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PUBLISHER'S NOTE

Dear Reader,

Two important directives relating to the notification of national regulations have been
adopted since this brochure was printed.

The first is a Parliament and Council Directive 98/34/EC! of 22 June 1998, which
consolidates Directive 83/189/EEC and the directives amending this, and should now
be invoked. The adoption of this consolidating text does not affect the substance of
the provisions of the directive appearing in this brochure.

The second is a Parliament and Council Directive 98/48/EC? of 20 July 1998, which
extended the scope of the procedure to cover rules on information-society services.
This first amendment of Directive 98/34/EC entered into force on 5 August 1998.
Among its provisions is the requirement that Member States must, as from 5 August
1999, notify their national rules on information society services. The latter are
defined as "any service normally provided for remuneration, at a distance, by
electronic means and at the individual request of a recipient of services".

We hope you will note the contents of this brochure and find it both interesting and
useful.

1 0J L 204, 21.7.1998, p.37.
20J L 217, 5.8.1998, p.18.
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Preface

One of the most difficult and important questions in the management
of the internal market is how to prevent the adoption of national
technical regulations and standards recreating the barriers which
were removed under the 1985 White Paper programme up to 1992.

The solution has been found by obtaining the agreement of the Mem-
ber States to inform and consult each other and the Commission be-
fore they adopt such measures and to modify their drafts in conse-
quence. In doing so, they have agreed to try to ensure that problems
will be avoided, rather than having to eliminate problems once they
have arisen. The instrument which makes this possible is Directive
83/189/EEC.

Getting the Member States to accept a system of reciprocal trans-
parency and monitoring in the field of standards and regulations was
quite a challenge, but they were convinced by the advantages of the
proposed system.

A pre-adoption screening procedure for all draft technical requlations
and standards relating to products was therefore established and
gradually expanded. The Commission, the Member States and indus-
try thus have an open window upon technical activities, which en-
ables them to eliminate at source any barriers to the free movement
of goods.

Directive 83/189/EEC contributes to the application of the subsidiar-
ity principle, both through enabling improvements to be made to
national legislation and identifying areas where harmonisation is
necessary.

Industry, as well as the Commission and the Member States, is in-
volved in the notification procedure. Industrialists in the Member
States have the opportunity of examining legislation proposed by

countries to which they export or wish to export. As a consequence,
they can plan to adapt their products to the new requirements; they
can also identify protectionist elements in the drafts and take action
to have them eliminated.

In order to use the system to full advantage, industry must therefore
know how it works and how to access the notified texts.

This booklet is one of a number of Commission initiatives designed
to bring Community law closer to those who use it. My hope is that
its publication will help to enhance the exchange of information, dia-
logue and cooperation which has been initiated by Directive
83/189/EEC.

Jura vigilantibus non dormientibus prosunt (°).

m .\S\A\Kb\;

Stefano Micossi
Director-General
Directorate-General III, Industry

(') The vigilant gain more than the idle.







Introduction

Directive 83/189/EEC — an instrument
of transparency at the service
of the internal market
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labelling, name, testing, etc., as well as rules relating to product life
cycle through to disposal). The scope of the directive has been pro-
gressively extended, so that it now covers all agricultural and indus-
trially manufactured products and takes account of an ever growing
number of provisions, in particular to prevent any measures which in-
directly require compliance with technical specifications from slip-
ping through the net (*).

The application of Directive 83/189/EEC has given rise to new prac-
tices. An entire philosophy of information exchange, dialogue and
cooperation has evolved between the Member States.

The Commission has also modified its approach: Directive 83/189/EEC
was the deciding factor which persuaded it to take the ‘new approach’
to technical harmonisation. This approach, which arose from the
‘Cassis de Dijon’ precedent (*) and the resulting concept of ‘essential
requirement’ has enabled the work of approximation to be speeded
up, this being the only way of taking full advantage of the standstill
periods imposed on national legislators by Directive 83/189/EEC.

Thus, instead of the high degree of technical detail of traditional Euro-
pean directives, ‘new approach’ directives concentrate on the defini-
tion of essential requirements of general interest — safety, health,
consumer protection, environmental protection — and refer to non-
mandatory harmonised standards for detailed technical solutions.

Compliance with these standards, although voluntary, confers a pre-
sumption of product conformity with the essential requirements of
the directive. The Member States are therefore required to grant free
movement to products which comply with harmonised standards (*).

Moreover, in non-harmonised areas, where there is a proliferation of
divergent technical regulations, the Commission is using Directive
83/189/EEC as an educational tool with a view to adjusting Member
States’ styles of legislation.

Through this instrument, the Commission not only succeeds in re-
moving provisions which are contrary to Community law, but also
contributes provisions to be written into national legislation to en-
sure that economic operators are fully informed of their rights and
permit application in practice of the principle of ‘mutual recognition’
contained in Articles 30 et seq. of the Treaty.

According to this principle, each Member State must accept the sale
in its territory of any product lawfully manufactured in another Mem-
ber State, subject, where legitimate health and safety interests, etc.
are at stake, to these products guaranteeing equivalent compliance.
The corollary of this acceptance of products from the rest of the
Community, extended by the Agreement on the European Economic
Area to products from EFTA countries signatory to the agreement,
is mutual recognition of the regulations relating to the design, manu-
facture and testing of products, and the conformity assessment pro-
cedures used, of which the Member States and the Commission are in-
formed through the procedure for the provision of information es-
tablished by Directive 83/189/EEC.

In order to enable the directive to be fully effective, all the players
— national authorities, standardisation bodies and the economic
operators of the European Union — need to have a thorough under-
standing of its provisions and so be precisely aware of their rights
and obligations. This is all the more important in that the Court of

() Directive 83/189/EEC was amended principally by Council Directive 88/182/EEC of 22 March 1988, published in 0J L 81, 26.3.1988, p. 75, and by European Parliament and Council

Directive 94/10/EC of 23 March 1994, published in 0J L 100, 19.4.1994.

(®) Judgment delivered on 20 February 1979 in Case 120/78, ECR p. 649 and subsequent related judgments.

(*) This new approach to technical harmonisation was later supplemented by ‘A global approach to certification and testing' >aou~mn by a Council resolution of 21 December 1989
and subtitled ‘Quality instruments for industrial products’, this global approach (Document COM(89) 209 final, 0J C 267, 19.10.1989) consists in creating the necessary condi-
tions for implementation of the principle of mutual recognition of proof of conformity in both regulatory and non-regulatory areas.
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Chapter I

The scope of the directive
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The specification can serve a multitude of goals: for example, pro-
tection of the consumer, the environment, public health or safety,
standardisation of production, improvement of quality, fairness of
commercial transactions, maintenance of public order.

The initial version of the directive limited the definition of technical
specification to the characteristics required of the product. The
broadening of the concept of technical specification to include pro-
duction processes and methods was carried out in two stages: firstly
in 1988 (by Directive 88/182/EEC) with regard to agricultural prod-
ucts, products for human and animal consumption and medicinal
products, at the time of their inclusion in the scope of the directive;
secondly in 1994 (by Directive 94/10/EC) with regard to other prod-
ucts, for the sake of consistency.

In the field of agriculture, products for human and animal consump-
tion and medicinal products, production methods and processes
generally affect the product itself (for example, the obligation to use
certain equipment for reasons of hygiene). This is not always the case
in the other product sectors, and here the directive makes impact on
the product a condition of notification of the production methods
and processes concerned, with the specific exclusion of regulations
relating to the organisation of work, which does not affect products.

Testing and test methods, quoted as examples of technical specifica- -

tions, cover the technical and scientific methods to be used to eval-
uate the characteristics of a given product. The conformity assess-
ment procedures, which are also mentioned, are those used to ensure
that the product conforms with specific requirements. They are the
responsibility of specialist bodies, whether public or private, or of the
manufacturer.

The inclusion of these parameters within the scope of the directive is
of the utmost importance, because testing and conformity assess-
ment procedures can, under certain conditions, have negative effects
on trade. The multiplicity and disparity of the national systems of
conformity certification can cause technical barriers to trade in the

same way as the specifications applicable to the products, which are
even more difficult to overcome as a result of their complexity.

3. ‘other requirement’: a requirement, other than a technical specification,

imposed on a product for the purpose of protecting, in particular,

consumers or the environment, and which affects its life cycle after it
has been placed on the market, such as conditions of use, recycling,
reuse or disposal, where such conditions can significantly influence the

composition or nature of the product or its marketing;

The concept of ‘other requirement’, as defined by this paragraph, does
not exist in the initial version of Directive 83/189/EEC. It was intro-
duced by Directive 94/10/EC, at the time of the second amendment
of the text.

This term covers requirements which can be imposed on a product
during its life cycle, from the period of use through to the phase of
management or disposal of the waste generated by it.

The provision specifies that this type of requirement is principally im-
posed for the purpose of protecting consumers or the environment.
These are two of the grounds of major needs which could, in exceptional
circumstances, justify a Member State departing from the principle of
the free movement of goods by imposing trading bans or restrictions.

The ‘conditions of use, recycling, reuse or disposal of a product,
quoted as examples of ‘other requirements’, refer to the most impor-
tant specific cases. In order to qualify as ‘other requirements’, these
conditions must be likely to have a significant effect on the compo-
sition, the nature or the marketing of the product. A decree relating
to the management of medicinal waste or a national regulation seek-
ing to impose a return or reuse system for packaging, or even the
separate collection of certain products, such as discharged batteries,
can therefore be expected to contain provisions which fall into the
category of ‘other requirements’.
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technology — creates an increasingly urgent demand for standards
from economic operators, who require reference documents in order
to organise the market as rationally as possible and ensure the eco-
nomic success of these products and techniques.

The continuous application of the standard also assumes that the ex-
isting standards are constantly updated. A standard which has be-
come obsolete will therefore be cancelled and replaced by a new one,
which will take the latest technological advances into account.

3. Compliance with which is not compulsory

The voluntary nature of a standard distinguishes it from a technical
regulation, application of which is mandatory. It stems from the prin-
ciples and from the methods of preparation of a document which is
the result of the initiative, voluntary participation and consensus be-
tween all the parties concerned: industrialists, scientists, consumer
associations, environmental organisations, professional trade associ-
ations, etc.

4. It must be made available to the public

This last criterion appears obvious for a document whose application
depends on the will of those who wish to use it. It is, nevertheless,
important, because it implies that the public must be made aware of
the existence of a standard and that its text should be readily ac-
cessible. Consequently, the standardisation bodies, whether national,
European or international, publish their standards and sell them to
the public. They are linked by distribution agreements which enable
them to meet the request of anyone wishing to obtain a standard —
whether national, European or international — from the body situ-
ated in their own country.

(") ISO, Guide 2, first edition, No 1.2.2.

This definition of a standard differs slightly from that of the Interna-
tional Standards Organisation (ISO) (*) or the (United Nations) Eco-
nomic Commission for Europe (UNECE), which place more emphasis on
the economic role of the standard and the fact that it is the result of
a consensus which serves the interests of the majority and is con-
stantly adapted to scientific and technological progress (?).

The difference stems from the fact that Directive 83/189/EEC, follow-
ing the 1979 GATT Code on technical barriers to trade, views standards
solely from the viewpoint of combating technical barriers to trade.

The directive bases its definition on a geographical typology of stand-
ards, which categorises three types of standards according to the
scale on which the issuing organisation works: international stand-
ards, European standards and national standards. There are links be-
tween these three levels: an international standard can be adopted
as a European standard, and a European standard must be adopted as
a national standard by the national standardisation bodies. An inter-
national standard, on the other hand, will not necessarily be substi-
tuted for a national standard on the same subject.

5. ‘standards programme”: a work programme of a recognised
standardisation body listing the subjects on which standardisation
work is being carried out;

This paragraph defines the general framework within which all the
standardisation bodies, whether they be national, European or inter-
national, plan their work within their own structures, during the cru-
cial phase between the definition of the need for a standard and the
preparation of a draft for public enquiry.

(%) See in particular the work by F. Nicolas, Des normes communes pour les entreprises (common standards for enterprises), European Commission, Office for Official Publications of
the European Communities, on the role of standardisation as a favoured method of organising economic relationships.
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Europe (%) and the Baltic States (?), countries which for the most part
are already linked to the Union by an associate membership agree-
ment with the prospect of accession, or which are in the process of
becoming so. The standardisation body of the Czech Republic has re-
cently been accepted as the 19th full member.

Since June 1992, CEN has enlarged its circle to include ‘associate
members’, organisations representing economic and social interests
on a European level, which may take part in preparatory discussions
and in the decisions taken by the bodies responsible for administer-
ing standards programmes (%).

The organs of CEN comprise:

— the General Assembly, a policy body, composed of a representa-
tive of each national standardisation body, which directs CEN ac-
tivities at the highest level; the Board of Directors which is re-
sponsible for the general administration of the system; the Cen-
tral Secretariat, which is responsible for the day-to-day manage-
ment of its activities; and the Technical Board, which is responsi-
ble for the coordination of technical activity and technical deci-
sion-making under the procedures for the adoption of standards;

— a system for administering technical activities, organised around
the principal sectors of activity;

— the bodies responsible for preparing the standards, which are the
technical committees and their working parties, composed of ex-
perts who are members of CEN from all the sectors concerned with
standardisation (industry, public authorities, scientists, con-
sumers, trades unions) wishing to make a contribution to techni-
cal work at a European level.

(*) Albania, Bulgaria, Croatia, Hungary, Poland, Romania, Slovakia, Slovenia.
(?) Estonia, Latvia, Lithuania.
0

CEN's administrative costs are covered by the subscriptions of its
members and resources allocated by the EC and EFTA, but the lion’s
share of the total cost of European standardisation, in other words
the cost of the expertise required for preparing the standards, is cov-
ered by economic operators and particularly by industry.

Cenelec is the European standardisation body in the electrotechnical
field. It was established on 13 December 1972, although European
electrotechnical standardisation had started in the 1960s.

Like CEN, it is a non-profit-making international association governed
by Belgian law whose headquarters are in Brussels. It has 18 full
members — the national electrotechnical committees of the Member
States of the Union and of EFTA — and several affiliated members.

Cenelec covers the field of safety of electrical and electronic appli-
ances, electronic components and information and telecommunica-
tions technology (in cooperation with CEN and ETSI).

In order to provide the electrotechnical industry with the standards
it requires, Cenelec has signed cooperation agreements with numer-
ous trade federations and European industrial associations. The latter
take part in the standardisation process, particularly at the pre-stand-
ardisation stage of the work.

On an international level, Cenelec works closely with the IEC (Inter-
national Electrotechnical Commission), to which it is linked by an in-
formation exchange and cooperation agreement (), comparable with
the Vienna Agreement concluded between CEN and ISO.

The organs of Cenelec are, with some minor differences, similar to
those of CEN: a General Assembly, a Board of Directors, a Technical

European Association for Coordination of Consumer Representation in Standardisation, European Council of Chemical Manufacturers’ Federations, European Computer Manufac-

turers’ Association, European Construction Industry Federation, European Trade Union Confederation.
() Lugano Agreement, signed by Cenelec and the IEC in October 1991, which became the Dresden Agreement.
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ETSI has three member categories: full members, associate members
and observer members. All can attend the meetings of the General
Assembly, but only full members can vote.

Full members and observer members must be established in a CEPT
Member State (Member States of the EU, Member States of EFTA, the
countries of central and eastern Europe, Turkey, Cyprus and Malta).

‘Associate members’ are representatives of non-European countries
(for example, Australia and Israel). They can take part in the techni-
cal work and attend the General Assembly.

‘Observer members’ are European organisations which are authorised
solely to attend the General Assembly, such as CEN, Cenelec, the
CEPT, the ECITC (European Committee for Information Technology
Testing and Certification) and the ECMA (European Computer Manu-
facturers’ Association), to name but a few.

In addition, representatives of the European Commission and the
EFTA Secretariat play a specific role as ‘advisers’ to ETSI, as a result
of which they can attend meetings of the General Assembly and the
technical committees and are invited to meetings of the Board of
Directors.

The organs of ETSI comprise:
— the General Assembly, the supreme authority, composed of all the
members, which determines general policy and supervises the ad-

ministration of the institution and its activities;

— the Board of Directors, composed entirely of representatives of
full members;

— the Technical Committee, which prepares standards;
— the Secretariat (managed by a chief executive, assisted by a

deputy chief executive), which plays an important role in running
ETSI and assists in routine administration;

— special committees set up by the General Assembly for specific
tasks and for a defined period.

In accordance with the principle of openness governing its organisa-
tion, ETSI is a party to various international agreements, notably
with the ISO/IEC, the CEPT and the ITU (International Telecommuni-
cation Union).

The work of ETSI is financed in part by the EC and EFTA in the con-
text of mandated work for the preparation of standards in support of
Community policies. Other resources come from the subscriptions of
members of ETSI, contributions from the national telecommunica-
tions authorities, and a small amount from the sale of standards.

Although they are precisely defined, the functions of CEN, Cenelec
and ETSI inevitably overlap in a number of fields, such as the ma-
chinery sector or the sector of information and communications tech-
nology (ICT), which is situated at the crossroads between informa-
tion technology, electronic components and telecommunications net-
works. Coordination of the work of these three bodies is therefore
essential.

This is mainly done through the ICT Standards Board, which is open
to economic operators. It was set up in 1995 to coordinate the work
and identify market requirements. In order to do this, it examines the
requirements contained in standardisation requests which come in
particular from the industry high-level strategy group and the Euro-
pean Commission, before organising them into coherent standards
programmes. The division of the work between the three bodies takes
place within the ICT Standards Board.

The close cooperation between CEN, Cenelec and ETSI is formalised
at the highest level by a policy structure commeon to the three bod-
ies: the joint presidents’ group (JPG), which is responsible for ensur-
ing the most efficient administration possible of the areas of over-
lapping competence. The JPG, which is composed of a delegation of
the administrators and secretaries-general of each of the European
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gans are linked to trade associations (as in France or in Germany), — it must be ‘compulsory. This characteristic, which is inherent in

or form part of the national institution (as in the United King- the documents prepared by the public authorities, to which this
dom); directive applies, constitutes the major difference between a
technical regulation and a standard, which is prepared by private

— the degree of involvement of the national standardisation body in bodies and is in essence voluntary (*);

the organisation of the technical work of CEN or Cenelec;
— it must influence the marketing or use of industrial and agricul-

— the size of the body. tural products in a Member State or a significant part of that
State.

The administrative provisions applicable to a specification or ‘other
9. ‘technical regulation”: technical specifications and other requirements, requirement’ are also technical regulations within the meaning of the
including the relevant administrative provisions, the observance of directive. These measures, as with all technical regulations, must be
which is compulsory, de jure or de facto, in the case of marketing or notified under the directive when they emanate from the central gov-
use in a Member State or a major part thereof, as well as laws, ernments of the Member States or from one of their bodies as speci-
regulations or administrative provisions of Member States, except those fied in the list drawn up by the Commission in the framework of the

provided for in Article 10, prohibiting the manufacture, importation, Standing Committee of the directive (see Annex 1 to this booklet).

marketing or use of a product;

On the other hand, certain technical specifications or other require-
ments which meet the definition of technical regulations are exclud-
ed from the scope of the directive, particularty if they comply with
binding Community acts or are limited to implementing a judgment
of the European Court of Justice, as specified in Article 10 of the
directive.

In defining the concept of ‘technical regulation’, Paragraph 9 pro-
vides information regarding the type of texts which must be notified
under the procedure for the provision of information established by
the directive in this field.

The binding nature of a technical specification or other requirement

On the one hand there are the technical specifications or other re- may be conferred upon them in two ways:

quirements (see the above definitions), which are laid down by the

Member States and which are applicable to industrial and agricultur- 1. de jure, when compliance with the technical specification or
al products, and on the other there are the laws, regulations and ad- other requirement is made compulsory by a measure emanating
ministrative provisions of the Member States which prohibit certain directly from the relevant public authorities or attributable to
specified activities. the latter.

In order to qualify as a technical regulation, a technical specification By way of example, the conditions regarding the small-scale pro-
or ‘other requirement’ must fulfil the following conditions: duction of jam and preserved fruit, laid down by decree, will be

(1) We shall see later, under Article 7(2) of the directive that, in certain cases, compliance with the standard may become mandatory, so that it then acquires the status of a ‘technical
regulation’.
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These agreements allow greater flexibility in implementing the meas-
ures necessary to attain the objectives of the legislation, and the
voluntary participation of the industry involved ensures that they will
be achieved.

The State has to be involved in these agreements if they are to fall
within the scope of Directive 83/189/EEC. For the public authority to
be able to fulfil the information obligation incumbent on it and take
account of comments by the Commission or a Member State in the
framework of the information procedure laid down by the directive,
the State must actually be a contracting party.

— technical specifications or other requirements which are linked to fiscal
or financial measures affecting the consumption of products by
encouraging compliance with such technical specifications or other
requirements; technical specifications or other requirements linked to
national social security systems are not included.

The fiscal or financial measures referred to in this paragraph are laid
down by the national public authorities for a purpose other than that
traditionally pursued by the fiscal legislation of the Member States.

They are considered to be efficient instruments for implementing
policies decided at a national level, particularly with a view to pro-
tecting the environment and consumers, since they are basically
aimed at influencing the behaviour of the latter with regard to a spe-
cific product.

This provision of the directive came about because of certain cases
of tax incentives granted to ‘clean vehicles’ which meet certain emis-
sion limits or are equipped with catalytic converters. Experience has
shown that Member States often linked incentives to conditions, with
the result that the system introduced was contrary to Community law,
so that it became clear that there was a need to examine such drafts.

The category of measures in question includes, in particular, those
which seek to encourage the purchase of products complying with
certain specifications, by granting financing facilities (for example,
subsidies for the purchase of certain heating appliances or the use of
alternative sources of energy such as wind power) or, alternatively,
to discourage their purchase (for example the exclusion of grants in
the building industry when certain materials are used). It also in-
cludes fiscal or financial measures which may affect consumption by
encouraging compliance with ‘other requirements’ within the mean-
ing of the directive (for example, exemption from ecotax for the
packaging of given products when a deposit system is set up, or ex-
emption from ecotax for certain products when a collection and re-
cycling system is established).

Directive 83/189/EEC does not cover the whole of the fiscal or fi-
nancial legislation of the Member States; it only refers to technical
specifications or ‘other requirements’ linked to fiscal or financial meas-
ures which have the objective of changing consumer behaviour. The
fiscal or financial measure does not, as such, form the subject of ex-
amination by the Commission or the Member States; but only that
aspect of the technical specifications or other requirements which
may form barriers to trade.

It should be emphasised that this provision of the directive does not
cover the fiscal or financial measures carried out in support of cer-
tain enterprises or products, pursuant to Articles 92 and 94 of the
Treaty, relating to State aid, which form the subject of the specific
procedure stipulated by the latter.

Measures connected with the national social security systems are al-
so excluded (for example the regulation which makes the refund of a
medicine conditional on a certain type of packaging).

National laws, regulations and administrative provisions intended to
prohibit the manufacture, importation, marketing and use of a prod-
uct are considered to be technical regulations, in addition to the
technical specifications and other compulsory requirements de jure or
de facto.
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The procedure for the provision | o
of information
with regard to standards
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The results are then recorded, sector by sector, in a monthly register
which is distributed to the members of CEN and Cenelec, in addition
to the relevant departments of the Commission (Directorate-General
for Industry — DG III/B.2) for examination and comments.

The publication of this register, and its distribution on a national
level, is a guarantee of the transparency of the information com-
municated under the 83/189/EEC procedure.

It is essential that industry and all interested parties know of this in-
strument and have access to the information in order to be able to
exercise the following options open to them:

— to comment on draft standards relating to their sector of activ-
ity;

— to apply to take part in the work of the relevant technical com-
mittee of a standardisation body in another Member State (for ex-
ample, a French company could apply to participate in the Ger-
man committee);

— to suggest that the standard be prepared on a European rather
than a national level.

This assumes that the national bodies are consulting industry by dis-
tributing the register as widely as possible, particularly through re-
lays allowing easy access to the information.

It is important to emphasise that interested parties, particularly in-
dustry, in practice have only a relatively short period of time in which
to react. In the case of subsequent litigation, the fact that an ob-
jection was not raised will risk negative consequences for those who
have not examined the register.

As far as new standardisation subjects in the field of telecommunica-
tions is concerned, ETSI has been involved in the information proce-
dure since it was included in Annex I to Directive 83/189/EEC. In
practice, this participation was limited, until 1996, to the receipt and

evaluation of data provided by the members of CEN and Cenelec and
forwarded by the central secretariats of these two bodies, the reason
being that national standardisation activity in the field of telecom-
munications was, until recently, extremely limited.

2. The information referred to in paragraph 1 shall indicate, in particular,
whether the standard concerned:

— will transpose an international standard without being the equivalent,

— will be a new national standard, or

— will amend a national standard.

The obligation on the national standardisation bodies to provide de-

tails of the nature of the new draft standard has the objective of en-

suring transparency and facilitating the examination of notifications. 29
It arises directly from the preceding paragraph. The three categories

of standards listed are in fact those which do not correspond to the

‘identical or equivalent transposition of an international standard’

and must consequently be notified under Directive 83/189/EEC.

— A new draft national standard could contain technical specifica-
tions which may constitute a barrier to the free movement of
goods if the standard is used restrictively. This can only be as-
certained by examining these specifications individually.

— A national standard transposing an international standard (ISO or
IEC) may not be equivalent to the original document, since this
transposition is not, as such, compulsory and since the national
standardisation bodies can decide, on their own account, to make
amendments if they consider that the technical specifications are
not relevant to their own market. In this case, it is advisable to
evaluate the technical specification of the transposed standard
with regard to the part which differs from the international stand-
ard.
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Commission but requires a decision by the Council of Ministers on the
basis of a proposal from the Commission.

Annex I to the directive was, for example, amended in 1992 in order
to add ETSI to the list of European standardisation bodies (*).

Article 3

The standardisation bodies referred to in Annexes I and II, and the
Commission, shall be sent all draft standards on request; they shall be
kept informed by the body concerned of the action taken on any
comments they have made relating to drafts.

Directive 83/189/EEC stipulates that once they are informed of the
preparation of new draft standards in the various Member States, the
national standardisation bodies, European standardisation bodies and
the Commission shall have the right to require the standardisation
body of a Member State to send the text of any draft standard which
it has notified. The latter must comply with this request.

It is also required to inform all those who have commented on one
of these drafts of the action taken: whether amendment to the draft,
the withdrawal of the draft or the justification for retaining it.

Article 4

Article 4 (like Article 7) sets out Member States’ obligations with re-
gard to the organisation of the procedure for the provision of infor-
mation in the field of standards. It is an obligation as to the result,
not the means, because whilst a directive must be transposed into in-
ternal law by the Member States to which it is addressed, the choice
of transposition method is left to the Member States, as long as the
objective pursued is attained.

(*) Decision 92/400/EEC, already cited.

Furthermore, the fact that most of the national standardisation bod-
ies have the status of a private institution reduces the national
authorities’ scope to give them orders. Hence the very flexible word-
ing of the directive in this context.

1. Member States shall take all necessary steps to ensure that their
standardisation bodies:

— communicate information in accordance with Articles 2 and 3,

This subparagraph stipulates that each Member State must ensure, by
whatever means it considers necessary, that its standardisation body
does in fact notify all new subjects for standards at the time they are
entered in the annual work programme, supplies any draft standard
which is requested by the standardisation body of another Member
State, a European standardisation body or the Commission, and keeps
them informed of the action taken on any comments made on the
draft standard.

— publish the draft standards in such a way that comments may also be

According to this subparagraph, each Member State must ensure that
its standardisation body provides parties throughout the Union with
the opportunity of commenting on national draft standards. This
amounts to extending to the other Member States the public enquiry
which, on a national level, is an essential stage at the end of the
process of drafting the standard before validation and publication of
the definitive text. This formal consultation of all socioeconomic op-
erators enables the national standardisation bodies to be sure that
there is total consensus on the text.
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level (*). The directive encourages them — through the Member
States — to show the solidarity which is indispensable to the com-
mon aim of the single market.

2. Member States shall refrain in particular from any act of recognition,
approval or use by reference to a national standard adopted in breach
of Articles 2 and 3 and of paragraph 1 of this article.

Paragraph 2 stipulates that the Member States cannot abdicate their
responsibilities by taking refuge behind those of their respective
standardisation bodies, where the latter have adopted a standard in
breach of a provision of Directive 83/189/EEC. If they have been un-
able to prevent the adoption of a document of private origin and vol-
untary application that contravenes Community law, the Member
States must prevent such a standard being used as a reference docu-
ment, by refusing to recognise it or adopt it formally. In other words,
if the national bodies act unreasonably, the national governments
should not exploit the situation.

Article 7

1. Member States shall take all appropriate measures to ensure that,

during the preparation of a European standard referred to in the first

indent of Article 6(3) or after its approval, their standardisation bodies

do not take any action which could prejudice the harmonisation
intended and, in particular, that they do not publish in the field in

question a new or revised national standard which is not completely in

line with an existing European standard.

of CEN or Cenelec to propose its acceptance to the Technical Board.

This article stipulates that the Member States must ensure that their
respective standardisation bodies observe a standstill period when
the work in progress at European level relates to the preparation of
a European standard mandated by the Commission. This eventuality
is mentioned in the first indent of Article 6(3) of the directive (see
below), which provides that the Commission can request the Euro-
pean bodies to prepare a European standard.

In this case, therefore, the Member States must do everything pos-
sible to ensure that their standardisation bodies do not carry out any
work on the mandated subject: whether with regard to the prepara-
tion of a new standard or the amendment of an existing one which is
not a European standard in extenso.

This standstill period is an expression of the solidarity which must be
exercised with a minimum of discipline once the decision has been
made to work together on a European level. It is an integral part of
the rules of procedure of the European standardisation bodies and is
reinforced by Directive 83/189/EEC.

The standstill obligation remains after the adoption of the European
standard. As a result, when an industry requires standards in the
fields covered by the mandated standard, the work must be exclu-
sively carried out on a European level. By this article, therefore, the
directive provides the Community with the means of strengthening
the activity of European standardisation.

2. Paragraph 1 shall not apply to the work of standards institutions
undertaken at the request of the public authorities to draw up
technical specifications or a standard for specific products for the
purpose of enacting a technical regulation for such products.

() A proposal to prepare a European standard, made by a national standardisation body to CEN or Cenelec, has to receive the support of a minimum of countries for the Central Secretariat
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Chapter III

The procedure applicable to
technical regulations
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Article 8 lists the obligations of the Member States and the Commis-
sion respectively under the procedure for the provision of information
in the field of technical regulations, and the possible reactions open
to them, apart from reactions relating to standstill periods to be re-
spected before the adoption of the notified drafts, which are referred
to in Article 9 of the directive.

First stage: the obligation to inform

(a) The Member States’ obligations

1. General rules

In order to guarantee the transparency of national initiatives, Article
8 requires the Member States to communicate immediately to the
Commission any draft technical regulation which they plan to adopt.

The full text of the draft regulation must usually be sent; however,
when the draft involves the incorporation in full of an international
or European standard into internal law, the Member State may make
reference to the standard rather than communicate the full text ().

The Member State must also send the Commission the text of the ba-
sic legislative and regulatory provisions, informing it of the legal
context of the notified draft and enabling it to assess the implica-
tions (for example, the text to be amended by the draft). If these ba-
sic legislative and regulatory provisions are not sent, the Commission
can request them on receipt of the draft.

This obligation is coupled with an obligation to notify the grounds
justifying the enactment of the proposed measures (?). The nature of
the grounds given obviously does not prejudge the action which will
be taken with regard to the notification of the draft technical regu-
lation.

In practice, each Member State nominates a central unit which is to
be responsible for sending information to the Commission and the
national ministries (a list of these central units and their addresses
is given in Annex 2 to this booklet). Notification to the Commission
takes the form of a message to the relevant department (3).

This ‘notification message’ is coded in 14 points, each of which cor-
responds to a specific item of information. Point 9, for example, must
provide clear grounds. The Member State notifying the draft must ex-
plain, in a maximum of 10 lines, the grounds for its preparation.

At the end of the national process of adopting regulatory provisions,
the Member States must send the Commission the definitive text of
the technical regulation (see Article 8(3)). The Commission will thus
be in a position to consider whether the Member State has respect-
ed all its obligations under the procedure and, if appropriate, to take
any measures necessary.

If, therefore, the Member State has adopted a text without taking ac-
count of the detailed opinions issued by the Commission or the oth-
er Member States on the draft regulation, the Commission can initi-
ate the infringement procedure provided for in Article 169 of the
Treaty (*). Where the Commission sends a detailed opinion to the

(*) This reference enables the Commission, and the Member States which wish to do so, to obtain without difficulty the text of the standard which has been made compulsory.
(*) An examination of the grounds presented shows that they most often relate to the application of international, Community or national law; the protection of persons, animals,
the environment, public safety, consumer information; technical reasons (for example, adaptation to technical progress); certification requirements; the introduction or amend-

ment of methods of analysis or inspection; the removal of barriers to trade.

(°) Directorate-General III, Industry, Unit B.1, Coordination of regulatory activities. See Annex 2 to this booklet.
(*) Article 169 provides that ‘If the Commission considers that a Member State has failed to fulfil an obligation under this Treaty, it shall deliver a reasoned opinion on the matter
after giving the State concerned the opportunity to submit its observations. If the State concerned does not comply with the opinion within the period laid down by the Com-

mission, the latter may bring the matter before the Court of Justice!
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Furthermore, with regard to protection of the environment, Directive
94/62/EC relating to packaging and packaging waste (*) expressly
stipulates that the procedure under Directive 83/189/EEC applies to
all draft measures which Member States plan to adopt in this area.

2.2.

With the same concern for efficiency, Member States are exempt from
the obligation to send the Commission the text of the basic legisla-
tive and requlatory provisions concerning a draft technical regula-
tion, if this text has already been sent with a prior communication.
This is the case, for example, when a draft technical regulation which
has already been notified must be notified again because it has been
significantly amended (see the third subparagraph of Article 8(1)).

2.3,

Conversely, Directive 83/189/EEC introduces a new obligation for
Member States with regard to draft technical requlations designed to
limit the marketing or use of a substance, a preparation or a chemi-
cal product for reasons of public health, the protection of consumers
or the environment (see the fourth paragraph of Article 8(1)).

In addition to the obligation to communicate the text of the draft
and notify the grounds for its enactment, Member States must also
supply additional documentation to the Commission.

In order to fulfil this obligation, they must send a summary of or ref-
erences to all the relevant facts available on the substance, the
preparation or the chemical product concerned and any known sub-

aging and labelling of dangerous substances, 0J L 154, 5.6.1992, p. 1.

stitute, the foreseeable effects of the measure, and the results of the
risk analysis.

In this respect, the directive specifies that the analysis must be car-
ried out in accordance with the general principles laid down in two
Community acts: Council Regulation 793/93/EEC of 23 March
1993 (%), in the case of existing substances and Council Directive
67/548/EEC, as amended by Directive 92/32/EEC of 30 April
1992 (°), in the case of new substances.

2.4,

Member States must notify again a draft which has already been ex-
amined under the provisions of Directive 83/189/EEC, if they have
made significant amendments to the text in the meantime.

The third subparagraph of Article 8(1) specifies that amendments
made to the text are considered to be significant if they have the ef-
fect of altering its scope, shortening the timetable originally envis-
aged for implementation, adding specifications or requirements, or
making the latter more restrictive.

If a Member State nevertheless has doubts whether the amendments
made to its technical regulation since the initial notification are sig-
nificant, it can consult the Commission on the need for a fresh noti-
fication (*).

It should be emphasised that notification is not necessary in the case
of a simple restatement of provisions which are already applicable
(for example, in the event of consolidation) and do not have new le-
gal effect.

(") Parliament and Council Directive 94/62/EC of 20 December 1994 on packaging and packaging waste, 0J L 365, 31.12.1994, p. 10.
(?) Regulation on the evaluation and control of the risks of existing substances, 0J L 84, 5.4.1993, p. 1.
(*) Directive amending for the seventh time Directive 67/548/EEC on the approximation of the laws, regulations and administrative provisions relating to the classification, pack-

(‘) At the time of adoption of Directive 94/10/EC, which amended Directive 83/189/EEC for the second time, the Council and the Commission made a declaration in the minutes
inviting the Member States to consult the Commission prior to amendments, in circumstances where there were doubts relating to their impact.
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1.

The Commission and/or the Member States can decide that the draft
technical regulation is not of a nature to form barriers to the free
movement of goods and calls for no specific comment.

In this case, neither the Commission nor the Member States react
during the three-month period (*). At the end of this period, the no-
tifying Member State can adopt its draft regulation, without further
obligation.

This right does not, however, exclude subsequent intervention by the
Commission, outside the procedure under Directive 83/189/EEC, if
the regulation as finally adopted should prove to be contrary to the
Treaty or to secondary legislation.

2.

The Commission and the Member States can send comments or a de-
tailed opinion to the Member State which notified the draft techni-
cal regulation.

Comments are sent when the notified text, although in accordance
with Community law, raises issues of interpretation or calls for details
of the arrangements for its implementation. They can also give an
overall assessment of the measure, having regard to the general prin-
ciples of Community law and policies implemented in this context, or
inform the Member State of its future obligations with regard to acts
to be adopted on a Community level.

Directive 83/189/EEC provides, in Article 8(1) (last subparagraph),
that the comments and detailed opinions issued with regard to tech-
nical specifications or other requirements linked to fiscal or financial
measures can only relate to aspects which may create barriers to the
free movement of goods and not to the fiscal or financial side of the

measure. The Member States’ fiscal powers are thus preserved. The
drafts concerned also benefit from special treatment with regard to
the standstill periods (see Article 10(4): no period is laid down for
the adoption of these texts by Member States).

Under the directive, the notifying Member State has no formal obli-
gation to reply to the comments received. In practice, however, the
Member State frequently does so on a voluntary basis, which is much
appreciated.

The directive stipulates that the Member States must take comments
into account ‘as far as possible” (Article 8(2)). The restrictive nature
of this phrase indicates that the fact of not having amended the no-
tified text on the basis of the comments received does not, in prin-
ciple, result in initiation of the infringement procedure referred to in
Article 169 of the Treaty. Member States do, however, generally take
account of the comments they receive.

Detailed opinions (mentioned later, together with their conse-
quences, in Article 9 of the directive) are sent by the Commission or
the Member States when factors concerning the operation of the in-
ternal market oppose their acceptance of the draft as it stands. These
detailed opinions seek to obtain an amendment to the proposed meas-
ure, in order to remove at source any resulting barriers to the free
movement of goods.

These difficulties relate to the illegality of the draft in terms of Com-
munity law, either through a breach of Article 30 of the Treaty (the
most frequent breaches of this provision are the absence in the text
of a clause of mutual recognition of equivalent technical specifica-
tions established by another Member State, or the fact that some of
the provisions of the draft are disproportionate to the pursued ob-
jective), or through a breach of a Community harmonisation direc-
tive, a regulation or a decision.

(*) Although it is not sent to the notifying Member State, the decision not to follow up the notification is a formal decision by the Commission.
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In the event of a detailed opinion relating to a voluntary agreement,
the directive stipulates that the Member States must respect a stand-
still period of four months (Article 9(2)). It adds only one month to
the initial standstill period so that the Member States do not lose
time in gaining the benefit of measures, the effectiveness of which
is a satisfactory alternative to legislation.

The standstill period is extended to six months for all other drafts
which are the subject of a detailed opinion. A Member State to which
such an opinion is addressed must inform the Commission of the ac-
tions it intends to take (revocation of the disputed text, justification
for retaining it, or the amendment of certain provisions in order to
render them compatible with the rules of the internal market), irre-
spective of whether another Member State or the Commission was the
author. The Commission will comment, in turn, on the actions envis-
aged by the Member State in response to the detailed opinion, in or-
der to let the Member State know whether these measures are suited
to eliminate the barriers to the free movement of goods which may
have resulted from the adoption of the text, or whether the justifi-
cation given for retaining the text is acceptable.

5. If the Council adopts a common position during the standstill period
referred to in paragraphs 3 and 4, that period shall, subject to Article
9(6), be extended to 18 months,

Paragraphs 3, 4 and 5 of Article 9 stipulate much longer standstill pe-
riods as a result of the blockage imposed by the Commission — and
by the Commission alone — following examination of the draft.

This reaction, the most serious consequence for the Member States in
terms of time, is intended to prevent the notified draft from adversely
affecting a legislative harmonisation process which has commenced
at Community level.

The blockage of a draft national regulation can be imposed by the
Commission in three specific cases:

1. 43

Paragraph 3 covers the first case: the Commission announces its in-
tention to propose or adopt a directive, regulation or decision (in
other words any of the binding Community acts under Article 189 of
the Treaty) on the same subject as the text of the draft technical
regulation.

3. Member States shall postpone the adoption of a draft technical

regulation for 12 months from the date of receipt by the Commission
of the communication referred to in Article 8(1) if, within the three

months following that date, the Commission announces its intention to
propose or adopt a directive, regulation or decision in accordance with

Article 189 of the Treaty.

Member States shall postpone the adoption of a draft technical
regulation for 12 months from the date of receipt by the Commission
of the communication referred to in Article 8(1) if, within the three

months following that date, the Commission announces its finding that
the draft technical regulation concerns a matter which is covered by a
proposal for a directive, regulation or decision presented to the Council

in accordance with Article 189 of the Treaty.

This paragraph does not specify what is meant by ‘the intention’ to
propose, but it concerns an intention that has been explicitly ex-
pressed, for example through inclusion in the Commission’s annual
legislative programme.

Member States must then respect a standstill period of 12 months.

2.

In the second case (paragraph 4), the Commission finds that the no-
tified draft technical regulation concerns a matter which is covered
by a proposal for a directive, regulation or decision presented to the
Council.
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This paragraph provides that the standstill periods are not applicable

when a Member State, in order to respond to an urgent and unfore- 1. Articles 8 and 9 shall not apply to those laws, regulations and
seeable situation such as, for example, a natural disaster (the need administrative provisions of the Member States or voluntary agreements
to protect people, the atmosphere, soil or water), an epidemic, an by means of which Member States:

animal epidemic, etc., is obliged to prepare technical regulations for
| immediate introduction, without having time to consult the Commis-
sion and the other Member States beforehand.

— comply with binding Community acts which result in the adoption
of technical specifications;

. . — fulfil the obligations arising out of international agreements which
These exceptional circumstances do not exempt the Member State result in the adoption of common technical specifications in the

from the obligation to inform the Commission of the planned meas- Community;
ures and clearly justify its request for urgency at the time when the .

text is communicated. The Commission has to assess whether the use
of the urgency procedure is justified and to give its views on the com-

A f A The Llimits to this exception can best be illustrated with reference to
munication as quickly as possible.

the fundamental objective of the directive, which is the elimination

In practice, the Commission carries out a very thorough analysis of of unjustified trade barriers.

the reasons given, on the basis of the two criteria contained in this
paragraph: the seriousness of the situation and its unforeseeable
nature.

If the Member States adopt the same set of rules as required by a
Community directive, trade barriers and differences between nation-
al laws are removed at the same time, and the procedure laid down

| If the Commission considers that these criteria are not met, it dis- by Directive 83/189/EEC is no longer needed.

putes the justification of urgency; conversely, the Commission may
accept application of this procedure. This does not prejudice the
Commission’s assessment on the merits, namely its analysis of
whether the measure adopted may form a barrier in any way.

This reasoning is the same with regard to international agreements:
when such an agreement contains precise provisions and there is no
scope for divergence, the adoption by the 15 Member States of a uni-
form set of rules is not, in principle, likely to result in trade barriers.

In the event of the adoption of measures whose urgency has been
disputed, without observance of the standstill period, the Commis-
sion can institute the infringement procedure referred to in Article
169 of the Treaty against the Member State concerned.

The situation is different when the Community act or the interna-
tional agreement is implemented through measures which may differ
from one Member State to another, or when uniform provisions,
which have to be transposed, are supplemented by rules which are of
purely national origin.

Article 10

— make use of safeguard clauses provided for in binding Community acts;

This article supplements Articles 8 and 9 of the directive, by stating
the statutory exceptions to the obligation to notify a draft national
technical regulation. It also provides for certain exceptions to the The Member States do not have to notify the Commission of the draft
obligation to comply with the standstill periods stipulated in Arti- provisional measures which they are authorised to take under the
cle 9. safequard clause contained in Community directives, in accordance
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Under the terms of paragraphs 2 and 4, a standstill period does not
apply to measures seeking to prohibit manufacturing, to the extent
that these do not obstruct the free movement of goods within the
Community, or to technical specifications or other requirements
linked to fiscal or financial measures.

In the first case, it is obvious that postponement of the adoption of
measures only makes sense if the manufacturing prohibitions present a
potential risk of constituting a technical barrier to trade in the internal
market. In the second case, it was considered inopportune to require
postponement of adoption of the category of measures concerned.

As far as draft regulations linked to fiscal or financial measures are
concerned, the absence of the standstill obligation for the notifying
Member State does not exclude the Commission or another Member
State from reacting to these drafts by means of comments or detailed
opinions (see Article 8(1)).

Under the terms of paragraph 3, standstill obligations applicable to
draft national regulations concerning a subject covered by current or
imminent Community work do not apply to voluntary agreements.

It may be concluded from the reading of Articles 8, 9 and 10 of Di-
rective 83/189/EEC that the information procedure applicable to

tanding Committee Document 94/94 — final of 8 June 1995.

eference is made to these judgments in Point III of the bibliography.

technical regulations is highly complex. The handbook produced by
the Commission departments explains in detail how the procedure op-
erates in practice (*).

Furthermore, the directive’s provisions on technical regulations im-
pose very strict obligations on the Member States (much more re-
strictive than those applicable to standards), which are balanced by
the right to react to draft national regulations being prepared by
other Member States.

Where the Member States fail to meet their obligation to communi-
cate their draft technical regulations to the Commission, or do not
observe the standstill periods laid down in the directive, the Com-
mission can institute infringement proceedings, under Article 169 of
the Treaty, as already mentioned (?).

When the Member State concerned does not comply, the procedure
leads to a judgment of failure to fulfil obligations by the Court of
Justice (?).

Private individuals can, for their part, rely on the fact that technical
regulations with which they are required to comply, but which have
not been notified, cannot be enforced against them (*).

() s

(*) National publications containing technical regulations are monitored to identify texts adopted in breach of the directive.
() R

*)

See the ‘CIA security’ judgment of 30 April 1996, which will be discussed in Chapter VI.
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The Standing Committee
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The operating rules of this body have been agreed by the Member
States and the Commission, since Directive 83/189/EEC stipulates that
the Committee shall draw up its own rules of procedure. The only rules
imposed by the directive on the Standing Committee are the obligation
to meet representatives of the European and national standards insti-
tutions at least twice a year, and to guarantee the confidential nature
both of the information submitted to it and of its proceedings.

This duty of discretion does not, however, prevent the Committee and
the national authorities from using the expertise of natural persons or
legal entities in the private sector, who are capable of examining and
forming an opinion on the notified drafts. This advice can in fact be in-
dispensable, since the national authorities of the Member States do not
always have the necessary knowledge and resources to carry out this
task. The directive makes this possible unless, in accordance with Arti-
cle 8(4), the Member States expressly request that notifications which
they have carried out be treated confidentially as an exception. In this
case, the Committee must take the necessary precautions in order to
safeguard the legitimate and duly justified interests of the Member States.

In practice, the Standing Committee meets approximately five times
per year. These meetings are convened by the Commission.

Because of its varied responsibilities, the Standing Committee has
general powers, common to the two aspects of Directive 83/189/EEC,
and specific powers limited to each of them.

1. General powers

In its capacity as a consultative body, any question relating to the
implementation of the directive can be brought before the Standing
Committee at the request of its Chairman or of a Member State.

(*) System described in the handbook already mentioned — Doc. 94/94 final.

In addition, it must be consulted by the Commission on certain
points, including the choice of the system to be used in practice for
the exchange of information laid down by the directive (*).

The Committee expresses an opinion on proposals presented by the Com-
mission in order to limit existing or potential trade barriers: it can, for
example, ask the Commission to encourage dialogue between the Mem-
ber States, so that they can find — in application of the subsidiarity
principle — solutions between themselves. The encouragement of such
dialogue is in accordance with the spirit of Directive 83/189/EEC, which
seeks to remove barriers at source, by prevention rather than coercion.

Every two years, the Commission presents to the Committee the re-
port which it will send to the European Parliament and the Econom-
ic and Social Committee of the European Communities on the results
of the application of the directive (see Article 11).

2. Specific powers under the procedure applicable to
technical regulations

The meetings of the Standing Committee enable the Commission de-
partments and the Member States to exchange views on all aspects
of the application of the ‘technical requlations’ part of the directive.

The Standing Committee can specifically request the Commission to
identify those areas in which harmonisation of national legislation is
necessary and to begin work at a European level (the preparation of
a proposal for a directive or a regulation).

It must give its opinion on the rules regarding the codified presen-
tation of information, both when these rules are drafted and when
they are adapted to each amendment of Directive 83/189/EEC (?). It

(!) The nomenclature established for transmitting messages between the Commission and the Member States underwent, for example, numerous changes when the directive was
amended for the second time, in order to take account of de facto technical regulations, the ‘other requirements’ concerning the life cycle of the product when it has been

placed on the market, and the new standstill periods.
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The application of the directive
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The fact that the obligation to make reference to the directive sole-
ly relates to newly adopted national technical regulations shows once
again that the procedure for the provision of information in the field
of standards is much less restrictive.

Timetable and application methods

Directive 83/189/EEC was adopted on 28 March 1983 and entered in-
to force on 31 March 1984. It was first amended by Directive
88/182/EEC, which entered into force on 1 January 1989. The second
amendment came into force on 1 July 1995.

The manner in which Directive 83/189/EEC and its successive amend-
ments were transposed was left, as for any other directive, to the dis-
cretion of the Member States; in accordance with Article 189 of the
Treaty, ‘A directive shall be binding, as to the result to be achieved,

upon each Member State to which it is addressed, but shall leave to
the national authorities the choice of form and methods’ (*).

Directive 83/189/EEC is characterised by the fact that it contains a large
number of procedural rules, which the Member States had to implement
by establishing appropriate bodies and administrative mechanisms.

Work has begun on codification of Directive 83/189/EEC, by consoli-
dating the initial text and the successive amendments whilst main-
taining the integrity of their substance.

At the time this booklet went to press, the codification text was in
the process of adoption by the European Parliament and the Council.

Once adopted, the codified directive will have a new reference num-
ber, but it is likely that the procedure will still be referred to as ‘the
83/189/EEC procedure’; at all events, there will be no change to the
text of the provisions quoted in this booklet.

(") As opposed to a regulation which ‘shall be binding in its entirety’ and ‘directly applicable in all Member States.







Chapter VI

Access by private individuals to information
and their reaction options




2 'd “266T°0T°TT ‘T1E ) O “D33/681/€8 3ALIIRULQ 19pUN 966T UL paytiou suoriejnbal jedtuyda) uo sauystiels syl 3ss (;)

*(Co 2y3 ut paysngnd osje st uoljewoul Siy}
‘a3e3s Joquiay buifyiyou e Aq Aouabun oy 3sanbas e sydadoe uols
-SLWWOY) 3y} uaym) aALda1Lp syl Aq 1oy papraoid pouad q)1Ispuels
L3uow-a31y3 Jettul ay3 Jo ayep Aitdxa ay3 9sed LIea uL pue npad
-oad 133/681/€8 Y3 19pun payjou suotjeinbal jesiuydray jeuotieu
eap Jo S33L3 BY3 [0 3y} UL saysignd UOLSSLUWIO) BU3 M Yde] —

*() (aa211p 3y3 Jo 11 91
-1y YIM 3DUBPI0JJE UL) BAIII3ILP By} Jopun suoriebnqo ayl jyins
0} a.n|1ey Joj 1edh ay3 buunp paynysut sbuipasdosd Juswsbulyul
pue ‘suoLjedyiiou 3say} 0} SUOLIB3I 3} ‘PAAL3IAL SuoLIeIyLIoU
9Y} uo £Q 3yl ul sauysiels saysyqnd uolsstwwo) 3y} ‘Jesh yoey —

*(3AL3231LP 343 JO TT IPILUY YIM 2dUepIod
-oe ut) 3no Aued 03 1§13 10 239U ‘NI pIjepuew Sey It yILym
3IOM UOLIRSLPIBPUR)S MAU BY} JO Sawpunwiwo) upadoiny ayy fo
jowinop 1poffp 3y3 ut st e saystgnd uolssLWwo?) 3y} Jeak yoey —

J SaURS ‘saigtunwiuio) unadoing ay}
Jo jousnor 1poYfo 3yy ut paysyqnd uoyeunoguy °|

1M0)3G UBALD SL $32INOS UOLJRWIOUL BSBYY JO ISI] V/ "UOLSSLW
-wo) 3y} Aq d)qe|teAr apewW UOLIELWIOUL JO SBIINOS 3YF JNSUOI ISNW
Slenptalput aeAud ‘Iny uL pasiaiexa aq 0} ale )3I/681/€8 AU
-1g 43pun uoluf) ueadoin3 3y Jo sudzLLd day3 03 uado suordo ay3 JI

*JRIP 9Y3 UL PILLIUBPL SJUBWR]D JSLuoi}ddjord Jo jeaowsal ayj 03
MBLA B Ym 33e3S Jaquialy bulAjizou ay3 o3 suotuirdo pajLelap Jo sjusw
-Wod puds ‘siseq Sy} uo ‘uay} Aew sajeIS JOGWISY PuB UOLSSLWWO)
ayy "suopeinbal 1edLuya) Jo pjaY dyl ul )33/681/€8 2ALDalLg bul
-J9)slutwpe 104 d)qisuodsal SAILOYINE JeuOLjeU Y3 03 40 sjudwped
-9p UOLSSLWWOY) JUBA]DI 9Y3 03 A)39341p Juds 3q Aew SJUSWIWOI 3S3Y|

Sp1RY
JueAd}a! 3y} jJo dduduadxa jedrdeid Juajealnba aaey jou op Asyy
90ULS ‘sjudwWpedap UOLSSIWIWO) Y3 104 UOLIRWIOJUL d)GEN|eAUL SL SLY]

P19y 419y3 ut ‘pardope 3duo ‘s1x93 Ayl Jo uorzeandde syl wouy
asue Aew YdLym SALNILYLP UO SJUIWWIOI JL3YY JLWQNS UeD $I03eID
-do o1wou013 -apeiy 03 sisuleq wioy Aew yawym suorieinbai jesLu
-y293 pauueld 03 spudwpuawe AIBSSIIAU UO SMILA JaY] ssaidxe 03 —

‘suorjeinbai 10 spiepuels asayy Jo sjuswW
-aitnbas ayy yum Apny Adwod yowym syonpord podxa Ajajetpaw
-Wl “SBWO0D BWL} AYF Udym ‘ued siainjoejnuew ‘Aem swyy uJ -sIxal
959y} Jo juajuod aswaud ayl yum Mdwod o3 sspio ur uoLdNp
-oid nay3 bupydepe Aq ‘seujunod buunoqybiau ut suojeinbai jed
-lUY293 10 SpJepue)s Jeuotieu aininy jo uorjdope ay) sjeddijue 03 —

. Djom sty pajeniut sey yatym Apog
Jeuolleu By} JO 931LWIWOD uoLjesipiepuels syl uL AJlaLloe Jo piay
113y} 03 buljejas spsepuels buuedaid jo yiom ay3 ul ped ayey 03 —

tyswm os Asyy
pinoys ‘sjqe aq 03 4apio ul ‘abels Aues Apuayyns e Je selels 4aq
-wa 3y} Aq pasedaid butaq suoryeinbal pue uowe|siba) yesp ayj e
pue salpoq uoljesipiepue]s jeuotjeu ay3 Aq pauueid saaljeriLul ayy e
JO S9A]9SWIAYY WLIOJUL 03 S103eId0 J1Wou0I3 Jje saban uoLssLwwWo) ay|

‘uotun ay3
JO SUIZIILI BY3 ). 03 IS2J9IUL A)GRIAPLSUOD JO SL suoLie|nbai jedtuyday
pue spiepuels jeuoijeu Jyeip uO uoOljeWIOJUL — SBLPOQ uUOLlesLpJe
-puels jeuorjeu pue ueadoin3 vy ‘$91eIS OGN ‘UOLSSLWWOY) dYF —
suojeinbal pue spiepuels 1ed3iuydd] JO pldY Ayl uL UOL}RWIOJUL
40 uotsiaoad ay3 10j 2inpadosd ay3 ut paajoAul satped sy} 10j 1913ew
B 118 9A0qE SL )33/681/€8 2A301LQ Jo uoieuawaidwi ayy ybnoyy

8¢

suo13do UoLIeal JlBYF pUR UOLIRULIOUL 03 S|ENPLALpUL djeAud Ag ssaddy — IA s93dey)



The publication of this list enables private individuals to be informed
of the notifications and to ensure that technical regulations with
which they are obliged to comply have indeed been notified. If this
is not so, they can assert their rights through reference to the case-
law of the Court of Justice.

The ‘CIA security’ judgment, delivered under the preliminary ruling
procedure by the Court of Justice, is a key element in the protection
of private individuals against failure on the part of Member States to
fulfil their obligations under Directive 83/189/EEC (*).

This judgment specifies the consequences of the adoption of a tech-
nical regulation in breach of the obligations laid down by Directive
83/189/EEC: private individuals can invoke Articles 8 and 9 of the di-
rective before the national court, which must refuse to apply a na-
tional technical requlation that has not been notified in accordance
with the directive.

Private individuals have the possibility to ensure that any technical
regulation adopted by a Member State is monitored before its adop-
tion by the Commission and the other Member States (with the ex-
ceptions mentioned in the directive). If this is not the case, a com-
pany, for example, can cite the inapplicability of the regulation in
question, should it be accused of non-compliance by an authority. In
the event of any court proceedings resulting from the matter, the
court must then set aside the application of the regulation and can-
not, as a result, regard it as having been breached.

This sanctioning of the principle of the non-applicability to third par-
ties of national technical regulations which have not been notified,
supports the position already adopted by the Commission in 1986 (%)
and enhances the protection of the interests of private individuals in
this respect.

2. Other sources of information

— Private individuals may be able to obtain the text of draft tech-

nical regulations from the central units of the Member States
(listed in Annex 2 to this booklet) which are responsible for no-
tifying the Commission of national draft technical regulations.

— They can ask to consult the monthly register at the Central Sec-

retariat of CEN/Cenelec, which is distributed to all the national
standardisation bodies (listed in Annex 3 to this booklet), in or-
der to find information communicated on new work entered in the
national standards programmes.

— They can contact the national standardisation bodies, members of
CEN or Cenelec, in order to obtain the texts of drafts entered in
the national standards programmes.

— They can consult the reports on the operation of the directive,
both as regards the ‘standards’ and the ‘technical requlations as-
pect, which are regularly published by the Commission (3).

— The Commission issues press releases to inform private individu-
als of infringement proceedings against texts of technical regula-
tions adopted in breach of the directive. This information can be
used by a private individual before a national authority, in sup-
port of the principle of non-applicability of a technical regulation
adopted in breach of Directive 83/189/EEC.

— In order to facilitate industry’s access to national technical requ-
lations, the Commission is studying the possibility of creating a
database containing the texts which have been notified, in sev-
eral or all of the Union’s languages.

(*) Judgment of 30 April 1996 ‘Interpretation of Article 30 of the EC Treaty and of Directive 83/189/EEC laying down a procedure for the provision of information in the field of
technical standards and regulations — National legislation on the marketing of alarm systems and networks — Prior administrative approval, delivered in Case C 194/94.

ECR 1996 I, p. 2201.

(*) Communication from the Commission concerning the non-respect of certain provisions of Directive 83/189/EEC, No 86/C 245/05, published in 0J C 245, 1.10.1986, p. 4.

(*) The reference numbers of these reports are given in the bibliography for this booklet.
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With regard to the procedure for the provision of information appli-
cable to technical requlations, experience has shown that in some
cases Member States are failing to notify their drafts, in breach of the
provisions of the directive, or applying some of these provisions er-
roneously as a result of insufficient knowledge of the procedure on
the part of the bodies responsible for preparing the texts of these
regulations. The Commission intends to pursue its information activ-
ities in this area, in particular through enhanced dialogue with the
national authorities.

The Commission regrets that industry’s participation in the examina-
tion of drafts is still at a very low level. Whereas some European fed-
erations exercise a high degree of ‘legislative vigilance’ and are very
active in defence of their legitimate interests by informing the Com-
mission or the national authorities of technical barriers which they
have found in certain drafts, individual enterprises and particularly
small and medium-sized businesses are often more reserved. They
should not hesitate to seek information and speak up when they con-
sider that the technical product specifications being prepared in
countries to which they export could harm their interests, if adopted
as they stand.

The Commission intends to take action to facilitate the participation
of industry. It will also ensure that the procedures are administered
as flexibly as possible, in order to avoid unduly restricting the activ-
ities of the Member States.

The additional effort required is all the more important as Directive
83/189/EEC is at a turning point: the accession of three new Mem-
ber States to the Union on 1 January 1995 and the entry into force,
in July of the same year, of Directive 94/10/EC of 23 March 1994,
amending the text for the second time, have radically changed the

application of the legislation, the geographical scope of which will
continue to expand.

Directive 83/189/EEC, which has already been implemented in part
in the EFTA countries since 1990 (*), will eventually have to be ex-
tended to Turkey and to the countries of central and eastern Europe,
which are candidates for Union membership.

In the case of Turkey, work is in progress in the framework of the de-
cision on the final phase of customs union, which provides that
Turkey will incorporate in its internal legal system Community acts
relating to the removal of technical barriers to trade.

The application of the directive to Turkey should be limited to the
‘technical regulations” area, and the procedure considerably simplified
and streamlined.

In the case of the countries of central and eastern Europe, the appli-
cation of Directive 83/189/EEC should take place in the framework of
the European agreements, which provide for the creation of a free trade
area between these countries and the Union. As far as the approxima-
tion of legislation is concerned, these agreements stipulate that the
countries of central and eastern Europe must ensure, as far as possible,
that their future legislation is compatible with Community law. In the
sphere of industrial cooperation, they are designed, among other
things, to reduce the differences in standards and technical regula-
tions. Directive 83/189/EEC has been included in the White Paper (3
as an instrument for the prevention of technical barriers to trade.
A simplified procedure for the provision of information will have to be
introduced, in the same way as for Turkey, when these countries have
brought their legislation into line with established Community law
(i.e. all the Community provisions in force) on the internal market.

(') The agreement between the Member States of EFTA and the EEC laying down a procedure for the provision of information in the field of technical regulations entered into force
in November 1990. The agreement on the European Economic Area, applicable since 1 January 1994, subsequently incorporated Directive 83/189/EEC with the necessary adap-
tations. Switzerland, though not a signatory to this agreement, continues to apply the procedure for the exchange of information.

(*) White Paper on the preparation of the associated countries of central and eastern Europe for integration into the internal market of the Union. COM(95) 163 final, 10 May 1995.
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Annex 2

Contact points at the Commission and in the Member
States for the ‘technical regulations’ aspect of the
directive

1. COMMISSION

Directorate-General for Industry

DG III/B.1

Sc. 15 1/98

rue de la Loi 200

B-1049 Brussels

Fax (32-2) 296 08 51 or (32-2) 299 57 25
Internet: 83189@dg3.cec.be

2. MEMBER STATES — LIST OF CENTRAL UNITS

BELGIUM

Institut belge de normalisation
29 avenue de la Brabangonne
B-1040 Brussels

Mme Vergauwen
Tel. (32-2) 738 01 10
Fax (32-2) 733 42 64

DENMARK

Danish Agency for Trade and Industry
Tagensvej 137
DK-2200 Copenhagen N

Hr. K. Dybkjaer
Tel. (45) 35 86 86 86 or 82 62
Fax (45) 35 86 85.75

X400:C = DK;A = DK400;P = EFS;S = DYBKJAER;G = KELD
Internet: keld.dybkjaer@efs.dk

GERMANY

Bundesministerium fiir Wirtschaft
Referat E B 3

Villenomblerstrasse 76

D-53123 Bonn

Frau Defosse

Tel. (49-228) 615 41 63

Fax (49-228) 615 44 30

X 400: C = DE;A = BUND40O;P = BMW;0 = BONN1;S = DEFOSSE

GREECE
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Sweden

Standardiseringen i Sverige (SIS)
St Eriksgatan 115

PO Box 6455

$-11382 Stockholm

Tel. (46-8) 610 30 00

Fax (46-8) 30 77 57

Internet: info@sis.se

Svenska Elektriska Kommissionen (SEK)
Kistagdngen 19

Box 1284

S-16429 Kista Stockholm

Tel. (46-8) 444 14 00

Fax (46-8) 444 14 30

Internet: sek@sekom.se

Informationstekniska standardiseringen (ITS)
Electrum 235

S-16440 Kista

Tel. (46-8) 793 90 00

Fax (46-8) 751 53 63

Internet: info@its.se

United Kingdom

British Standards Institution (BSI)
Chiswick High Road 389

London W4 4AL

United Kingdom

Tel. (44-181) 996 90 00

Fax (44-181) 996 74 00

British Electrotechnical Committee (BEC)
¢/o BSI

Chiswick High Road 389

London W4 4AL

United Kingdom

Tel. (44-181) 996 90 00

Fax (44-181) 996 77 99
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