as raw
materials and components of final prod-
ucts. Services as such are excluded from
the scope at present. Secondly, the Direc-
tive applies only to defective products, that
is products not providing the safety that a
person is entitled to expect. The fact that
a product is not fit for the use expected is
not enough. Only if a product lacks safety,

3.6. User (employer)

o New Approach directives do not lay down obligations for
users, apart from those related to putting into service.

o Community legislation concerning the health and safety of
the workplace has an impact on the maintenance and use of
products covered by New Approach directives that are used at
the workplace.

employer is required, before choosing the personal protec-
tive equipment, to assess that it satisfies the requirements.

According to the Directive on the minimum safety and
health requirements for work with display screen equipment
(90/270/EEC), employers are obliged to perform an analy-
sis of workstations in order to evaluate the safety and health
conditions, particularly regarding possible risks to eyesight,
physical problems and problems of mental stress. The
Directive also lays down the minimum requirements for the
display screen and other equipment.

According to the Directive on the introduction of meas-
ures to encourage improvements in the safety and health of
workers at work (89/391/EEC), workers have a general
responsibility to take care, as far as possible, of their own
safety and health and that of other persons affected by their
acts at work. In accordance with the training and the
instructions given by their employer they must, for instance,
make correct use of machinery, apparatus, and other
means of production, and the personal protective equip-
ment.

Directives 89/391/EEC, 89/655/EEC, 89/656/EEC
and 90/270/EEC lay down minimum requirements. There-
fore, Member States are allowed to adopt or retain more
stringent provisions, as long as they are compatible with the
EC Treaty. The provisions of New Approach directives must
be respected and, thus, additional national provisions may
neither request a modification of a product within the scope
of a New Approach directive, nor influence the conditions of
the placing on the market of such products.

3.7. Product liability

o The Directive on product liability covers any product manu-
factured or imported into the Community, which causes dam-
age to individuals or private property. Thus, the Directive
applies also to products that fall within the scope of a New
Approach directive.

o The Directive on product liability establishes a strict liabi-
lity regime on manufacturers and importers in the Community.

modifies or changes
the intended use of the
product, he may be
considered as the
manufacturer in the
meaning of the New
Approach (see
Section 3.1.1).

The responsibilities of
the importer (person
responsible for placing
on the market) have
been explicitly
extended under the
Directives relating to
machinery and lifts,
according to which the
obligations regarding
the conformity
assessment procedure
fall to any person
placing the product on
the market in the
Community, where
neither the
manufacturer, his
authorised
representative
established in the
Community nor the
installer of the lift fulfils
these obligations.

(°*) See Judgement of
the Court: case
C-271/92.

(%?) See Sections 3.2
and 3.3. Further, where
the directive explicitly
requires that the
product is
accompanied by the EC
declaration of
conformity, the
distributor should
ensure that this is the
case (see Section 5.4)
(®%) According to the
Directives relating to
lifts and pressure
equipment the
assembler is
considered to be the
manufacturer, and
accordingly must take
over the responsibilities
of the manufacturer.
Further, the Directive
on medical devices
contains a particular
procedure for putting
together devices
bearing the CE marking
in order to place them
on the market as a
system or procedure
pack.

(®%) For putting into
service, see

Section 2.3.2.

(%) For differences
between directives
based on Articles 95
and 138, see



Section 1.4.

(%) The equivalence in
national currency is
calculated at the
exchange rate of 25
July 1985

(67) Accordingly,
harmonised standards
— although they give a
presumption of
conformity — do not
free from liability, but
they may reduce the
likelihood of damages.
For presumption of
conformity, see
Section 4.3.

(%8) According to the
Court of Justice (case
C-300/95) this refers to
an objective state of
knowledge, related not
only to safety
standards existing in a
particular sector, but to
any high standard the
producer is presumed
to be aware of and that
was accessible to

him. Liability for
development risks
exists in only two
Member States
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does the Directive apply. The fact that a better product is
made afterwards does not render defective the older
models.

Liability, the responsibility to pay for damages, is placed
on a producer. A producer is either a manufacturer of a fin-
ished product or a component part of a finished product,
producer of any raw material, or any person who presents
himself as a manufacturer (for example by affixing a trade-
mark). Importers placing products on the Community mar-
ket from third countries are all considered to be producers
according to the Directive on product liability. If the produc-
er cannot be identified, each supplier of the product
becomes liable, unless he informs the injured person within
a reasonable time of the identity of the producer, or of the
person who supplied him with the product. When several
persons are liable for the same damage, they are all liable
jointly and severally.

The producer must compensate for damages caused
by the defective product to individuals (death, personal
injury) and private property (goods for private use). Howev-
er, the Directive does not cover any damage to property
under EUR 500 (%) for a single incident. National law may
govern non-material damages (such as pain and suffering).
The Directive does not cover the destruction of the defec-
tive product itself and, therefore, there is no obligation to
compensate for it under the Directive on product liability.
This is without prejudice to national law.

The Directive on product liability allows Member States
to set up a financial ceiling for serial accidents fixed at EUR
70 million (%) as a minimum. However, most Member
States have not used this possibility.

The producer is not automatically liable for damages
caused by the product. The injured person, whether or not
he is the buyer or user of the defective product, must claim
his rights to obtain compensation. The victim will be paid
only if he proves that he has suffered damage, the product
was defective, and this product caused the damage. If the
injured person contributes to the damage, the producer’s
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liability may be reduced or even disallowed. However, the
victim does not need to prove that the producer was negli-
gent, because the Directive on product liability is based on
the principle of liability without fault of the producer. Thus,
the producer will not be exonerated even if he proves he
was not negligent, if an act or omission of a third person
contributes to the damage caused, if he has applied stan-
dards, or if his product has been tested.

The producer will not have to pay, if he proves:

e he did not place the product on the market (for example
the product was stolen);

e the product was not defective when he placed it on the
market (thus he proves that the defect was caused subse-
quently);

e the product was not manufactured to be sold;

o the defect was caused due to compliance with mandato-
ry regulations issued by the public authorities (which
excludes national, European and international stan-
dards) (67);

o the state of scientific and technical knowledge at the time
when the product was put on the market could not as such
enable the existence of the defect to be discovered (the
development risks defence) (¢8); or,

e where he is a subcontractor, that the defect was due
either to the design of the finished product or to defective
instructions given to him by the producer of the finished
product.

Ten years after the product is placed on the market, the
producer ceases to be liable, unless legal action is pending.
Further, the victim must file an action within three years
after the damage, the defect and the identity of the produc-
er were known. No waivers of liability in relation to the
injured person may be agreed.

The Directive on product liability does not require Mem-
ber States to repeal any other legislation on liability. In this
respect, the Directive’s regime is added to the existing
national rules on liability. It is up to victim to choose on what
grounds to file the action.



4. Compliance with directives

A fundamental principle of the New
Approach is to limit legislative harmonisa-
tion to the essential requirements that are
of public interest. These requirements deal
in particular with the protection of health
and safety of users (usually consumers and
workers) and sometimes cover other funda-
mental requirements (for example protec-
tion of property or the environment).

Essential requirements are designed to
provide and ensure a high level of protec-
tion. They either arise from certain hazards
associated with the product (for example physical and
mechanical resistance, flammability, chemical, electrical or
biological properties, hygiene, radioactivity, accuracy), or
refer to the product or its performance (for example provi-
sions regarding materials, design, construction, manufac-
turing process, instructions drawn up by the manufacturer),
or lay down the principal protection objective (for example
by means of an illustrative list). Often they are a combina-
tion of these. As a result, several directives may be appli-
cable to a given product at the same time, since essential
requirements of different directives need to be applied
simultaneously in order to cover all relevant public interests.

Essential requirements must be applied as a function of
the hazard inherent to a given product. Therefore, manu-
facturers need to carry out risk analysis to determine the
essential requirement applicable to the product. This an-
alysis should be documented and included in the technical
documentation (7).

Essential requirements define the results to be attained,
or the hazards to be dealt with, but do not specify or predict

4.1. Essential requirements

o Essential requirements lay down the necessary elements for
protecting the public interest.

e Essential requirements are mandatory. Only products
complying with essential requirements may be placed on the
market and put into service ().

o Essential requirements must be applied as a function of the
hazards inherent to a given product.

the technical solutions for doing so. This flexibility allows
manufacturers to choose the way to meet the requirements.
It allows also that, for instance, the materials and product
design may be adapted to technological progress. Accord-
ingly, New Approach directives do not necessitate regular
adaptation to technical progress, since assessment of
whether requirements have been met or not are based on
the state of technical know-how at a given moment.

The essential requirements are set out in annexes to the
directives. Although no detailed manufacturing specifica-
tions are included in the essential requirements, the degree
of detailed wording differs between directives. The wording
is intended to be precise enough to create, on transposition
into national legislation, legally binding obligations that can
be enforced, and to facilitate the setting up of mandates by
the Commission to the European standards organisations in
order to produce harmonised standards. They are also for-
mulated as to enable the assessment of conformity with
those requirements, even in the absence of harmonised
standards or in case the manufacturer chooses not to apply
them (72).

4.2. Harmonised standards

Directive 98/34/EC defines European stan-
dards as technical specifications adopted
by European standards organisations (7°)
for repeated or continuous application, with
which compliance is not compulsory.
According to the internal rules of these
organisations, European standards must be
transposed at national level. This transposi-
tion means that the European standards in
guestion must be made available as nation-
al standards in an identical way, and that all
conflicting national standards must be with-
drawn in a given period.
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e Harmonised standards are European standards, which are
adopted by European standards organisations, prepared in
accordance with the General Guidelines agreed between the
Commission and the European standards organisations, and
follow a mandate issued by the Commission after consultation
with the Member States (7).

e Harmonised standards in the meaning of the New Approach
are deemed to exist when the European standards organisations
formally present to the Commission the European standards
elaborated or identified in conformity with the mandate (™).

(®°) This Chapter does
not apply to the
Directives on
refrigeration appliances
(the efficiency levels
are laid down in Annex
1 to the Directive) and
marine equipment
(such equipment has to
meet the applicable
requirements of the
international
conventions, the
relevant resolutions
and circulars of the
International Maritime
Organization (IMO),
and the relevant
international testing
standards instead of
essential
requirements).

(°) According to the
Directive relating to
construction products,
essential requirements
are mandatory only
when and where they
are regulated in
national legislation.
Further, these essential
requirements refer to
construction works:
construction products
intended for use in
construction works
may be placed on the
market only if they are
fit for the intended use
i.e. they have such
characteristics that the
works in which they
are to be incorporated
satisfy the essential
requirements.

(") For technical
documentation, see
Section 5.3.

(") According to the
Directive on
construction products,
essential requirements
are given concrete
form in interpretative
documents. In order to
take into account
different levels of
protection, each
essential requirement
may give rise to the
establishment of
classes in the
interpretative
documents and

the technical
specifications.
According to the
Directive on high-
speed rail system each
sub-system is covered
by a Technical
Specification of
Inter-operability (TSI),



which specifies the
essential requirements.
(™) For the Directive
relating to low voltage
equipment no explicit
mandate is issued.
Instead, Cenelec has a
standing mandate for
elaborating standards
in the framework of this
Directive.

(4) Although European
standards are
considered as
harmonised before
publication of the
references in the
Official Journal, it is
this publication that
gives presumption of
conformity to the
essential requirements
of the directive in
question (see

Section 4.3). However,
according to the
Directive relating to
low voltage equipment
a standard is
considered as
harmonised after it has
been drawn up by
common agreement
between the bodies
notified by the Member
States in accordance
with the procedure laid
down in the Directive,
and published under
national procedures.
(™) CEN (European
Committee for
Standardisation);
Cenelec (European
Committee for
Electrotechnical
Standardisation);

ETSI (European
Telecommunication
Standards Institute).
(") Exceptionally,
harmonisation
documents adopted by
European standards
organisations can also
be accepted by the
Commission as
harmonised standards.
The differences
between European
standards and
harmonisation
documents essentially
relate to the degree of
obligation on the part
of the national
members.
Harmonisation
documents must be
implemented at
national level, at least
by public notification of
the title and number of
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Harmonised standards are not a specific category
amongst European standards. The terminology used in New
Approach directives is a legal qualification of technical spec-
ifications existing as European standards (“¢), but to which
a special meaning has been given by these directives. Har-
monised standards maintain their status of voluntary appli-
cation in the field of New Approach directives.

The Commission formally requests the European stan-
dards organisations to present European standards by issu-
ing a mandate. Prior to this the Commission consults the
Committee established under Directive 98/34/EC, and, in
some cases, the sectoral Committee set up under the direc-
tive in question. Reaching consensus within the Committee
under Directive 98/34/EC implies wide consultation of sec-
toral authorities at national level. Thus, the mandate pro-
vides a strong indication of the expectations of public
authorities (7).

The European standards organisations will formally take
a position on a mandate from the Commission in conformi-
ty with their internal regulations. Acceptance of the mandate
and the subsequent working programme of these organisa-
tions initiate the standstill period as provided for in their
internal regulations and in Directive 98/34/EC.

The elaboration and adoption of harmonised standards
is based on the General Guidelines for cooperation between
the European standards organisations and the Commission
signed on 13 November 1984. These orientations contain
series of principles and commitments concerning standard-
isation, such as the participation of all interested parties (for
example manufacturers, consumer associations and trade
unions), the role of public authorities, the quality of stan-
dards and a uniform application of standards throughout the
Community (78).

The European standards organisations are responsible
for identifying and elaborating harmonised standards in the
meaning of the New Approach and for presenting a list of
adopted harmonised standards to the Commission. The

technical contents of such standards are under the entire
responsibility of the European standards organisations.
Once public authorities have agreed on a mandate, the
search for technical solutions should in principle be left to
the interested parties. In certain areas, such as the envi-
ronment and health and safety, the participation of public
authorities on a technical level is important in the stan-
dardisation process. However, New Approach directives
do not foresee a procedure under which public authorities
would verify or approve either at Community or national
level the contents of harmonised standards, which have
been adopted with the procedural guarantees of the stan-
dardisation process (“°). The dialogue between standards
bodies and authorities and, when appropriate, their partic-
ipation in the standardisation process should, neverthe-
less, help to ensure that the terms of the mandate are cor-
rectly understood and public concerns are properly taken
into account in the process.

The European standards organisations are not obliged
to present newly developed standards as harmonised stan-
dards. They may also identify existing standards that they
judge, after examination and possible revision, to meet the
terms of the mandate, or modify existing standards in order
to meet those terms. In the same way, they may identify
international or national standards and adopt them as Euro-
pean standards, and present them to the Commission as
harmonised standards.

A harmonised standard must match the essential
requirements of the relevant directive. A European standard
may contain provisions relating not only to essential require-
ments but also to other provisions. In such a case, these
provisions should be clearly distinguished from those cov-
ering the essential requirements. Further, a harmonised
standard does not necessarily cover all essential require-
ments. This would oblige the manufacturer to use other rel-
evant technical specifications in order to meet all the essen-
tial requirements of the directive.

Table 4/1 » Standardisation procedure under the New Approach ¢

12. National authorities publish references of national standards.



Harmonised standards provide a presump-
tion of conformity with the essential require-
ments (84), if their reference has been pub-
lished in the Official Journal and if they have
been transposed at national level. However,
it is not necessary that transposition takes
place in all Member States before the pre-
sumption of conformity becomes effective.
Since European standards have to be trans-
posed in a uniform way, a manufacturer may
choose any of the corresponding national
standards.

The objective of publishing the refer-
ence in the Official Journal is to set the ear-
liest date for the presumption of conformity
to take effect. Before the Commission pub-
lishes the reference, it may verify that the
terms of the mandate are fulfilled. When it
considers that a standard does not meet
the terms of the mandate, it will either not
publish the reference of this standard, or it
will limit publication of the reference to parts
of this standard. In such cases, the condi-
tion for a harmonised standard to produce a
presumption of conformity is not met, or it

0 Compliance with directives [

4.3. Presumption of conformity

e Conformity with a national standard that transposes a
harmonised standard, whose reference has been published,
confers a presumption of conformity with the essential
requirements of the applicable New Approach directive that
is covered by such a standard (3).

o References (such as titles, identification numbers) of har-
monised standards are published in the Official Journal for the
directive in question. An updated list of references for each
directive can be found at the following Internet address:
http://europa.eu.int/comm/dg03/directs/dg3b/newapproa/
eurstd/harmstds/index.html (22).

o Member States must publish the reference of the national
standard that transposes a harmonised standard. It is useful to
indicate in the publication the link with the legislation in
question.

e The application of harmonised standards, which give a pre-
sumption of conformity, remains voluntary in the field of New
Approach directives. Thus, the product may be manufactured
directly on the basis of the essential requirements (%).

is only met for the part that the published references cover.

The application of harmonised standards that give a pre-
sumption of conformity remains voluntary (23).The manufac-
turer can choose whether or not to refer to harmonised
standards. However, if the manufacturer chooses not to fol-
low a harmonised standard, he has the obligation to prove
that his products are in conformity with essential require-
ments by the use of other means of his own choice (for
example by means of any existing technical specifications).
If the manufacturer applies only a part of a harmonised stan-
dard or the applicable harmonised standard does not cover
all the essential requirements, the presumption of conform-
ity exists only to the extent the standard corresponds to the
essential requirements.

Compliance with harmonised standards will, according
to certain directives, determine the applicable conformity
assessment procedure, which sometimes opens the possi-

New Approach directives contain a clause
according to which a harmonised standard
can be challenged (87).

© Where a Member State or the Commis-
sion considers that a harmonised standard
does not fully meet the essential require-
ments, the matter shall be brought before
the committee established under Directive
98/34/EC, and, if provided for, the sectoral committee,
giving reasons for doing so.

© The commit