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Preface

In 2000 the European Union launched the Lisbon Strategy — an
ambitious agenda for reform whose aim was to make the EU
the most competitive and dynamic knowledge-based econo-
my in the world by 2010. At its half-way mark, in 2005, the Com-
mission proposed a renewed approach to this strategy focus-
ing on growth and jobs. The Commission identified improving
the quality of European and national regulation to ensure the
smooth functioning of the internal market as a key challenge in
this respect.

One of the most difficult and important tasks in the manage-
ment of the internal market is preventing the adoption of na-
tional technical regulations and standards which create new
barriers to trade. Twenty years after its entry into force the No-
tification Directive (Directive 83/189/EEC, codified by Directive
98/34/EC) has proved to be a fundamental internal market in-
strument.

The mechanism set up by the original Directive 83/189/EEC is
based on the agreement of the Member States to inform and
consult each other and the Commission before they adopt
technical regulations and to modify their drafts if necessary. By
means of transparency and the exchange of information at the
legislative proposal stage, the Member States have agreed to
prevent the emergence of new obstacles to the single market.

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

1 COM(2002) 441 final.

Throughout the past 20 years, the scope of the Directive has
been gradually broadened to cover all industrial, agricultural and
fishery products. Directive 98/48/EC extended the system to in-
clude Information Society services since a need was felt for a
mechanism for supervising this new and rapidly evolving field,
while leaving economic operators and the Member States alike
as much freedom as possible to prevent obstacles to technolog-
ical developments in this sector.

This procedure contributes to the application of the subsidi-
arity principle, both through enabling improvements to be
made to national legislation and identifying areas where har-
monisation is really necessary. Thus, the decision-making proc-
ess can take place at the most appropriate level enabling de-
centralisation which safeguards the diversity of political,
cultural and regional traditions. The Directive has provided an
insight into national regulatory initiatives, has led to the crea-
tion of a genuine discussion forum, clearing the way for joint
action to strengthen the internal market and has recently con-
tributed to the establishment of the enlarged internal market
of 25 Member States.

Furthermore, this mechanismis a tool of better regulation since
it allows the different competent authorities, both at Commu-
nity and national levels, to prevent problems ex ante thus avoid-
ing costly and controversial infringement proceedings which
can only be launched ex post. The exchange and gathering of
information is also an effective way of ensuring that national
best practices become known and are used as a model for oth-
er regulatory initiatives.

Following a 2002 Commission Report which analysed barriers to
the freedom to provide services and the freedom of establish-
ment in the Internal Market!, the Commission’s services are work-
ing on the possible extension of Directive 98/34 to cover services
other than Information Society services.



Industry, as well as the Commission and the Member States, is
involved in the notification procedure. Besides being able to
examine legislation in their own countries, enterprises in the
Member States have the opportunity of examining legislation
proposed by countries to which they export or wish to export
or to which they provide or envisage to provide Information
Society services. As a consequence, they can plan to adapt
their products or services to the new requirements; they can
also identify protectionist elements in the drafts and take ac-
tion 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 may be done by means of a visit to our public data-
base at the following address: http://europa.eu.int/comm/
enterprise/tris.

This booklet is one of a number of Commission initiatives de-
signed to bring Community law closer to those who use it. My
hope is that its publication will help to enhance the exchange
of information, dialogue and cooperation which has constitut-

ed a new community culture.
f LeMW’M
'/

Sabine Lecrenier
Head of Unit
Directorate General
for Enterprise and Industry
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Introduction: Directive 98/34/EC,
an instrument of transparency
at the service of the Internal Market

At the beginning of the 1980s the Commission, basing itself on
a Court of Justice ruling known as the ‘Cassis de Dijon’ judg-
ment, launched a new policy designed to complete the inter-
nal market on the basis of three concepts:

- Acceptance in each Member State of products lawfully man-
ufactured in the rest of the Community (‘mutual recogni-
tion’);

- Harmonisation limited to important economic sectors cover-
ing, in particular, health, safety and the environment;

— A prevention-based approach to monitoring national regu-
lations.

Since 1984, Directive 83/189/EEC? which, following codifica-
tion later became Directive 98/34/EC3, has laid down a preven-
tive mechanism, the scope of which has been progressively
extended.

Today, the Member States of the European Union are obliged
to notify to the Commission and to the other Member States
any draft technical regulation concerning products and Infor-
mation Society services before they are adopted in national
law.

The concept was revolutionary at the time and has remained
s0 - to the extent that the Commission is examining whether it
could be extended to other areas.

2 Directive of 28 March 1983. 0J L 109, 26.4.1983, p. 8.
3 Directive of 22 June 1998. 0J L 204, 21.7.1998, p. 37.
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The exchange of information is carried out in accordance with
a two-pronged procedure which divides the Directive into two
distinct but complementary parts.

The first part relates to the procedure for the provision of infor-
mation on new national initiatives which should lead to the
formulation of national standards between the national stand-
ardisation bodies, the European standardisation bodies, name-
ly CEN (European Committee for Standardisation), CENELEC
(European Committee for Electrotechnical Standardisation)
and ETSI (European Telecommunications Standards Institute),
and the European Commission. The Commission has given the
European standardisation bodies responsibility forimplement-
ing this procedure, by means of an annual contract.

The second part of the Directive is addressed to the Member
States who have agreed to take part in a reciprocal transpar-
ency and monitoring system in the regulatory field. This initia-
tive was original in several ways:

- The system is of a preventive nature: information is provided
when technical regulations relating to products or rules on
Information Society services are still at the draft stage, and
may be amended in order to conform with the principles of
the internal market.

- Itis not only the Commission which can examine and mon-
itor the texts through the operation of standstill periods,
but also all the Member States; the latter have acknowl-
edged the advantages of a procedure which allows for re-
ciprocal influence over their legislative processes. The Trea-
ty itself merely made provision for retrospective monitoring
by the Member States, through the use of the more cum-
bersome infringement procedures which are rarely applied
between Member States.



- The system also permits national draft legislation to be put
on ice for a certain period to facilitate discussion at Com-
munity level on the matter in the light of harmonisation
initiatives. Moreover, by means of this legislative observa-
tory, the real needs for harmonisation can be identified
more easily.

The system, which got off to a slow start, has gained momen-
tum and has provided the Commission, the Member States and
enterprises with a window on the activities of national authori-
ties and standardisation bodies in the technical field (rules re-
lating to product composition, labelling, name, testing, etc., as
well as rules relating to product life cycle through to disposal).
The scope of the Directive has been progressively extended, so
thatit now covers all agricultural and industrially manufactured
products and takes account of an ever growing number of pro-
visions, in particular to prevent any measures which indirectly
require compliance with technical specifications from slipping
through the net. In 1998, the procedure was extended by Di-
rective 98/48/EC to encompass rules on Information Society
services®.

The geographical scope of the Directive was also gradually ex-
tended. Directive 98/34/EC, which was already implemented
in part in the EFTA countries since 1990,° has also been partly
extended to Turkey under the Association Agreement with
that country®. The Directive has also provided a model for a
Convention of the Council of Europe’.

The application of the notification procedure has given rise to
new practices. An entire philosophy of information exchange,
dialogue and cooperation has evolved between the Member
States. This mechanism has also proved to be a formidable
benchmarking tool which allows Member States to draw on
the ideas of their partners in order to solve common problems
regarding technical regulations, especially in newly regulated
sectors such as GMOs, domain names and gene therapy.

Moreover, the Commission is using Directive 98/34/EC as an
educational tool with a view to adjusting Member States’ legis-
lative style.

Through this instrument, the Commission not only succeeds in
removing provisions which are contrary to Community law, but
also contributes to the formulation of provisions to be written
into national legislation to ensure that economic operators are
fully informed of their rights and permit application in practice
of the principle of ‘mutual recognition’ contained in the Euro-
pean Court of Justice (ECJ) interpretation of Articles 28 et seq.
of the Treaty.

According to this principle, each Member State must accept
the sale in its territory of any product lawfully manufactured or
marketed in another Member State, subject, where legitimate
interests, such as health and safety questions are at stake, to
these products guaranteeing an equivalent level of protection.
The corollary to this acceptance of products from the rest of

4 Directive 83/189/EEC was amended principally by Council Directive 88/182/EEC of 22 March 1988 (OJ L 81, 26.3.1988, p. 75) and by European Parliament and Council
Directive 94/10/EC of 23 March 1994 (OJ L 100, 19.4.1994, p. 30). Directive 98/34/EC of 22 June 1998 codified Directive 83/189/EEC and all its subsequent amend-

ments while Directive 98/48/EC of 20 July 1998 amended Directive 98/34/EC.

5 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 adaptations. Switzerland, though not a signatory to this Agreement, continues to apply the procedure for the exchange of in-

formation.

6 Agreement establishing an Association between the European Economic Community and Turkey (OJ CVol. 16 No C 113, 24.12.1973) and Decision 1/95 of the
EC-Turkey Association Council of 22 December 1995 on implementing the final phase of the customs union (OJ L 35, 13.2.1996, p. 1).
7 Convention No 180 of the Council of Europe on Information and Legal Co-operation concerning ‘Information Society Services.
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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 relat-
ing to the design, manufacture and testing of products, and
the conformity assessment procedures used; the Member
States and the Commission are informed about these regula-
tions through the procedure for the provision of information
established by Directive 98/34/EC.

Furthermore, the provisions of Decision 1/95 of the EC-Turkey
Association Council of 22 December 1995 on implementing
the final phase of the Customs Union?, which provides for the
elimination of quantitative restrictions or measures having
equivalent effect between the EU and Turkey, are interpreted
for the purposes of their implementation and application to
products covered by the Customs Union, in conformity with
the relevant decisions of the European Court of Justice con-
cerning provisions of the EC Treaty, in particular Articles 28 to
30 thereof.

Directive 98/34/EC, by extending the scope of application of
the information procedure to rules on Information Society
services, ensured, since August 1999, the prevention of new
barriers to the freedom of establishment and the free move-
ment of Information Society services by providing a mecha-
nism to analyse the compatibility of new national legislation in
this field with Articles 43 and 49 of the EC Treaty.

According to the case-law of the European Court of Justice, Ar-
ticles 43 and 49 of the Treaty require the elimination of restric-

Parties’and not, consequently, to products simply marketed there.
° 0JL35,13.2.1996, p. 1.
10 Case C-439/99 Commission v Italy - ‘Trade Fairs’ [2002] ECR I-305.

tions, i.e. of all ‘measures which prohibit, impede or render less
attractive the exercise of such freedoms’ (freedom of establish-
ment and freedom to provide services).

To be admissible as an exception to the fundamental freedoms
of the internal market in a non-harmonised area, a national re-
striction must, on the basis of this case law comply with the prin-
ciples of non-discrimination, necessity and proportionality!.

As regards freedom to provide services, in particular, this means
that national regulations which make no allowance for require-
ments already met by an operator in his Member State of es-
tablishment, from which he offers his services!? will prove to be
a disproportionate restriction and therefore inadmissible un-
der Community law where the service in question is provided,
as in the case of Information Society services, without the pro-
vider having to enter the territory of the Member State in which
the service is received.!®

Therefore, when examining national draft rules in the field of
Information Society services, the Commission’s overriding ob-
jective has been, for example, basing itself on the case-law of
the Court of Justice, to oppose any national regulatory ap-
proach aimed at applying blanket, extra-territorial legal ar-
rangements which make no distinction between operators
based in the notifying Member State and those wishing to
provide services in such Member State without, however, be-
ing established there. The Commission has also made sure
that planned national rules do not impose needless or exces-

It must be pointed out that the relevant provisions of the Agreement on the European Economic Area apply only to ‘products originating in the Contracting

11" Case C-76/90 ‘Dennemeyer’ [1991] ECR 1-4221; Case C-369/96 ‘Arblade’ [1999] ECR I-8453 and Case C-55/94 ‘Gebhard’[1995] ECR I-4165.

12 See ‘Arblade’ judgment cited above, footnote 11.
13 See ‘Dennemeyer’ judgment cited above, footnote 11.
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sive legal or administrative costs on operators and possibly
on users.

In order to enable the Directive to be fully effective, all the play-
ers - national authorities, standardisation bodies and the eco-
nomic operators of the European Union - need to have a thor-
ough understanding of its provisions and so be precisely aware
of their rights and obligations. This is all the more important
since the Court of Justice, in April 1996, established the princi-
ple that failure to comply with the notification obligation re-

14 Case C-194/94 ‘CIA Security’ [1996] ECR 1-2201.

13

sults in the technical regulations concerned being inapplicable,
so that they are unenforceable against individuals.'*

The aim of this booklet is to inform all the actors - and particu-
larly Europe’s manufacturers and Information Society service
providers - of the objectives, content and scope of a key instru-
ment of Community law for the removal at source of technical
barriers to the free movement of goods, to the freedom of es-
tablishment and the freedom to provide Information Society
services in the internal market.
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Chapter I: The scope of the Directive

Article 1 defines the meaning given by the Directive to a
number of key terms, used throughout its provisions. This ter-
minological and semantic clarification is essential to an effec-
tive understanding of the text and simultaneously defines the
scope of the Directive.

The scope of the Directive
Article 1

For the purposes of this Directive, the following meanings shall
apply:

1) ‘product; any industrially manufactured product and any agri-
cultural product, including fish products;

The scope of the initial version of the Directive (i.e. 83/189/EEC)
excluded cosmetic products within the terms of Directive 76/
768/EEC!, medicinal products within the terms of Directive 65/
65/EEC?S, products destined for human and animal consump-
tion and agricultural products.!”

The scope of the Directive has been extended, since the opera-
tion of the information procedure revealed that numerous na-

15 0JL262,27.9.1976, p. 169.

tional regulations and standards involving barriers to in-
tra-Community trade had not been monitored by the
Commission and the Member States because certain products
were not covered.

In order to clarify the very broad definition which is now used, it is
worth recalling that the Court of Justice included in the frame-
work of the provisions relating to the free movement of goods
under Article 28 of the Treaty, ‘products which can be valued in
monetary terms and which may, as such, form the subject of com-
mercial transactions:!® In this context, the Court also ruled that
waste, whether recyclable or not, is to be considered to be a prod-
uct whose movement should not, in principle, be prevented.’ It
is appropriate to take this into consideration in determining the
scope of the Directive.

2) ‘service, any Information Society service, that is to say, any
service normally provided for remuneration, at a distance, by elec-
tronic means and at the individual request of a recipient of
services®,

For the purposes of this definition:

— ‘at a distance’ means that the service is provided without the
parties being simultaneously present,

— ‘by electronic means’ means that the service is sent initially and
received at its destination by means of electronic equipment for

16 Repealed by Directive 2001/83/EC of 6 November 2001 on the Community code relating to medicinal products for human use. OJ L 311, 28.11.2001, p. 67.

17 Within the meaning of former Article 38(1) of the Treaty (today Article 33(1) of the Treaty).

18 Case 7/68 Commission of the European Communities v Italian Republic [1968] ECR 617.

19" Case 2/90 Commission of the European Communities v Kingdom of Belgium [1992] ECR 1-4431.

20 The notion of Information Society services was introduced by Directive 98/48/EC and then used in Directive 98/84/EC on the legal protection of services based
on, or consisting of, conditional access (OJ L 320, 28.11.1998, p. 54) and Directive 2000/31/EC on certain legal aspects of information society services, in par-
ticular electronic commerce, in the Internal Market (OJ L 178, 17.7.2000, p. 1). For more information concerning this legal notion and, more generally, on the
aspects of Directive 98/34/EC specifically related to Information society services, as introduced by Directive 98/48/EC, one may consult Vade-Mecum to Directive
98/48/EC which Introduces a Mechanism for the Transparency of Regulations on Information Society Services (Doc. S-42/98 — EN (def.) - Directorate-General lll - In-

dustry and Directorate-General XV - Internal Market and Financial Services.
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the processing (including digital compression) and storage of
data, and entirely transmitted, conveyed and received by wire,
by radio, by optical means or by other electromagnetic means,

- ‘at the individual request of a recipient of services’ means that
the service is provided through the transmission of data on indi-
vidual request.

An indicative list of services not covered by this definition is set out
in Annex V.

This Directive shall not apply to:
— radio broadcasting services,

— television broadcasting services covered by point (a) of Article 1
of Directive 89/552/EEC.

It should be emphasised that the inclusion of Information Soci-
ety Services constitutes a very important extension of the
scope of the Directive which has brought it in line with new
developmentsininternational commerce.To determine wheth-
er an activity comes within the definition of Information Soci-
ety services, it is first necessary to verify whether the activity in
question constitutes a ‘service’ in accordance with Community
law.

According to the case-law of the Court of Justice, ‘services’
means a service provided normally for remuneration. The Court
of Justice has stipulated that the ‘essential characteristic of re-
muneration [...] lies in the fact that it constitutes consideration
for the service in question’?! Such a characteristic is lacking in
the activities the State undertakes without consideration with-

21 Case C-109/92 ‘Wirth’[1993] ECR I-6447.
22 Directive of 3 October 1989, OJ L 298, 17.10.1989, p. 23.
23 Directive of 30 June 1997, OJ L 202, 30.7.1997, p. 60.

in the framework of its tasks, particularly in social, cultural, edu-
cational and legal areas.

Next, itis necessary to verify whether the service is, in the terms
of the Directive, an ‘Information Society service’ In accordance
with Article 1(2) of the Directive, Information Society service
means a service provided: ‘at a distance] ‘by electronic means’
and ‘at the individual request of a recipient of services.

The concept of ‘at a distance’ concerns situations in which the
service is provided using distance communication techniques,
which are therefore characterised by the fact that the parties
(i.e. the service provider and the recipient) are not physically
and simultaneously present.

The expression ‘by electronic means’ means services whose
constituent elements are transmitted, conveyed and received
within an electronic network. The service must be conveyed
from its point of departure to its point of arrival by means of
electronic (processing and storage) equipment and by tele-
communications means.

Finally, the service must be provided via the transmission of
data at an individual request. This constitutes the element of
interactivity which characterises Information Society services
and sets them apart from other services that are sent without a
request from the recipient being necessary. For this reason, Ar-
ticle 1 specifies that the Directive does not apply to radio broad-
casting services or to television broadcasting services covered
by Directive 89/552/EEC?2 (as amended by Directive 97/36/EC%,
the ‘Television without Frontiers’ Directive)®.

24 In the ‘Mediakabel’judgment of 2 June 2005, Case C-89/04, not yet published, the Court of Justice has confirmed that near video on demand is not an Informa-
tion Society service since it is not provided at the individual request of a recepient of services.
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Examples of services covered by the Directive are general on-
line information services (newspapers, databases etc.), distance
monitoring activities, interactive teleshopping, electronic mail,
online flight reservations, online professional services (access
to databases, diagnostics etc.).

3) ‘technical specification, a specification contained in a docu-
ment which lays down the characteristics required of a product
such as levels of quality, performance, safety or dimensions, in-
cluding the requirements applicable to the product as regards the
name under which the product is sold, terminology, symbols, test-
ing and test methods, packaging, marking or labelling and con-
formity assessment procedures.

The term ‘technical specification’ also covers production methods
and processes used in respect of agricultural products as referred
to in Article 38 (1) of the Treaty, products intended for human and
animal consumption, and medicinal products as defined in Arti-
cle 1 of Directive 65/65/EEC, as well as production methods and
processes relating to other products, where these have an effect
on their characteristics;

This provision defines the concept of technical specification, a
generic term which covers standards as well as technical regu-
lations.

It stipulates that the document containing the technical specifi-
cation defines ‘the characteristics required of a product’. The ex-
amples given are not exhaustive; the composition of the prod-
uct, its shape, weight, presentation, performance, life span,
energy consumption, etc., could have been added.

The specification can serve a multitude of goals: for example, pro-
tection of the consumer, of 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 tech-
nical specification to the characteristics required of the prod-
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uct. The broadening of the concept of technical specification to
include production processes and methods was carried out in
two stages: firstly in 1988 (by Directive 88/182/EEC) with regard
to agricultural products, products for human and animal con-
sumption 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 products, for the sake of con-
sistency.

In the field of agriculture, products for human and animal con-
sumption and medicinal products, production methods and
processes generally affect the product itself (for example, the
obligation to vaccinate cows before selling them). This is not
always the case in the other product sectors, and here the Di-
rective makes impact on the product a condition for notifica-
tion of the production methods and processes concerned, with
the specific exclusion of regulations relating to the organisa-
tion of work, which does not affect products.

Testing and test methods, quoted as examples of technical
specifications, cover the technical and scientific methods to be
used to evaluate the characteristics of a given product. The
conformity assessment procedures, which are also mentioned,
are those used to ensure that the product conforms with spe-
cific requirements. They are the responsibility of specialist bod-
ies, whether public or private, or of the manufacturer.

The inclusion of these parameters within the scope of the Di-
rective is of the utmost importance, because testing and con-
formity assessment procedures can, under certain conditions,
have negative effects on trade. The multiplicity and disparity of
the national systems of conformity certification can cause tech-
nical barriers to trade in the same way as the specifications ap-
plicable to the products, which are even more difficult to over-
come as a result of their complexity.

4) ‘other requirement, a requirement, other than a technical spec-
ification, 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 sig-
nificantly influence the composition or nature of the product or its
marketing;

The concept of ‘other requirement; as defined by this para-
graph, did not exist in the initial version of Directive 83/189/
EEC. It was introduced 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 princi-
pally imposed 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
important specific cases. In order to qualify as ‘other require-
ments; these conditions must be likely to have a significant ef-
fect on the composition, the nature or the marketing of the
product. A decree relating to the management of medicinal
waste or a national regulation seeking 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.

5) ‘rule on services; requirement of a general nature relating to
the taking-up and pursuit of service activities within the meaning
of point 2, in particular provisions concerning the service provider,
the services and the recipient of services, excluding any rules which
are not specifically aimed at the services defined in that point.

Examples of measures likely to constitute a rule on Information
Society services include measures concerning the conditions
for taking up an activity (e.g. obligation to obtain a licence);
measures relating to the conditions for pursuing an on-line ac-
tivity (e.g. general ban on commercial promotion or certain
forms of advertising); measures concerning the provider of on-
line services (e.g. requirements relating to professional experi-
ence required to be an on-line tax consultant); measures con-
cerning the supply of on-line services (e.g. laws laying down
the maximum fees which may be charged) and measures re-
lated to the recipient of such services (e.g. participation limited
to certain age group, measures applying to specific categories
of recipients, such as minors).

This Directive shall not apply to rules relating to matters which are
covered by Community legislation in the field of telecommunica-
tions services, as defined by Directive 90/387/EEC%.

Directive 90/387/EEC defines telecommunications services as
‘services whose provision consists wholly or partly in the trans-
mission and routing of signals on a telecommunications net-
work by means of telecommunications processes, with the ex-
ception of radio broadcasting and television.

The reason for this specific exemption is that in the field of tel-
ecommunications services (as in financial services, see follow-
ing section) a large number of matters are already harmonised

2 Council Directive 90/387/EEC of 28 June 1990 on the establishment of the internal market for telecommunications services through the implementation of
open network provision (OJ L 192, 24.7.1990, p. 1). This Directive has been repealed by Framework Directive 2002/21/EC of 7 March 2002 on a common frame-
work for electronic communications networks and services (OJ L 108, 24.4.2002, p. 33). However, the definition of ‘telecommunications services'found in Direc-

tive 90/387/EEC should be retained for the purposes of Directive 98/34/EC.



and are part of an already existing and sufficiently defined
Community regulatory framework.

This Directive shall not apply to rules relating to matters which are
covered by Community legislation in the field of financial services,
as listed non-exhaustively in Annex VI to this Directive.

The reason for such an exemption from the scope of the Direc-
tive is identical and is due to the fact that such rules are part of
an already sufficiently established Community legal frame-
work.

Purely as a guide, a non-exhaustive list of financial services is
supplied in Annex VI to Directive 98/48/EC.

With the exception of Article 8(3), this Directive shall not apply to
rules enacted by or for regulated markets within the meaning of
Directive 93/22/EEC or by or for other markets or bodies carrying
out clearing or settlement functions for those markets.

Directive 93/22/EEC of 10 May 1993 regulates investment serv-
ices in the securities field.?

As a result of this exemption, the rules drawn up by or concern-
ing regulated markets or other markets or bodies carrying out
clearing or settlement operations for such markets are not sub-
ject to the obligation of prior notification. The only obligation
to which such rules, in the interests of minimal transparency,
are subject is that of ‘ex-post’ notification, i.e. they should be
communicated to the Commission after adoption at national
level pursuant to Article 8(3), which - as indicated by the fourth
subparagraph of Article 1, point 5 - is the only provision in the
Directive which applies to these rules.

For the purposes of this definition:

— arule shall be considered to be specifically aimed at Informa-
tion Society services where, having regard to its statement of
reasons and its operative part, the specific aim and object of all
or some of its individual provisions is to requlate such services in
an explicit and targeted manner,

— arule shall not be considered to be specifically aimed at Infor-
mation Society services if it affects such services only in an im-
plicit or incidental manner.

It is extremely important to emphasise that the obligation to
notify in advance does not apply to all draft national regula-
tions which - directly or indirectly, explicitly or implicitly - may
concern Information Society services. Only a limited number
and a well-defined category of draft national regulations will,
forthe purposes of the Directive, have to be notified in advance,
namely the regulations specifically aimed at Information Soci-
ety services. All other regulations affecting services are not no-
tifiable.

In view of the above, one should point out that the Directive
requires the notification of regulatory drafts whose justifica-
tion, content or purpose indicate that they are directly and
openly devoted, in whole or in part, to controlling Information
Society services. The provision(s) in a national regulatory in-
strument must be expressly drafted or in any event specifically
designed to reflect the fact that the activity/service is supplied
‘at a distance, by electronic means and at the individual request
of a recipient of services.

Another point which should be emphasized is that it is not
solely regulatory instruments which as a whole are devoted to
Information Society services (e.g. a law on electronic signa-
tures) that must be notified. Regulations of which only a part

2 This Directive was recently repealed by Directive 2004/39/EC of 21 April 2004 on markets in financial instruments. OJ L 145, 30.4.2004, p. 1.



(possibly an article or even a paragraph) specifically concerns
an Information Society service (e.g. within a law on pornogra-
phy, a specific provision on the liability of an Internet access
supplier) must also be notified.

On the other hand, the following draft regulations need not be
notified: those which relate only indirectly, implicitly or inciden-
tally to Information Society services, i.e. which concern an eco-
nomic activity in general without taking into consideration the
typical technical procedures for supplying the Information So-
ciety services (e.g. a provision which prohibits the distribution
of paedophile material by any means of transmission, includ-
ing the Internet or electronic mail, among the various possible
means of dissemination).

6) ‘standard; a technical specification approved by a recognised
standardisation body for repeated or continuous application,
with which compliance is not compulsory and which is one of the
following:

international standard: a standard adopted by an international
standardisation organisation and made available to the pub-
lic,

— European standard: a standard adopted by a European stand-
ardisation body and made available to the public,

- national standard: a standard adopted by a national standard-
isation body and made available to the public.

27 Association frangaise de normalisation [French Standards Association].
28 Deutsches Institut fir Normung [German Standards Institution].
2 British Standards Institution.

30 Comité européen de Normalisation [European Committee for Standardisation].
Comité européen de Normalisation électrotechnique [European Committee for Electrotechnical Standardisation].

31

32 European Telecommunications Standards Institute.
33 International Standards Organisation.
34 International Electrotechnical Commission.

This paragraph defines one of the two fundamental concepts
of the Directive.

It enables a distinction to be made between the concept of 'stand-
ard’and that of ‘technical regulation; defined in Paragraph (11).

In order to be given the status of a standard, a technical specifi-
cation must, under the terms of the Directive, meet four criteria:

1. Itis ‘approved by a recognised standardisation body’

The body in question, whether it be national (such as AFNOR?” in
France, DIN*in Germany and BSI?in the United Kingdom), Euro-
pean (CEN,*° CENELEC3! or ETSI®?), or international (ISO2* or
[EC3), must be recognised as such, either by the public authori-
ties by means of approval, a legislative or statutory text, or by the
economic operators themselves, whether formally or informally.

The approval of a standard by such a body takes place by a vot-
ing procedure which brings the period of public enquiry to an
end which enables comments to be obtained from the eco-
nomic and social operators (industry, consumers’ associations,
environmental organisations, etc.).

2. Itis destined for ‘repeated or continuous application’
This criterion indicates that the standard is intended to be ap-

plied to products in general, in other words products normally
encountered on the market, as opposed to products which have



specific technical characteristics when compared to products
routinely and lawfully marketed. This specific feature constitutes
the fundamental difference between a standard and a procure-
ment specification, whether public or private. A standard can be
used as a reference in numerous contracts - this is in fact one of
its functions - but the specific conditions which the purchaser
may wish to have applied to the product (the procurement
specifications) will appear, in the call for tender, as requirements
in addition to the criteria laid down by the standard.

The concept of continuity in the application of the standard re-
fers to the need to adapt this document to technical progress,
which it generally reflects. The appearance of new products
and new techniques, more or less continuously - particularly in
the area of information technology - creates an increasingly ur-
gent demand for standards from economic operators, who re-
quire reference documents in order to organise the market as
rationally as possible and ensure the economic success of these
products and techniques.

The continuous application of the standard also assumes that
the existing standards are constantly updated. A standard
which has become obsolete will therefore be cancelled and re-
placed 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 tech-
nical regulation, application of which is mandatory. It stems
from the principles and from the methods of preparation of a
document which is the result of the initiative, voluntary partici-
pation and consensus between all the parties concerned: in-
dustrialists, scientists, consumer associations, environmental
organisations, professional trade associations, etc.

35 1SO, Guide 2, Sixth Edition, 1991 (EN 45020:1993).

4. It must be made available to the public

This last criterion appears obvious for a document whose ap-
plication 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 accessible. Consequently, the standardi-
sation 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 situated in
their own country.

This definition of a standard differs slightly from that of the In-
ternational Standards Organisation (ISO)% or the United Na-
tions Economic Commission for Europe (UN/ECE), 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 inter-
ests of the majority and is constantly adapted to scientific and
technological progress.

The difference stems from the fact that Directive 98/34/EC, fol-
lowing the 1995 WTO Agreement on technical barriers to trade,
views standards solely from the viewpoint of combating tech-
nical barriers to trade.

The Directive bases its definition on a geographical typology of
standards, which categorises three types of standard according
to the scale on which the issuing organisation works: interna-
tional standards, European standards and national standards.
There are links between these three levels: an international
standard can be adopted as a European standard, and a Euro-
pean standard must be adopted as a national standard by the
national standardisation bodies. An international standard, on

36 See in particular the work by F. Nicolas ‘Common Standards for Enterprises’- European Commission - Office for Official Publications of the European Communi-
ties, on the role of standardisation as a favoured method of organising economic relationships, ISBN 92-826-8111-4.
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the other hand, will not necessarily be substituted for a nation-
al standard on the same subject.

7) ‘standards programme, a work programme of a recognised
standardisation body listing the subjects on which standardisa-
tion work is being carried out;

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

At a national level, these programmes are prepared in close col-
laboration with experts from the economic sectors which are
most interested in the preparation of a standard. At the European
and international levels, this co-operation takes place between
representatives of the various members of these organisations.

The standards programmes of the national standardisation
bodies are sent, on request, to the European Commission.

8) draft standard, document containing the text of the technical
specifications concerning a given subject, which is being consid-
ered for adoption in accordance with the national standards pro-
cedure, as that document stands after the preparatory work and
as circulated for public comment or scrutiny;

This paragraph defines the exact meaning of ‘draft standard’; it
is not merely an intention to begin the work of standardisation
but a very specific stage in the process of preparing the stand-
ard, that of public enquiry, the last stage before final adoption
of the document.

37 The details of these bodies are given in Annex 2 to this booklet.

At this stage, the standard has still not been approved but it
contains all the envisaged technical specifications, which
makes it easier to identify potential barriers to trade.

9) ‘European standardisation body, a body referred to in Annex |.

There are three European standardisation bodies, listed in An-
nex | to the Directive: CEN (European Committee for Standardi-
sation), CENELEC (European Committee for Electrotechnical
Standardisation) and ETSI (European Telecommunications
Standards Institute).3”

These bodies prepare European standards in specific sectors of
activity and the three of them together make up the European
standardisation system. They function in an autonomous but
coordinated manner.

Most standards are prepared at the request of industry. The Com-
mission can also request these bodies to prepare standards in
the context of the implementation of Community legislation or
in the context of an European policy. Such requests are known as
mandates from the Commission. If these standards are prepared
in the framework of the ‘New Approach’ directives, they are
known as‘harmonised standards’and products manufactured in
accordance with these standards benefit from a presumption of
conformity with the essential requirements of a given directive.
Such directives were adopted for several sectors such as electro-
medical equipment, equipment used in explosive atmospheres,
machine safety, electromagnetic compatibility. This ‘New Ap-
proach’to technical harmonisation meant that the work leading
to the approximation of national laws was speeded up consider-
ably compared to traditional European directives which were
characterized by a high degree of technical detail.*®

38 This New Approach to technical harmonisation was later supplemented by the Council resolution of 21 December 1989 on a Global Approach to certification
and testing which lays down the guiding principles for Community policy on conformity assessment (OJ C 10, 16.1.1990, p. 1). The Global Approach was com-
pleted by Council Decision 93/465/EC (OJ L 220, 30.8.1993, p. 23) which lays down general guidelines and detailed procedures for conformity assessment that

are to be used in New Approach Directives.



CEN (European Committee for Standardization) is a multi-sec-
torial standardisation body covering all sectors except electro-
technical (CENELEC) and telecommunications (ETSI). CEN’s
business domains are mechanical engineering, construction
and civil engineering, health, biotechnology, the environment,
safety at work, gas, transport, packaging, consumer goods,
sport and leisure, the food industry, materials, the chemical in-
dustry, aerospace, services, quality, testing and certification,
nanotechnology and many more.

CEN is an international association governed by Belgian law,
whose headquarters have been in Brussels since 1975.

Since January 2004, CEN has had 28 full members - the nation-
al standardisation bodies of the 25 Member States of the Union
and of the Member States of EFTA, with the exception of Liech-
tenstein, which does not have a standardisation body.>’

CEN also has affiliates, these being the standardisation bodies
of Turkey and countries of South-Eastern Europe?*’, countries
which, for the most part, are already linked to the Union by an
associate membership agreement with the prospect of acces-
sion, or which are in the process of becoming so.

Since June 1992, CEN has enlarged its circle to include ‘associ-
ate members, organisations representing economic and social
interests on a European level, which may take part in prepara-
tory discussions and in the decisions taken by the bodies re-
sponsible for administering standards’ programmes.*!

%9 |celand, Norway, Switzerland.

Through a cooperation agreement with the International Or-
ganization for Standardization (ISO), the so-called Vienna
Agreement, European and international standards can be de-
veloped in common to avoid duplication of work. Indeed, more
than 30% of the European standards adopted by CEN are iden-
tical to international standards and many more are closely re-
lated.

The organs of CEN comprise:

— The General Assembly, a policy body, composed of a repre-
sentative of each national standardisation body, which di-
rects CEN activities at the highest level, the Administrative
Board, which is responsible for the general administration of
the system, the CEN Management Centre, which is responsi-
ble for the day-to-day management of its activities and the
Technical Board, which is responsible for the co-ordination of
technical activity and technical decision-making under the
procedures for the adoption of standards. Two consultative
committees support the Administrative Board in its decision
making process: the Consultative Committee for External
Policy (CACCEP) and the Consultative Committee for Finance
(CACC Finance);

- 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,

40 Albania, Bulgaria, Croatia, Romania and the Former Yugoslav Republic of Macedonia (FYROM).
41 European Association for the Co-ordination of Consumer Representation in Standardisation (ANEC)

European Chemical Industry Council (CEFIC)
European Environmental Citizens Organisation for Standardisation (ECOS)

European Committee for Co-operation of the Machine Tool Industries (CECIMO)

European Medical Technology Industry Association (EUCOMED)

European Office of Craft/Trades and Small and Medium-sized Enterprises for Standardisation (NORMAPME)

European Trade Union Technical Bureau for Health and Safety (TUTB)
European Construction Industry Federation — FIEC
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composed of experts from all the sectors concerned with
standardisation (industry, public authorities, scientists, con-
sumers, trades unions) wishing to make a contribution to
technical work at a European level.

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 covered by economic operators and particularly
by industry.*?

CENELEC is the European standardisation body in the electro-
technical field. It was established on 13 December 1972, al-
though European electrotechnical standardisation had started
in the nineteen-sixties.

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

CENELEC covers the field of safety of electrical and electronic
appliances, electronic components and information and tele-
communications technology (in co-operation with CEN and
ETSI).

In order to provide the electrotechnical industry with the stand-
ards it requires, CENELEC has signed co-operation agreements
with numerous trade federations and European industrial as-

sociations. The latter take part in the standardisation process,
particularly at the pre-standardisation stage of the work.

On an international level, CENELEC works closely with the IEC
(International Electrotechnical Commission), to which itis linked
by an information exchange and co-operation agreement,*?
comparable with the Vienna Agreement concluded between
CEN and ISO.

The organs of CENELEC are, with some minor differences, simi-
lar to those of CEN: a General Assembly, a Board of Administra-
tion, a Technical Board, Technical Committees working in ac-
cordance with rules common to both CEN and CENELEC, and
sub-committees.

ETSI is the European standardisation body which specialises in
the field of telecommunications. It is a non-profit-making as-
sociation governed by French law which was established in
1988 at the initiative of the European Conference of Postal and
Telecommunications Administrations (CEPT). Its headquarters
are in Sophia Antipolis (France).

ETSI was formed after CEN and CENELEC and does not appear
in the initial version of Directive 83/189/EEC. It was added when
Annex | was amended in 1992,* after having been officially
recognised as a European standardisation body by the Com-
munity institutions.*

ETSI arose from the realisation that a pan-European telecom-
munications infrastructure characterised by a high degree of
interoperability was the only way to enable a European market

42 More information about CEN can be obtained from www.cenorm.be or by writing to infodesk@cenorm.be
43 Lugano Agreement, signed by CENELEC and the IEC in October 1991, which became the Dresden Agreement in 1996.

4 Decision 92/400/EEC of 15 July 1992, OJ L 221, 6.8.1992, p. 55.

45

Before the standardisation of telecommunications became established on a European level, the telecommunications sector was almost exclusively covered by

national regulations. Since there was no certainty that the Member States would adopt the recommendations of the CEPT, there was no effective harmonisa-

tion at the time.
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for telecommunications equipment and services to be estab-
lished. It was created in response to the Green Paper published
in 1987 by the Commission of the European Communities on
‘the development of a common market for telecommunica-
tions services and equipment;*® with a view to accelerating the
technical harmonisation which was essential to the growth of
networks, industry and new technologies. In spite of the histo-
ry of its creation, ETSl is an independent organisation, governed
by its members.

Centred on advanced technologies within the ICT domain,
ETSI is the product of its age, and is increasingly having to re-
spond to the challenges and needs of converging sectors: tel-
ecommunications, information technology, broadcasting and
entertainment. Throughout the world this convergence is
constantly being reflected in new applications (business-to-
business communications, teleworking, access to entertain-
ment, scientific databases and games, the development of
preventive health care and care at home for the elderly, ‘intel-
ligent’ transportation, etc.). Even within traditional telecom-
munications, convergence of the technologies associated
with fixed networks, mobile networks, other wireless commu-
nications, satellite, banking and so on is turning the old order
on its head. ETSl is at the forefront of managing this change.

The promised Information Society is truly arriving: Europe is
participating in this revolution, and the socio-economic stakes
are high. If users are to benefit fully, interconnection and inter-
operability of operator networks is essential.

The standards published by ETSI contribute to this objective
since they are aimed at ensuring the compatibility of new serv-
ices offered to users as well as of the terminal equipment which
is available on the market. These standards cover three main
areas:

46 COM(87) 290 final, 30.6.1987.
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- multimedia services for industry and for home use,
- terminal services for personal mobile communications,

- next-generation networks that will have universal applica-
tion both geographically and in terms of their ability to de-
liver information in whatever form it may exist.

The structures and operation of ETSI differ considerably from
those of CEN and CENELEC. Whereas within CEN and CENELEC
the work is organised largely around national delegations, ETSI
is an open forum which groups together all the market inter-
ests who wish to take part in its work and use its standards.

National governments, national standardisation bodies, net-
work operators, equipment manufacturers, users, service sup-
pliers, research bodies, consultancy companies, regulators etc.
can all be members of ETSI. Membership can be either on an
individual company basis or through national or European
bodies.

ETSI has three member categories: Full Members, Associate
Members and Observers. All can attend the meetings of the
General Assembly, but only Full and Associate Members can
vote. As of 2004, ETSI has nearly 700 members.

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

vises the administration of the Institution and its activities;

— the Board of Directors, composed entirely of representatives
of Full Members;



- the Technical Organisation, made up of Technical Committees,
Projects and Working Groups, which prepare standards and
reports;

- the Secretariat (managed by a Director-General (Chief Execu-
tive), assisted by a Deputy Director-General), which plays an
important role in running ETSI and assists in routine admin-
istration;

— Specialist Task Forces set up by the General Assembly for spe-
cific tasks and for a defined period.

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

The work of ETSI is financed in part by the EC and EFTA in the
context 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 telecommunications authorities, and a small amount
from the sale of standards. ETSI’s primary focus for its stand-
ards is Europe, naturally, but with a truly international mem-
bership (even most of its European members are global play-
ers), the Institute seeks to develop standards for world-wide
application.

Although they are precisely defined, the functions of CEN,
CENELEC and ETSI inevitably overlap in a number of fields, such
as the machinery sector or the sector of information and com-
munications technology (ICT), which is situated at the cross-
roads between information technology, electronic compo-
nents and telecommunications networks. Co-ordination 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 coordi-
nate the work and identify market requirements. In order to do
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this, it examines the requirements contained in standardisation
requests which come in particular from the ‘Industry High Level
Strategy Group’and the European Commission, before organis-
ing them into coherent standards programmes. The division of
the work between the three bodies takes place within the ICT
Standards Board.

The close co-operation between CEN, CENELEC and ETSI is for-
malised at the highest level by a policy structure common to
the three bodies: ‘The Joint Presidents Group’ (JPG), which is re-
sponsible for ensuring the most efficient administration possi-
ble of the areas of overlapping competence. The JPG, which is
composed of a delegation of the administrators and secretar-
ies-general of each of the European standardisation bodies,
prepares for this purpose agreements relating to common
problems.

It was in this context that an agreement was concluded on the
division of tasks for standardisation of electrical vehicles:
CENELEC was given responsibility for preparing standards for
vehicles connected to the electricity network, whilst CEN is re-
sponsible for standards for vehicles independent of the net-
work. Furthermore, the co-operation between CENELEC and
ETSI is based on a set of guidelines designed to resolve the dif-
ficulties inherent in the overlapping of responsibilities and
avoid duplication of effort. The adoption of the CENELEC/ETSI
standards programme for the development of harmonised
standards guaranteeing electromagnetic compatibility in the
field of telecommunications is another example of the kind of
co-operation which must be extended, since the standards
programmes will increasingly call for the participation of two
or even three European standardisation bodies.

10) ‘national standardisation body’: a body referred to in Annex Il;

The national standardisation bodies referred to in Annex Il to
the Directive are the institutions in the various Member States
which are responsible for preparing and publishing standards,
in accordance with a procedure which allows all economic and



social operators concerned to take part in the work on a volun-
tary basis.*’ Their tasks are therefore of general interest.

These bodies are, with one or two exceptions, very similar in
terms of their constitution, their organs and their operating
methods.

They are, in most cases, centralised bodies*® in the form of as-
sociations supported by the public authorities, which use the
national standards as reference documents in specifications for
the award of public contracts or for the preparation of national
technical regulations.

These institutes have the support of bodies which are normally
decentralised and ensure the necessary consensus between
the economic and social partners, namely sectoral technical
committees composed of unpaid experts provided mainly by
industry to prepare standards on subjects in the work pro-
gramme; bodies providing logistical support and bringing
about a consensus through a system of public enquiry; and
bodies which publish and sell the standards adopted.

The national standardisation bodies are all members of the Eu-
ropean standardisation bodies, whether CEN or CENELEC, and
generally also of ISO or the IEC.

This simplified description of the national standardisation bod-
ies does not cover differences relating to factors such as:

- the degree of dependence of the standardisation body on
the public authorities. The legal form of the relationship be-
tween the body and the State, formalised contractually (asin
Germany or the United Kingdom) or by regulations (as in

France, Italy or Spain), is an indicator of this degree of de-
pendence;

- the respective share of the various sources from which the
work is financed: voluntary contributions from industry, the
sale of standards and additional services (for example, certi-
fication), State subsidies;

- the degree of centralisation of the organs responsible for
preparing draft standards, which varies according to wheth-
er these organs are linked to trade associations (as in France
or in Germany), or form part of the national institution (as in
the United Kingdom);

- the degree of involvement of the national standardisation
body in the organisation of the technical work of CEN or
CENELEC;

- the size of the body.

11) ‘technical regulation, technical specifications and other re-
quirements, or rules on services, including the relevant adminis-
trative provisions, the observance of which is compulsory, de jure
or de facto, in the case of marketing, provision of a service, estab-
lishment of a service operator or use in a Member State or a major
part thereof, as well as laws, regulations or administrative provi-
sions of Member States, except those provided for in Article 10,
prohibiting the manufacture, importation, marketing or use of a
product or prohibiting the provision or use of a service, or estab-
lishment as a service provider.

In defining the concept of ‘technical regulation, Paragraph 11
provides information regarding the type of texts which must

47 Alist of national standardisation contacts is given in annex 2 to this booklet. However, the formal list of national standardisation bodies is to be found in annex

Il of the directive.

48 |n the United States and Canada, on the other hand, the publication of standards is the responsibility of several hundred specialist organisations, each in a

specific sector.



be notified under the procedure for the provision of informa-
tion established by the Directive in this field.

On the one hand there are the technical specifications or other
requirements or rules on services (see the above definitions),
which are laid down by the Member States and which are ap-
plicable to industrial and agricultural products and to Informa-
tion Society services, and on the other there are the laws, requ-
lations and administrative provisions of the Member States
which prohibit certain specified activities.

In order to qualify as a technical regulation, a technical specifi-
cation, an ‘other requirement’ or a rule on services must fulfil
the following conditions:

— it must be ‘compulsory’ (i.e. 'de jure’ or ‘de facto’ binding, see
hereinafter). This characteristic, which is inherent in the doc-
uments prepared by the public authorities, to which this Di-
rective applies, constitutes the major difference between a
technical regulation and a standard, which is prepared by pri-
vate bodies and is in essence voluntary;*’

- it mustinfluence the marketing or use of industrial and agri-
cultural products, the provision of a service or the establish-
ment of a service operator, in a Member State or a significant
part of that State.

The administrative provisions applicable to a specification, to
an ‘other requirement’ or to a rule on services can also consti-
tute technical regulations within the meaning of the Direc-
tive. These measures, as with all technical regulations, must
be notified under the Directive when they emanate from the
central governments of the Member States or from one of
their authorities as specified in the list drawn up by the Com-
mission in the framework of the Standing Committee of the
Directive.

Certain technical specifications, ‘other requirements’or rules on
services which meet the definition of technical regulations are
excluded from the scope of the Directive, particularly if they
comply with binding Community acts or are limited to imple-
menting a judgment of the European Court of Justice, as speci-
fied in Article 10 of the Directive.

The ‘compulsory’ nature of a technical specification, an ‘other
requirement’or a rule on services may be conferred upon them
in two ways:

1. de jure, when compliance with them is made compulsory by
a measure emanating directly from the relevant public au-
thorities or attributable to the latter.

By way of example, the conditions regarding the small-scale
production of jam and preserved fruit, laid down by decree,
will be considered to be a technical regulation which is man-
datory de jure. The same will apply to a ban on using plastic
bottles for the marketing of mineral water, as laid down by
ordinance, etc.

2. defacto, where the technical specification is not laid down
by a formal and binding act of the State concerned, but
where the State encourages its observance. As a result of
the similar effects which they may have upon trade, these
measures are considered equivalent to binding regula-
tions.

Paragraph 11 gives three examples of the most important
and the most frequent de facto technical regulations, in or-
der to clarify a concept which was not defined in the initial
version of the Directive and gave rise to different interpreta-
tions that were prejudicial to the correct implementation of
the information procedure.

49 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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De facto technical regulations include:

- laws, regulations or administrative provisions of a Member
State which refer either to technical specifications or to other re-
quirements or to rules on services, or to professional codes or codes
of practice which in turn refer to technical specifications or other
requirements or to rules on services, compliance with which con-
fers a presumption of conformity with the obligations imposed by
the aforementioned laws, regulations or administrative provi-
sions;

The laws, regulations or administrative provisions referred to
are measures adopted by the national authorities which refer
to technical specifications or ‘other requirements’® or to rules
on services usually laid down by bodies other than the State
(by a national standardisation body, for example), which are
not compulsory as such (standards, professional codes or codes
of practice), but observance of which is encouraged since it
confers on the product or the service a presumption of con-
formity with the provisions of the aforementioned measures.

Such is the case, in particular, if a law relating to insurance re-
leases the users of products complying with certain non-man-
datory standards from the responsibility of proving conformity
with mandatory requirements, since these products benefit
from a presumption of conformity with the requirements.

- voluntary agreements to which a public authority is a con-
tracting party and which provide, in the general interest, for
compliance with technical specifications or other requirements
or rules on services, excluding public procurement tender specifi-
cations.

Agreements entered into between economic operators which
establish technical specifications or other requirements for cer-
tain products or rules on services are not binding as such ow-

50 In the meaning of Article 1(3) and (4) of the Directive, as explained above.
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ing to their origin in the private sector. They are nevertheless
considered to be de facto technical regulations when the State
is a signatory party to one of these agreements.

This circumstance is becoming increasingly frequent, since
such agreements have become instruments of national regu-
latory policy. They are often used by some Member States in
sectors such as the automobile industry, chemical industry
and oil industry, in most cases for environmental reasons. For
example to reduce pollutant vehicle emissions, the discharge
of harmful substances into water, or the use of certain types
of packaging, etc. In the field of Information Society services,
a notified text -a draft Code of Practice on voluntary retention
of communication data- provides a good example of such
voluntary agreement.

These agreements allow greater flexibility in implementing the
measures necessary to attain the objectives of the legislation,
and the voluntary participation of the industry involved en-
sures that they will be achieved.

The State must be involved in these agreements if they are to
fall within the scope of Directive 98/34/EC. For the public au-
thority to be able to fulfil the information obligation incum-
bent on it and take account of comments by the Commission
or a Member State in the framework of the information proce-
dure laid down by the Directive, the State must be a contract-

ing party.

— technical specifications or other requirements or rules on serv-
ices which are linked to fiscal or financial measures affecting the
consumption of products or services by encouraging compliance
with such technical specifications or other requirements or rules
on services; technical specifications or other requirements or
rules on services linked to national social security systems are
notincluded.



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 implement-
ing policies decided at a national level, particularly with a view
to protecting the environment and the recipients of services
(notably the consumers), since they are basically aimed at influ-
encing the behaviour of the latter with regard to a specific
product or service.

This provision of the Directive came about because of certain
cases of tax incentives granted to ‘clean vehicles’ which met
certain emission limits or were equipped with catalytic con-
verters. Experience has shown that Member States often linked
incentives to conditions, with the result that the system intro-
duced was contrary to Community law. 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 complying with defined technical re-
quirements) or, alternatively, to discourage their purchase
(for example the exclusion of grants in the building industry
when materials possessing certain characteristics are used).
It also includes fiscal or financial measures which may affect
consumption by encouraging compliance with ‘other re-
quirements’ within the meaning of the Directive (for exam-
ple, exemption from ecotax for the packaging of given prod-
ucts when a deposit system is set up, or exemption from
ecotax for certain products when a collection and recycling
system is established). Similarly this category of measures
concern those aiming at encouraging or discouraging the
purchase of services having certain features (e.g. services re-
ceived via specific devices or originating from operators es-
tablished in certain areas).
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Directive 98/34/EC does not cover the whole of the fiscal or fi-
nancial legislation of the Member States; it only refers to tech-
nical specifications or ‘other requirements’ or rules on services
linked to fiscal or financial measures which have the objective
of changing the behaviour of consumers or service recipients.
The fiscal or financial measure does not, as such, form the sub-
ject of examination by the Commission or the Member States.
Only that aspect of the technical specifications, of ‘other re-
quirements’ or of rules on services which may form barriers to
trade is examined.

It should be emphasised that this provision of the Directive
does not cover the fiscal or financial measures carried out in
support of certain enterprises or products, pursuant to Articles
87 and 88 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 also excluded (for example the regulation which makes
the refund of a medicine conditional on a certain type of
packaging).

The last type of technical regulation contemplated by the
directive which should be notified (in addition to technical
specifications, ‘other requirements’ and rules on services
which impose de jure and de facto compulsory require-
ments) consist of national laws, regulations and administra-
tive provisions intended to prohibit the manufacture, im-
portation, marketing and use of a product or prohibiting
the provision or use of a service or the establishment as a
service provider.

To fall within this fourth category of technical regulation con-
cerning a prohibition inter alia on use, the measures must
have a scope which goes well beyond a limitation to certain
possible uses of the product or the service in question and
must not be confined to a mere restriction of their use. That
category of technical regulation is particularly intended to
cover national measures which leave no room for any use



which can reasonably be made of the product concerned oth-
er than a purely marginal one.®!

Such prohibitions constitute, as it were, the ultimate form of
technical regulation. Unless they can be justified under Article
30 or Article 46 of the Treaty or proportionate in relation to es-
sential requirements within the terms of the case law of the
Court of Justice, they constitute barriers par excellence to the
free movement of goods and services and to the freedom of
establishment within the Community.

This comprises technical regulations imposed by the authorities
designated by the Member States and appearing on a list to be
drawn up by the Commission before 5 August 1999, in the frame-
work of the Committee referred to in Article 5.

The same procedure shall be used for amending this list;

The list of authorities referred to in this paragraph is published
on the Internet Site of the Commission.>?

12) draft technical regulation; the text of a technical specification or
other requirement or of a rule on services, including administrative
provisions, formulated with the aim of enacting it or of ultimately
having it enacted as a technical regulation, the text being at a stage
of preparation at which substantial amendments can still be made.

This paragraph defines the concept of ‘draft technical regula-
tion": in order to be considered a draft, the technical regulation
must be at a stage of preparation which will enable ‘substantial
amendments’to be made to the text.

The procedure for the provision of information laid down
by the Directive in the field of technical regulations pro-
vides that, on completion of the examination of drafts which
it has been sent, the Commission and the Member States
can request the regulatory authority to amend any text
which is considered to be contrary to the rules of the inter-
nal market.

It is a matter for each Member State to decide, in accordance
with the nature of its legislative process, the stage at which its
draft technical requlations should be sent to the Commission,
as long as it is still possible to make substantial amendments.

In that regard, it must be observed that a national measure
which reproduces or replaces, without adding new or addition-
al specifications, existing technical regulations which, if adopt-
ed after the entry into force of Directive 83/189/EEC, have been
duly notified to the Commission, cannot be regarded as a‘draft’
technical regulation within the meaning of Article 1(12) of Di-
rective 98/34/EC and consequently, as subject to the obligation
to notify.

This Directive shall not apply to those measures Member States
consider necessary under the Treaty for the protection of persons,
in particular workers, when products are used, provided that such
measures do not affect the products.

This provision reinforces a concept already expressed in para-
graphs (3) and (4) of the Article, to the effect that technical
specifications which affect the characteristics of the product
are covered.

Sl Case C-267/03 ‘Lars Erik Staffan Lindberg’, judgment of 21 April 2005, not yet published.

2 http://europa.eu.int/comm/enterprise/tris/






Chapter ll: The procedure for the provision
of information with regard to standards

The provision of information to the Commission and the
standardisation bodies on new subjects in the national
standards programmes

Article 2

1. The Commission and the standardisation bodies referred to in
Annexes | and Il shall be informed of the new subjects for which
the national bodies referred to in Annex Il have decided, by includ-
ing them in their standards programme, to prepare or amend a
standard, unless it is an identical or equivalent transposition of an
international or European standard.

Article 2 stipulates that the procedure for the provision of infor-
mation in the field of standards is limited to new work which
the national standardisation bodies are planning to initiate, at
the time of its inclusion in the standards programme, in other
words at a sufficiently early stage to enable interested sectors
in the various Member States to take part and their comments
to be taken into account.

These new initiatives must be communicated under Directive
98/34/EC, whether their objective is to establish a new stand-
ard or amend an existing standard - but only if the envisaged
standard does not arise from the ‘identical or equivalent’ trans-
position of an international or European standard.

The reason for this is simple: it is only ‘purely’ national stand-
ards that are likely to act as barriers to the proper functioning
of the internal market. An international or European standard
should not, in principle, jeopardise the free movement of goods
within the European Community, since its technical specifica-
tions have been the subject of consensus on a much larger
scale than the limits of national boundaries.
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Identical transposition means that the national standard in-
cludes or refers in extenso the text of the international or Euro-
pean standard.

The inclusion in extenso of the European standard in sets of na-
tional standards is usually the rule. The harmonisation of na-
tional standards is achieved when products manufactured in
accordance with national standards of one Member State may
be considered to comply, without modification, with the na-
tional standards of the other Member States.

Equivalent transposition means that the text of the national
standard contains certain differences, of a technical nature,
compared with the European reference standard, which will
not in principle create barriers to the free movement of goods,
and which the national standardisation body can be author-
ised to retain during a specified transition period.

In practice, the procedure for the provision of information in
the field of standards began on 1 January 1985.

With regard to new standardisation initiatives in the areas of
responsibility of CEN and CENELEC, the two European stand-
ardisation bodies are responsible for the technical operation of
the procedure by means of annual contracts concluded with
the Commission and the EFTA Secretariat.

Since 1992, the Commission has included two clauses in these
contracts regarding the quality of the information, according
to which CEN and CENELEC undertake, firstly, to define clearly
the internal rules necessary to ensure the accuracy, clarity and
reliability of the notifications and, secondly, to equip their re-
spective central secretariats with the resources necessary for
monitoring the quality of the information received.

The information is communicated by the national standardisa-
tion bodies on a daily basis to the central secretariats of the two
European bodies, where it is checked, processed and stored in
a database. The results are then recorded, sector by sector, in a



periodical register (monthly for CEN and quarterly for CENELEC)
which is distributed to the members of CEN and CENELEC, in
addition to the relevant departments of the Commission (Di-
rectorate-General for Enterprise and Industry) for examination
and comments.

The publication of this register and its distribution on a nation-
al level, is a guarantee of the transparency of the information
communicated under the 98/34/EC procedure.

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

- to comment on new standards initiatives relating to their
sector of activity;

- to apply to take part in the work of the relevant technical
committee of a standardisation body in another Member
State (for example, a French company could apply to partici-
pate in the German 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 distributing the register as widely as possible, particularly
through relays allowing easy access to the information.

Itisimportant to emphasise that interested parties, particularly
industry, in practice have only a relatively short period of time
in which to react. In the case of subsequent litigation, the fact
that an objection was not raised will inevitably be used against
those who have not examined the register.

As far as new standardisation subjects in the field of telecom-
munications is concerned, ETSI has been involved in the infor-
mation procedure since it was included in Annex | to Directive
98/34/EC. In practice, this participation is limited to the receipt
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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 ac-
tivity in the field of telecommunications is extremely limited.

2. The information referred to in paragraph 1 shall indicate, in par-
ticular, 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 pro-
vide details of the nature of the new draft standard has the ob-
jective of ensuring transparency and facilitating the examina-
tion of notifications. 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 conse-
quently be notified under Directive 98/34/EC.

- A new draft national standard could contain technical speci-
fications which may constitute a barrier to the free move-
ment of goods if the standard is used restrictively. This can
only be ascertained by examining these specifications indi-
vidually.

- 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 specifica-
tion of the transposed standard with regard to the part which
differs from the international standard.



- A national standard can be amended in order to adapt it to
the requirements of technical progress. The notification of
the draft then makes it possible to examine whether the
amendment (addition, modification or removal of certain
technical specifications) could introduce new risks of techni-
cal barriers to trade within the Community.

In addition, in the course of this examination, the national stand-
ardisation bodies, the European standardisation bodies and the
Commission can, if they consider that the envisaged amend-
ment would merit setting up a new subject for research on a Eu-
ropean level, suggest the preparation of a European standard.

In the field of standardisation, the aim of Directive 98/34/EC is
to ensure the transparency of national initiatives, but it also has
a role to play in encouraging the development of European
standardisation.

After consulting the Committee referred to in Article 5, the Com-
mission may draw up rules for the consolidated presentation of
this information and a plan and criteria governing the presenta-
tion of this information in order to facilitate its evaluation.

Although the operation of the procedure for the provision of
information in the field of standards has been delegated by
contract to CEN and CENELEC, the Commission itself supervises
its proper functioning, in particular by retaining the option of
suggesting that the two European standardisation bodies
adopt a methodology for the presentation of the collected in-
formation, in order to ensure easier processing.

3. The Commission may ask for all or part of the standards pro-
grammes to be communicated to it.

It shall make this information available to the Member States in a
form which allows the different programmes to be assessed and
compared.

53 Decision 92/400/EEC, already cited.
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This paragraph supplements paragraph (1). It stipulates that
the Commission must not only be informed of new national
initiatives but that it must also have access to all the standards
programmes drawn up by the national and European stand-
ardisation bodies.

In order to fulfil this requirement, the latter are no longer under
the obligation, as initially provided under Directive 83/189/EEC,
of notifying their standards programmes on an annual basis
(through the central secretariats of CEN and CENELEC), but they
must communicate all or part of these programmes if the Com-
mission so requests.

The Commission acts as a clearing house for forwarding this
information to the Member States.

4. Where appropriate, the Commission shall amend Annex Il on
the basis of communications from the Member States.

This paragraph stipulates that the Commission has the author-
ity to update the list of national standardisation bodies which
appears in Annex Il to the Directive. This updating is carried out
by the Member States, which must provide the Commission
with the necessary information.

5. The Council shall decide, on the basis of a proposal from the
Commission, on any amendment to Annex |.

This paragraph stipulates that, unlike Annex Il, the updating of
Annex |, containing the list of officially recognised European
standardisation bodies, does not come under the exclusive juris-
diction of the Commission but requires a decision by the Council
of Ministers on the basis of a proposal from the Commission.

Annex | to the Directive was, for example, amended in 1992 in
order to add ETSI to the list of European standardisation
bodies.>?



Communication of draft standards to the European and na-
tional standardisation bodies and the Commission

Article 3

The standardisation bodies referred to in Annexes | and Il, 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 98/34/EC stipulates that once they are informed of
the preparation of new standards initiatives 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 re-
taining it.

Measures for which the Member States are competent
Article 4

Article 4 (like Article 7) sets out Member States’ obligations with
regard to the organisation of the procedure for the provision of
information in the field of standards. It is an obligation as to the
result, not the means, because whilst a Directive must be trans-
posed into internal law by the Member States to which it is ad-
dressed, the choice of transposition method is left to the Mem-
ber States, as long as the objective pursued is attained.

Furthermore, the fact that most of the national standardisation
bodies have the status of a private institution reduces the na-
tional authorities’ scope to give them orders. Hence the very
flexible wording of the Directive in this context.
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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 pro-
gramme, supplies any draft standard which is requested by
the standardisation body of another Member State, a Europe-
an 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 obtained from parties established in other Member
States,

According to this subparagraph, each Member State must en-
sure 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 Mem-
ber States the public enquiry which, on a national level, is an
essential stage at the end of the process of drafting the stand-
ard before validation and publication of the definitive text. This
formal consultation of all socio-economic operators enables
the national standardisation bodies to be sure that there is to-
tal consensus on the text.

Basically, each national body sends, on request, a copy of any
draft standard to all the standardisation bodies of the other
Member States. This copy is obviously written in the working
language of the issuing body. The recipients are responsible for
having it translated into their own language and organising a
consultation on their own territory, in accordance with the pro-
cedures in force in the country (the draft standard is, for exam-
ple, sent by the national body to the standards engineer re-
sponsible for the sector concerned, who in turn passes it on to



the relevant standardisation committee which is composed of
all the interested parties).

A questionnaire, usually attached to the draft standard by the
body which prepared it, calls for comments regarding the ob-
jectives of Directive 98/34/EC (for example, ‘Do you think that
such a draft may result in barriers to trade?” Do you think that it
should be used as a basis for European work? “Would you like
to be involved in the work of preparation on the standardisa-
tion committee? etc.).

The draft is then returned to the issuing body, with comments
from all the economic and social operators of the various Mem-
ber States of the Community.

— grant the other bodies referred to in Annex Il the right to be in-
volved passively or actively (by sending an observer) in the planned
activities,

The Directive requires all the Member States to ensure that
their respective bodies grant another national institute (AF-
NOR, DIN, BSI, etc.) the right to be involved in the work of pre-
paring a standard, on the relevant technical committee. This
right of involvement may be exercised passively or actively.

Active involvement assumes that an observer will be sent (a
manufacturer, an economic operator or a standards engineer).
If the manufacturer or economic operator is not available, and
the decision is taken to send a standards engineer, the latter
will need to know the position of industry in his country in or-
der to have sufficient knowledge of the market and to be able
to say whether or not the draft standard risks prejudicing the
free movement of goods on the market concerned.

Passive involvement is synonymous with involvement at a dis-
tance: for example, an expert will give an opinion on a draft

standard being prepared in another Member State, without at-
tending the working meetings in the Member State con-
cerned.

The possibility of intervention is evaluated by the national
standardisation body, which chooses one or other type of in-
volvement.

The Directive cannot formally require national bodies to accept
the comments of other national bodies, but acceptance should,
in principle, be guaranteed since all standardisation procedures
stipulate that a standardisation body should endeavour to take
these comments into account.

- do not object to a subject for standardisation in their work pro-
gramme being discussed at European level in accordance with
the rules laid down by the European standardisation bodies and
undertake no action which may prejudice a decision in this re-
gard.

In this subparagraph, the Directive calls on the Member States
to make every effort to ensure that their respective standardi-
sation bodies do not attempt to impede the work of technical
harmonisation being carried out by the European standardisa-
tion bodies, by preventing a draft standard which they intend
to prepare on a national level from ultimately being prepared
at the European level.

Directive 98/34/EC contains such a provision because the na-
tional standardisation bodies are all members of CEN and
CENELEC and could therefore use their votes, in accordance
with purely national interests, to oppose a draft standard be-
ing considered at a European level.>* The Directive encour-
ages them - through the Member States - to show the soli-
darity which is indispensable to the common aim of the
Single Market.

54 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 of CEN or CENELEC to propose its acceptance to the Technical Board.
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2. Member States shall refrain in particular from any act of recog-
nition, approval or use by reference to a national standard adopt-
ed in breach of Articles 2 and 3 and of paragraph 1 of this Article.

Paragraph (2) stipulates that the Member States cannot abdi-
cate their responsibilities by taking refuge behind those of their
respective standardisation bodies, where the latter have adopt-
ed a standard in breach of a provision of Directive 98/34/EC. If
they have been unable to prevent the adoption of a document
of private origin and voluntary application that contravenes
Community law, the Member States must prevent such a stand-
ard being used as a reference document, by refusing to recog-
nise it or adopt it formally. In other words, if the national bodies
act unreasonably, the national governments should not exploit
the situation.

The Member States’ obligation to ensure that European tech-
nical harmonisation is not impeded

Article 7

1 Member States shall take all appropriate measures to ensure that,
during the preparation of a European standard referred to in the
firstindent of Article 6 (3) or after its approval, their standardisation
bodies do not take any action which could prejudice the harmoni-
sation 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.

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 prepa-
ration of a European standard requested 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 re-
quest the European bodies to prepare a European standard.

In this case, therefore, the Member States must do every-
thing possible to ensure that their standardisation bodies
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do not carry out any work on the mandated subject: wheth-
er with regard to the preparation 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 Direc-
tive 98/34/EC.

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 requested standard,
the work may not be carried out on national 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 institu-
tions undertaken at the request of the public authorities to
draw up technical specifications or a standard for specific prod-
ucts for the purpose of enacting a technical regulation for such
products.

Member States shall communicate all requests of the kind referred
to in the preceding subparagraph to the Commission as draft
technical regulations, in accordance with Article 8 (1), and shall
state the grounds for their enactment.

Paragraph (2) of this Article concerns specific cases in which
the standards are to be made compulsory. It refers to the State’s
ability, in certain circumstances, to enforce compliance with
the technical specifications for products contained in these
standards.

In order to enforce the observance of standards which are es-
sentially voluntary, the State may use two procedures:



- it may request its country’s standardisation body to prepare
standards in view of establishing technical regulations;

- the State can also make existing standards compulsory, and
in doing so, transform them into technical regulations.

In such cases, the procedure applicable to technical regula-
tions, described in the following Chapter, is used.
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Chapter lll: The procedure applicable
to technical regulations

The communication and distribution of information on draft
technical regulations and the possible reactions open to the
Commission and the Member States

Article 8

1. Subject to Article 10, Member States shall immediately commu-
nicate to the Commission any draft technical regulation, except
where it merely transposes the full text of an international or Euro-
pean standard, in which case information regarding the relevant
standard shall suffice; they shall also let the Commission have a
statement of the grounds which make the enactment of such a
technical regulation necessary, where these have not already been
made clear in the draft.

Where appropriate, and unless it has already been sent with a
prior communication, Member States shall simultaneously com-
municate the text of the basic legislative or regulatory provisions
principally and directly concerned, should knowledge of such text
be necessary to assess the implications of the draft technical regu-
lation.

Member States shall communicate the draft again under the
above conditions if they make changes to the draft that have the
effect of significantly altering its scope, shortening the timetable
originally envisaged for implementation, adding specifications or
requirements, or making the latter more restrictive.

Where, in particular, the draft seeks to limit the marketing or use of
a chemical substance, preparation or product on grounds of pub-
lic health or of the protection of consumers or the environment,
Member States shall also forward either a summary or the refer-
ences of all relevant data relating to the substance, preparation or
product concerned and to known and available substitutes, where
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such information may be available, and communicate the antici-
pated effects of the measure on public health and the protection
of the consumer and the environment, together with an analysis
of the risk carried out as appropriate in accordance with the gen-
eral principles for the risk evaluation of chemical substances as
referred to in Article 10 (4) of Council Regulation (EEC) No. 793/93
in the case of an existing substance or in Article 3 (2) of Directive
67/548/EEC, in the case of a new substance.

The Commission shallimmediately notify the other Member States
of the draft and all documents which have been forwarded to it; it
may also refer this draft, for an opinion, to the Committee referred
to in Article 5 and, where appropriate, to the committee responsi-
ble for the field in question.

With respect to the technical specifications or other requirements
or rules on services referred to in the third indent of the second
subparagraph of point 11 of Article 1, the comments or detailed
opinions of the Commission or the Member States may concern
only aspects which may hinder trade, or, in respect of rules on serv-
ices, the free movement of services or the freedom of establish-
ment of service operators, and not the fiscal or financial aspect of
the measure.

2. The Commission and the Member States may make comments
to the Member State which has forwarded a draft technical regu-
lation; that Member State shall take such comments into account
as far as possible in the subsequent preparation of the technical
regulation.

3. Member States shall communicate the definitive text of a tech-
nical regulation to the Commission without delay.

4. Information supplied under this Article shall not be confidential
except at the express request of the notifying Member State. Any
such request shall be supported by reasons.

In cases of this kind, if necessary precautions are taken, the Com-
mittee referred to in Article 5 and the national authorities may



seek expert advice from physical or legal persons in the private
sector.

5. When draft technical requlations form part of measures which
are required to be communicated to the Commission at the draft
stage under another Community act, Member States may make a
communication within the meaning of paragraph 1 under that
other act, provided that they formally indicate that the said com-
munication also constitutes a communication for the purposes of
this Directive.

The absence of a reaction from the Commission under this Direc-
tive to a draft technical regulation shall not prejudice any decision
which might be taken under other Community acts.

Article 8 lists the obligations of the Member States and the
Commission respectively under the procedure for the provi-
sion of information in the field of technical regulations, and the
possible reactions open to them, apart from reactions relating
to standstill periods to be respected before the adoption of the
notified drafts, which are referred to in Article 9 of the Direc-
tive.

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 immedi-
ately to the Commission any draft technical regulation which
they plan to adopt.

The full text of the draft regulation must usually be sent. How-
ever, when the draft involves the incorporation in full of an in-
ternational or European standard into internal law, the Member
State may make reference to the standard rather than commu-
nicate the full text.>

The Member State must also send the Commission the text of
the basic legislative and regulatory provisions, informing it of
the legal context of the notified draft and enabling it to assess
the implications (for example, the text to be amended by the
draft). If these basic 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 regulation.

In practice, each Member State nominates a central unit which
is to be responsible for sending information to the Commission
and to the national ministries (a list of these central units and
their addresses is given in Annex 1 to this booklet). Notification
to the Commission takes the form of a message to the relevant
Commission unit.

This'notification message’is coded in seventeen points, each of
which corresponds to a specific item of information. In point 9,
for example, the Member State notifying the draft must ex-
plain, in a maximum of ten lines, the raison détre of the draft
legislation.

At the end of the national process of adopting regulatory pro-
visions, the Member States must send the Commission the de-

55 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.

56 An examination of the grounds presented shows that they most often relate to the protection of persons or animals, the environment, public safety, or to con-

sumer information.
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finitive text of the technical regulation (see Article 8(3)). The
Commission will thus be in a position to consider whether the
Member State has adapted its text to Community law and, if
appropriate, to take any measures necessary.

If, therefore, the Member State has adopted a text without tak-
ing account of the detailed opinions issued by the Commission
or the other Member States on the draft regulation, the Com-
mission can initiate the infringement procedure provided for in
Article 226 of the Treaty.”” Where the Commission sends a de-
tailed opinion to the notifying Member State which the latter
then fails to take into account, the detailed opinion in question
can serve as a basis for drafting a letter of formal notice. The
Member States themselves can bring the matter before the
Commission, under Article 227 of the Treaty, in order to insti-
tute an enforcement action before the Court of Justice of the
European Communities against a Member State which they
consider to have failed to fulfil its obligations.>8

2. Specific cases

2.1. Single notification valid for multiple acts. Under Directive
98/34/EC, Member States are not obliged to communicate again
a draft technical regulation which has already been communi-
cated under another Community act. In this case, they must indi-
cate that the communication in question also applies for the

purposes of Directive 98/34/EC. This provision of the Directive
(see Article 8 (5)), reflects the Commission’s desire to reduce bu-
reaucracy in the event of overlapping notification procedures,
where several Community directives require Member States to
inform the Commission of their intention to legislate in a specific
area, i.e. to notify the same text at the draft stage. Member States
are not, however, released from the requirement to comply with
the obligations specified in each Community act. Following the
official communication that it is valid for several Community pro-
cedures, the national draft is thus examined on its own merits on
the basis of each Community act to which it refers, and is the
subject of a Commission opinion under each procedure.

This is why the absence of a Commission reaction to such a text
under Directive 98/34/EC ‘shall not prejudge any decision
which might be taken under other Community acts’ (see the
second subparagraph of Article 8 (5)).

The Member States are responsible for indicating all the proce-
dures under which the national draft is notified, on the basis of
the information provided in the text of the Community legisla-
tion governing the field covered by the draft.

In practice, a ‘one-stop shop’ has been established for the food
sector,>® with a view to reducing Member States’administrative
costs.

57 Article 226 (former Article 169) provides that If the Commission considers that a Member State has failed to fulfil an obligation under this Treaty, it shall deliver

58

59

areasoned 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 Commission, the latter may bring the matter before the Court of Justice!

Article 227 (former Article 170) provides that’A Member State which considers that another Member State has failed to fulfil an obligation under this Treaty may bring the
matter before the Court of Justice. Before a Member State brings an action against another Member State for an alleged infringement of an obligation under this Treaty,
it shall bring the matter before the Commission. The Commission shall deliver a reasoned opinion after each of the States concerned has been given the opportunity to
submit its own case and its observations on the other party’s case both orally and in writing. If the Commission has not delivered an opinion within three months of the
date on which the matter was brought before it, the absence of such opinion shall not prevent the matter from being brought before the Court of Justice'

A sector with overlapping notification procedures (see in this connection Directive 2000/13/EC of 20 March 2000 on the approximation of the laws of the Mem-
ber States relating to the labelling, presentation and advertising of foodstuffs, OJ L 109, 6.5.2000, p. 29; Council Regulation (EC) 315/93 of 8 February 1993 relat-
ing to the establishment of Community procedures regarding contaminating substances in foodstuffs, OJ L 37, 13.2.1993, p. 1, and Council Directive 93/43/EEC
of 14 June 1993 on the hygiene of foodstuffs, OJ L 175, 19.7.1993, p. 1). The latter directive will be repealed, as from 31 december 2005, by Regulation (EC)
852/2004 of the European Parliament and of the Council of 29 april 2004 on the hygiene of foodstuffs, OJ L 139, 30.4.2004, p. 1.
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In accordance with this system, Member States always notify
their drafts under Directive 98/34/EC, independently of the no-
tification procedure(s) which may be legally applicable. Mem-
ber States shall clearly indicate, at the time of communication,
the procedures in accordance with which they intend to sub-
mit their drafts.

When the subject of the draft is exclusively covered by a specific
procedure, the 98/34/EC procedure is set aside; if this is not the
case, the part which is not covered by the specific procedure will
be examined by the Commission under Directive 98/34/EC and,
for the remainder, the specific procedure will take its course.®®

Furthermore, with regard to protection of the environment, Di-
rective 94/62/EC relating to packaging and packaging wastes!
expressly stipulates that the procedure under Directive 98/34/
EC applies to all draft measures which Member States plan to
adopt in this area.

2.2. Basic legislation already sent. With the same concern for ef-
ficiency, Member States are exempt from the obligation to send
the Commission the text of the basic legislative and regulatory
provisions concerning a draft technical regulation, 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 signifi-
cantly amended (see the third subparagraph of Article 8(1)).

2.3. Additional documentation. Conversely, Directive 98/34/EC
introduces a new obligation for Member States with regard to

draft technical regulations designed to limit the marketing or
use of a substance, a preparation or a chemical product for rea-
sons of public health, the protection of consumers or the envi-
ronment (c.f. the fourth subparagraph 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 Commis-
sion.

In order to fulfil this obligation, they must send a summary of
or references to all the relevant data available on the substance,
the preparation or the chemical product concerned and any
known substitute, the foreseeable effects of the measure, and
the results of the risk analysis.

In this respect, the Directive specifies that the analysis must be
carried 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 subsequent directives),
in the case of new substances.

2.4. New notification. Member States must notify again a draft
which has already been examined under the provisions of Di-
rective 98/34/EC, if they have made significant amendments to
the text in the meantime.

The third subparagraph of Article 8(1) specifies that amend-
ments made to the text are considered to be significant if they

%0 Thus, for example, when a draft national technical regulation lays down specifications for the labelling of foodstuffs which exceed the requirements of Directive

2000/13/EC, the procedure referred to in Article 19 of that Directive shall apply.
Directive 94/62/EC of the European Parliament and Council of 20 December 1994 on packaging and packaging waste (OJ L 365, 31.12.1994, p. 10) as amended

6

N

by Directive 2004/12/EC of 11 February 2004 (OJ L 47, 18.2.2004, p. 26).

62 Regulation on the evaluation and control of the risks of existing substances (OJ L 84, 5.4.1993, p. 1) as amended by Regulation No 1882/2003 (OJ L 284,

31.10.2003, p. 1).

63 Council Directive 67/548/EEC of 27 June 1967 on the approximation of laws, regulations and administrative provisions relating to the classification, packaging

and labelling of dangerous substances, OJ 196, 16.8.1967, p. 10.



have the effect of altering its scope, shortening the timetable
originally envisaged for implementation, adding specifications
or requirements, or making the latter more restrictive.

If a Member State nevertheless has doubts whether the amend-
ments made to its technical regulation since the initial notifica-
tion are significant, it can consult the Commission’s services on
the need for a fresh notification.

It should be emphasised that notification is not necessary in
the case of a simple restatement of provisions which are al-
ready applicable (for example, in the event of consolidation),
and which are without added legal effect or of course in the
cases provided for by Article 10 (e.g. integration in the text of
remarks made by the Commission in a detailed opinion, see
hereinafter).

b) The obligations of the Commission

When the Commission has been notified of a new draft nation-
al technical regulation, it must transmit all the information
communicated by the notifying Member State to all the other
Member States (the draft will simultaneously be sent to all the
Commission departments which may be concerned by the no-
tified regulation as a result of their specific or horizontal re-
sponsibilities).

This communication of information enables all the Member
States to be fully involved in the monitoring procedure laid
down by the Directive.

The Commission also places the notified drafts and their trans-
lations on its Website, which offers all the economic operators in

the internal market the opportunity to express their views on
draft national legislation (except where the notifying Member
State expressly requests, with justification, that the information
communicated to the Commission should exceptionally be
treated as confidential with regard to economic operators).

The Directive makes provision for allowing the Commission to
submit the draft to the Standing Committee (see Chapter IV) or
‘to the committee responsible for the field in question’ for an
opinion. These are committees which cover sectoral directives,
like the TCAM Committee, established by Directive 1999/5/EC5*
for the telecommunications sector or the ‘Recreational Craft
Committee, established by Directive 94/25/ECS for the recrea-
tional craft sector.

In practice, the Commission is responsible for administering
the procedure for the provision of information in the field of
technical regulations. The whole procedure, including the reac-
tions to the notified projects, is based on a system of electronic
data exchange, transmitted in accordance with a nomenclature
set up by the Commission.

The Directorate-General for Enterprise and Industry (DG
ENTR)% acts as the central point for the receipt of all messag-
es, texts and notifications communicated by the Member
States, regardless of the field of the draft regulation (telecom-
munications, mechanical engineering, food and agricultural
products, transport, construction, Information Society servic-
es, etc.).

The information which is circulated under the procedure is re-
communicated by the Commission to all the Member States,
firstly in the language of the notifying Member State and then

54 Directive 1999/5/EC of the European Parliament and Council of 9 March 1999 relating to radio and telecommunications terminal equipment, including the

mutual recognition of their conformity, OJ L 91, 7.4.1999, p.1.

5 Directive 94/25/EC of the European Parliament and Council of 16 June 1994 on the approximation of the laws, regulations and administrative provisions of the
Member States relating to recreational craft, OJ L 164, 30.6.1994, p. 15 (amended by Directive 2003/44/EC of 16 June 2003, OJ L 214, 26.8.2003, p. 18).

66 See Annex 1 to this booklet.



in the form of translations into all or some of the official lan-
guages of the Union.

Second stage: possible reactions open to the Commission and
the Member States

During the three months following the notification of a draft
(this period corresponds to the standstill period referred to in
Article 9(1)), the Commission and the Member States examine
the notified text in order to ascertain its compatibility with
Community law, particularly with Articles 28 and 30, 43 and 49
of the Treaty, but also with the sectoral Directives involved, and
to reach a decision, where necessary, on its consistency with
the concerned provisions.

The results of this evaluation can give rise to two types of reac-
tion by the Commission and the Member States (the Commis-
sion has, in addition, a specific option:‘blockage’ of the draft as
a result of harmonisation work, which will be examined below
in the comments on Article 9 of the Directive). The various reac-
tions, whose impact is proportional to the seriousness of the
findings, are as follows:

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 services and to the free-
dom of establishment.

In this case, neither the Commission nor the Member States re-
act during the three-month period.®” At the end of this period,
the notifying 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 98/

34/EC, 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 detailed opinion to the Member State which notified the
draft technical regulation.

Comments are sent when the notified text, although in accord-
ance 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, hav-
ing regard to the general principles 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 98/34/EC provides, in Article 8 (1) (last subparagraph),
that the comments and detailed opinions issued with regard to
technical specifications, ‘other requirements’ or rules on servic-
es linked to fiscal or financial measures, can only relate to as-
pects which may create barriers to the free movement of goods
or, inrespect of rules on services, the free movement of services
or the freedom of establishment of service operators, and not
to the fiscal or financial side of the measure. The Member States’
fiscal powers are thus not under scrutiny in this respect. The
drafts concerned also benefit from special treatment with re-
gard 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
obligation to reply to the comments received. In practice, how-
ever, the Member State frequently does so on a voluntary basis
and this increases the dialogue.

The Directive stipulates that the Member States must take com-
ments into account ‘as far as possible’ (Article 8(2)). Member

67 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.



States do, however, generally take account of the comments
they receive.

Detailed opinions (mentioned later, together with their conse-
quences, in the analysis of Article 9 of the Directive) are sent by
the Commission or the Member States when they consider that
the draft measure envisaged would, if adopted, create obsta-
cles to the free movement of goods, the freedom to provide
services or the freedom of establishment of service operators
within the internal market. These detailed opinions seek to ob-
tain an amendment to the proposed measure, in order to re-
move at source any resulting barriers to such freedoms.

These issues relate to the illegality of the draft in terms of Com-
munity law, through a breach of Article 28, 43 or 49 of the Trea-
ty. The most frequent breaches of these provisions are the ab-
sence in the text of a clause of mutual recognition of equivalent
technical specifications or of rules on services established by
another Member State, or the fact that some of the provisions
of the draft are disproportionate to the pursued objective. Fur-
thermore, the detailed opinion may relate to a breach of a Com-
munity harmonisation directive, a regulation or a decision.

A detailed opinion may not, under any circumstances, be is-
sued against draft regulations which seek manufacturing pro-
hibitions but which do not constitute a potential barrier to the
free movement of goods.

Member States must reply to a detailed opinion addressed to
them by the Commission or another Member State. Although
the Directive does not specify the time allowed for reply, it is
nevertheless desirable that a response be made as soon as pos-
sible in the interests of efficiency, preferably during the stand-
still periods of six or four months, respectively for goods and
Information society services.

If the Commission considers that the reply to its detailed opin-
ion is unsatisfactory, it can use, if the draft is actually adopted,
the procedure referred to in Article 226 of the Treaty. In the
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same case, a Member State has the right, in the event of adop-
tion of the notified draft, to institute the infringement proceed-
ings provided for by Article 227 of the Treaty.

3. The Commission can announce a Community initiative on
the subject of the proposed national measure or announces its
finding that such initiative exists. This is known as ‘blockage’
The consequences of this reaction, which is for the exclusive
use of the Commission, are described in Article 9 (3), (4) and (5)
of the Directive.

The obligation to observe the standstill periods
Article 9

1. Member States shall postpone the adoption of a draft technical
regulation for three months from the date of receipt by the Com-
mission of the communication referred to in Article 8 (1).

2. Member States shall postpone:

- for four months the adoption of a draft technical regulation in
the form of a voluntary agreement within the meaning of the
second indent of the second subparagraph of point 11 of Arti-
cle1,

— without prejudice to paragraphs 3, 4 and 5, for six months the
adoption of any other draft technical regulation (except for
draft rules on services),

from the date of receipt by the Commission of the communica-
tion referred to in Article 8(1) if the Commission or another
Member State delivers a detailed opinion, within three months
of that date, to the effect that the measure envisaged may cre-
ate obstacles to the free movement of goods within the internal
market;

— without prejudice to paragraphs 4 and 5, for four months the
adoption of any draft rule on services, from the date of receipt



by the Commission of the communication referred to in Article
8(1) if the Commission or another Member State delivers a de-
tailed opinion, within three months of that date, to the effect
that the measure envisaged may create obstacles to the free
movement of services or to the freedom of establishment of
service operators within the internal market.

With regard to draft rules on services, detailed opinions from the
Commission or Member States may not affect any cultural policy
measures, in particular in the audiovisual sphere, which Member
States might adopt in accordance with Community law, taking
into account of their linguistic diversity, their specific national and
regional characteristics and their cultural heritage.

The Member State concerned shall report to the Commission on
the action it proposes to take on such detailed opinions. The Com-
mission shall comment on this reaction.

With respect to rules on services, the Member States concerned
shall indicate, where appropriate, the reasons why the detailed
opinions cannot be taken into account.

Article 9 relates to the timing involved in notification. The date
of receipt by the Commission of the draft national technical
regulation communicated by a Member State and of all the re-
quested documents is the signal for the beginning of a period
during which the Member State concerned is strictly obliged
not to adopt the draft in question.

This period is commonly known as the standstill period.
The three-month period referred to in Article 9(1) is the initial

standstill period. It represents the period which is considered
to be necessary in order to allow the Commission and the other

Member States to examine the notified draft text and to react
to it if necessary.®®

In addition to this period, the notifying Member State is subject
to an additional standstill period, varying in length according
to the nature of the text and the type of reaction it receives.
Although comments sent to the Member State do not result in
an extension of the initial three-month standstill period, the
same does not apply to detailed opinions sent by the Commis-
sion or the other Member States.

In the event of a detailed opinion relating to a voluntary agree-
ment, the Directive stipulates that the Member States must re-
spect a standstill period of four months (Article 9(2)). It adds
only one month to the initial standstill period so that the Mem-
ber States do not lose time in gaining the benefit of measures,
the effectiveness of which is a satisfactory alternative to legisla-
tion.

One should point out that the same‘additional one-month rule’
appliesin the event of a detailed opinion concerning draft rules
on Information Society services.

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 actions it intends to take (revo-
cation of the disputed text, justification for retaining it, or the
amendment of certain provisions in order to render them com-
patible with the rules of the internal market), irrespective of
whether another Member State and/or the Commission was
the author. The Commission will comment, in turn, on the ac-
tions envisaged by the Member State in response to the de-
tailed opinion, in order to let the Member State know whether

68 With the exception of: a) urgent cases, b) laws, regulations or administrative provisions by Member States prohibiting manufacture, as long as these do not form
barriers to the free movement of goods (see Article 10(2)), c) technical specifications or other requirements linked with financial or fiscal measures (see Article

10(4)).
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these measures are suited to eliminate the barriers to the free
movement of goods, the free movement of services or the free-
dom of establishment of service operators which may have re-
sulted from the adoption of the text, or whether the justifica-
tion given for retaining the text is acceptable.

3. With the exclusion of draft rules relating to services, Member
States shall postpone the adoption of a draft technical requlation
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 inten-
tion of proposing or adopting a directive, requlation or decision
on the matter in accordance with Article 189 of the Treaty.

4. Member States shall postpone the adoption of a draft technical
regulation for 12 months from the date of receipt by the Commis-
sion 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, requlation or decision pre-
sented to the Council in accordance with Article 189 of the Treaty.

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

Paragraphs (3), (4) and (5) of Article 9 stipulate much longer
standstill periods as a result of the blockage imposed by the
Commission - and by the Commission alone - following exami-
nation 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:
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1. Paragraph (3) covers the first case: the Commission announc-
es its intention to propose or adopt a directive, regulation or
decision (in other words any of the binding Community acts
under Article 249 (former Article 189) of the Treaty on the same
subject as the text of the draft technical regulation.

This paragraph does not specify what is meant by ‘the inten-
tion’ to propose, but it concerns an intention that has been ex-
plicitly expressed, for example through inclusion in the Com-
mission’s annual legislative programme.

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

In the field of Information Society services, the Commission
cannot require postponement of the adoption of a draft simply
by stating its intention to propose or adopt a binding Commu-
nity act relating to the subject of the text. The fact that the
Commission is in the process of drawing up a draft Community
act is not sufficient to justify a waiting period of twelve months
for the Member State concerned.

2.In the second case (paragraph (4)), the Commission finds that
the notified draft technical regulation concerns a matter which
is covered by a proposal for a directive, regulation or decision
presented to the Council.

In this case, as in the preceding case, the notifying Member
State must respect a standstill period of 12 months. Contrary to
the preceding case, this effect applies also in the field of Infor-
mation Society services.

3. Paragraph (5) envisages the third specific case, when the
Council adopts a common position during the twelve-month
blockage imposed in the two previous situations.

The Directive then stipulates that the standstill period imposed
on the Member States is extended to 18 months.



It should be emphasised that the ‘common position’ referred to
represents a stage of the Community legislative process under
the procedures of co-operation®” and co-decision,’® the first in-
volving the European Parliament in the Council’s decision-mak-
ing power and the second giving it the power to adopt, jointly
with the Council, certain regulations, decisions and directives.

These two procedures provide for a second reading of the text
by the Parliament, which explains the need to extend the
standstill period.

6. The obligations referred to in paragraphs (3), (4) and (5) shall
lapse:

- when the Commission informs the Member States that it no long-
er intends to propose or adopt a binding Community act,

— when the Commission informs the Member States of the with-
drawal of its draft or proposal,

- when the Commission or the Council has adopted a binding
Community act.

Paragraph (6) concerns the expiry of the standstill periods im-
posed on the Member States in the case of the Commission
blocking a draft technical regulation.

Since blockage postpones the adoption of national legislation
without precise knowledge of the length of the process which
will lead to the final approval of Community legislation, the
Commission uses this instrument with caution.

It is logical that, where Community action which is envisaged
or in progress does not produce a result, the standstill obliga-
tions imposed by paragraphs (3), (4) and (5) should lapse in or-
der to allow the Member States to complete the postponed

legislative work at a national level and to adopt the technical
regulation.

These standstill obligations also lapse when the Council, to-
gether with the Parliament in case of co-decision, or when the
Commission adopts the announced binding Community act.

7. Paragraphs 1 to 5 shall not apply in cases where:

- for urgent reasons, occasioned by serious and unforeseeable
circumstances relating to the protection of public health or
safety, the protection of animals or the preservation of plants
and, for rules on services, also for public policy, notably the pro-
tection of minors, a Member State is obliged to prepare techni-
cal regulations in a very short space of time in order to enact
and introduce them immediately without any consultations be-
ing possible or

- for urgent reasons occasioned by serious circumstances relat-
ing to the protection of the security and the integrity of the fi-
nancial system, notably the protection of depositors, investors
and insured persons, a Member State is obliged to enact and
implement rules on financial services immediately.

In the communication referred to in Article 8, the Member State
shall give reasons for the urgency of the measures taken. The
Commission shall give its views on the communication as soon as
possible. It shall take appropriate action in cases where improper
use is made of this procedure. The European Parliament shall be
kept informed by the Commission.

This paragraph provides that the standstill periods are not ap-
plicable when a Member State, in order to respond to an urgent
and unforeseeable situation such as, for example, a natural dis-
aster (the need to protect people, the atmosphere, soil or wa-
ter), an epidemic, an animal epidemic, etc,, is obliged to pre-

% Procedure established by the Single European Act in 1986 and then introduced as Article 189c of the EC Treaty by the Maastricht Treaty. (Today Article 252).
70" Article 189b, introduced into the EC Treaty by the Maastricht Treaty. (Today Article 251).



pare technical regulations for immediate introduction, without
having time to consult the Commission and the other Member
States beforehand.

Concerning rules on services, Member States can invoke the
urgency clause also for urgent reasons, occasioned by serious
and unforeseeable circumstances relating to public policy, no-
tably the protection of minors. This new concept reflects the
special importance attached by the Community legislator to
the protection of minors in the context of the new services.

The urgency clause may also be invoked, where rules relating to
financial services are concerned, for urgent reasons occasioned
by serious circumstances relating to the protection of the secu-
rity and the integrity of the financial system, notably the protec-
tion of depositors, investors and insured persons. This special
and less strict form of urgency clause is provided for exclusively
in the field of Information Society financial services on account
of certain risks and requirements specific to this sector.

These exceptional circumstances do not exempt the Member
State from the obligation to inform the Commission of the
planned measures 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 jus-
tified and to give its views on the communication as quickly
as possible.

In practice, the Commission carries out a very thorough analy-
sis of the reasons given, on the basis of the two criteria con-
tained in this paragraph: the seriousness of the situation and
(apart from financial services) its unforeseeable nature.

If the Commission considers that these criteria are not met, it
disputes the justification of urgency; conversely, the Commis-
sion 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
to trade in any way.
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In the event of the adoption of measures whose urgency has
been disputed, without observance of the standstill period,
the Commission can launch the infringement procedure re-
ferred to in Article 226 of the Treaty against the Member State
concerned for breach of the obligations provided by the Di-
rective.

Exceptions to the obligation to notify or observe standstill
periods

Article 10

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 obligation to comply with the standstill peri-
ods stipulated in Article 9.

1. Articles 8 and 9 shall not apply to those laws, regulations and
administrative provisions of the Member States or voluntary
agreements by means of which Member States:

- comply with binding Community acts which result in the adop-
tion of technical specifications or rules on services;

— fulfil the obligations arising out of international agreements
which result in the adoption of common technical specifica-
tions or rules on services in the Community;

The limits to this exception can best be illustrated with refer-
ence to the fundamental objective of the Directive, which is the
elimination of unjustified trade barriers.

If the Member States adopt the same set of rules as required by
a Community Directive, trade barriers and differences between
national laws are removed at the same time, and the procedure
laid down by Directive 98/34/EC is no longer needed.



This reasoning is the same with regard to international agree-
ments: when such an agreement contains precise provisions
and there is no scope for divergence, the adoption by the twen-
ty-five Member States of a uniform set of rules is not, in princi-
ple, likely to result in trade barriers.

The situation is different when the Community act or the inter-
national 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.

Several judgments have clarified the scope of the exception
laid down in the first indent of Article 10(1) of Directive 98/34/
EC, whereby Member States are not obliged to notify texts by
means of which they comply with binding Community acts
which result in the adoption of technical specifications or rules
on Information Society services.

In the joined Albers, Van den Berkmortel and Nuchelmans
cases’!, the Court considered that in issuing the prohibition on
administering Clenbuterol to fattening cattle, the Netherlands
honoured its obligations under Directive 86/469/EEC concern-
ing the examination of animals and fresh meat for the presence
of residues, and was therefore exempt, under Article 10, from
the duty of notification.

Conversely, the Court specified, in the Unilever judgment’? that
Article 10 of the Directive may not be invoked when a provision
of a directive allows the Member State sufficient room for ma-
noeuvre. This was the case in point. Italy had asserted that
Council Directive 79/112/EEC on the labelling of foodstuffs im-
posed the obligation to include in the labelling, particulars of
the place of origin or provenance of the product in cases where

failure to give such particulars might mislead the consumer to
a material degree as to the true origin or provenance of the
foodstuff. According to the Court, this provision is drafted in
general terms which leaves sufficient room for manoeuvre for it
to be concluded that national rules on labelling relating to the
origin of olive oil cannot be regarded as national provisions
conforming to a binding Community act within the meaning of
the first indent of Article 10(1) of the Notification Directive.

This restrictive interpretation of the first indent of Article 10(1)
of the Directive was confirmed by the Court in ‘the Canal Satél-
ite Digital’ judgment’3. In this judgment, the Court reiterated
that Article 10 of Directive 98/34/EC shows that Articles 8 and 9
do not apply to laws, regulations or administrative provisions of
Member States, or to voluntary agreements entered into by
them, whereby Member States comply with binding Commu-
nity measures which result in the adoption of technical specifi-
cations. To the extent that the national legislation at issue in the
main proceedings transposed Directive 95/47/EC on the use of
standards for the transmission of television signals, and to that
extent only, there would be no obligation to notify under the
Notification Directive. However, having regard to the content of
Directive 95/47, the Court considered that the national legisla-
tion in question, in so far as it established a system of prior ad-
ministrative authorisation, - which in fact is not provided by Di-
rective 95/47/EC - could not qualify as legislation whereby the
Member State complies with a binding Community measure re-
sulting in the adoption of technical specifications.

The same reasoning applies to measures adopted to conform
with an international agreement which contains specific provi-
sions for the implementation of which no possibility of diver-
gence is laid down. Measures adopted to conform with an
agreement to which all the Member States are party come

71 Case C-425/97 ‘Albers’, Case C-426/97 ‘Van den Berkmortel’, Case C-427/97 ‘Nuchelmans’[1999] ECR -2947.

72 Case C-443/98 ‘Unilever’ [2000] ECR I-7535.
73 Case C-390/99 ‘Canal Satélite Digital’ [2002] ECR I-607.



within this exception; if these are measures adopted to con-
form with an international agreement to which not all the
Member States are party, they must be notified.

— make use of safeguard clauses provided for in binding Commu-
nity acts;

The Member States do not have to notify the Commission of
the draft provisional measures which they are authorised to
take under the safeguard clause contained in Community Di-
rectives, in accordance with Article 95 of the Treaty. This Article
lays down in paragraph 10 that ‘The harmonisation measures
(....) shall, in appropriate cases, include a safeguard clause author-
ising the Member States to take, for one or more of the non-eco-
nomic reasons referred to in Article 30, provisional measures sub-
ject to a Community control procedure!

These non-economic reasons can relate to public morality,
public order or public security; the protection of the health and
life of humans, animals or plants, the protection of national
treasures possessing artistic or archaeological value or the pro-
tection of industrial and commercial property.

- apply Article 8 (1) of Council Directive 92/59/EEC;*

The Member States do not have to notify draft national techni-
cal regulations relating to the application of Article 12 (1) of the
Directive on general product safety.

This Article provides that ‘where a Member State adopts or de-
cides to adopt, recommend or agree with producers and distribu-
tors, whether on a compulsory or voluntary basis, measures or ac-

tions to prevent, restrict or impose specific conditions on the
possible marketing or use, within its own territory, of products by
reason of a serious risk, it shallimmediately notify the Commission
thereof through RAPEX"S. It shall also inform the Commission
without delay of modification or withdrawal of any such measure
oraction (...).

— restrict themselves to implementing a judgment of the Court of
Justice of the European Communities;

The Member States do not have to notify national measures
which have the sole objective of implementing a judgment of
the Court of Justice relating to an aspect other than the notifi-
cation of a technical regulation. Judgments by this Court, which
is responsible for ensuring compliance with Community law,
must be enforced immediately.

- restrict themselves to amending a technical regulation within
the meaning of point 11 of Article 1, in accordance with a Com-
mission request, with a view to removing an obstacle to trade
or, in the case of rules on services, to the free movement of
services or the freedom of establishment of service operators.

The Member States are not required to notify national meas-
ures aimed solely at amending a technical regulation in order
to remove obstacles in response to a request, for instance
through a detailed opinion or comments, from the Commis-
sion (for example, a request for the inclusion of a mutual recog-
nition clause, based on Article 28 of the Treaty), since these
measures are precisely in accordance with the objective of Di-
rective 98/34/EC.

74 Directive of 29 June 1992 on general product safety, OJ L 228, 11.8.1992, p. 24. This Directive has been repealed by Directive 2001/95/EC of 3 December 2001
on general product safety. The relevant article is Article 12(1) of Directive 2001/95/EC.

75 RAPEX, whose legal basis is Directive 2001/95/EC on General Product Safety, serves as a single rapid alert system for dangerous consumer products. All non-
food products intended for consumers or likely under reasonably foreseeable conditions to be used by consumers are included within the scope of RAPEX, with

the exception of pharmaceutical and medical products.
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2. Article 9 shall not apply to the laws, regulations and administra-
tive provisions of the Member States prohibiting manufacture in-
sofar as they do not impede the free movement of products.

3. Article 9 (3) to (6) shall not apply to the voluntary agreements
referred to in the second indent of the second subparagraph of
point 11 of Article 1.

4. Article 9 shall not apply to the technical specifications or other
requirements or the rules on services referred to in the third indent
of the second subparagraph of point 11 of Article 1.

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 or rules on services linked to fiscal or finan-
cial measures.

In the first case, it is obvious that postponement of the adop-
tion of measures only makes sense if the manufacturing prohi-
bitions present a potential risk of constituting a technical bar-
rier to trade in the internal market. In the second case, it was
considered inopportune to require postponement of adoption
of measures linked to the fiscal system of the Member States.

As far as draft regulations concerning fiscal or financial meas-
ures 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), the blockage and the stand-
still obligations applicable to draft national regulations con-

cerning 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
Directive 98/34/EC that the information procedure applicable
to technical regulations is quite complex. The handbook pro-
duced by the Commission departments explains in detail how
the procedure operates in practice.”®

Furthermore, the Directive’s provisions on technical regulations
impose very strict obligations on the Member States (much
more restrictive than those applicable to standards), which are
balanced by the right to react to draft national regulations be-
ing prepared by other Member States and by the saving of time
and of much more complex procedures, both at Community
and national levels, which would result from ex post procedures
purely limited at removing already existing regulatory obsta-
cles.

Where the Member States fail to meet their obligation to com-
municate their draft technical regulations to the Commission,
or do not observe the standstill periods laid down in the Direc-
tive, the Commission can institute infringement proceedings,
under Article 226 of the Treaty, as already mentioned.

When the Member State concerned does not comply, the pro-
cedure 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 tech-
nical regulations with which they are required to comply, but
which have not been notified, cannot be enforced against

76 Standing Committee Document 94/94 - final of 8 June 1995 and Standing Committee Document S-42/98 (def).

77 Reference is made to these judgments in Point V of the bibliography.



them.”® Furthermore, the Unilever judgment laid down that
even a measure which is notified but which is subsequently
adopted during the standstill period laid down in Article 9 of
Directive 98/34/EC, cannot be enforced against individuals.”

78 Case C-194/94 ‘CIA Security’ [1996] ECR |-2201 and Case C-226/97 ‘Lemmens’ [1998] ECR I-3711.
79 Case C-443/98 'Unilever’ [2000] ECR |-7535.
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Chapter IV: The Standing Committee

Article 5

A Standing Committee shall be set up consisting of representa-
tives appointed by the Member States who may call on the assist-
ance of experts or advisers; its chairman shall be a representative
of the Commission.

The Committee shall draw up its own rules of procedure.
Article 6

1. The Committee shall meet at least twice a year with the repre-
sentatives of the standards institutions referred to in Annexes |
and Il.

The Committee shall meet in a specific composition to examine
questions concerning Information Society services.

2. The Commission shall submit to the Committee a report on the
implementation and application of the procedures set out in this
Directive, and shall present proposals aimed at eliminating exist-
ing or foreseeable barriers to trade.

3. The Committee shall express its opinion on the communications
and proposals referred to in paragraph 2 and may in this connec-
tion propose, in particular, that the Commission:

— request the European standards institutions to draw up a Euro-
pean standard within a given time limit,

— ensure where necessary, in order to avoid the risk of barriers to
trade, that initially the Member States concerned decide
amongst themselves on appropriate measures,

- take all appropriate measures,
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- identify the areas where harmonisation appears necessary,
and, should the case arise, undertake appropriate harmonisa-
tion in a given sector.

4. The Committee must be consulted by the Commission:

a) before any amendment is made to the lists in Annexes | and Il
(Article 2 (1));

b) when drawing up the rules for the consolidated presentation of
information and the plan and criteria for the presentation of
standards programmes (Article 2 (2));

¢) when deciding on the actual system whereby the exchange of
information provided for in this Directive is to be effected and
on any change to it;

d) when reviewing the operation of the system set up by this Direc-
tive;

e) on the requests to the standards institutions referred to in the
first indent of paragraph 3.

5. The Committee may be consulted by the Commission on any
preliminary draft technical regulation received by the latter.

6. Any question regarding the implementation of this Directive
may be submitted to the Committee at the request of its Chairman
or of a Member State.

7. The proceedings of the Committee and the information to be
submitted to it shall be confidential.

However, the Committee and the national authorities may, provided
that the necessary precautions are taken, consult, for an expert opin-
ion, natural or legal persons, including persons in the private sector.

8. With respect to rules on services, the Commission and the Com-
mittee may consult natural or legal persons from industry or



academia, and where possible representative bodies, capable of
delivering an expert opinion on the social and societal aims and
consequences of any draft rule on services, and take notice of their
advice whenever requested to do so.

Articles 5 and 6 describe the composition and role of the Stand-
ing Committee, which is referred to repeatedly in the provisions
of Directive 98/34/EC.

The Committee is composed of representatives of the Member
States’ national authorities and chaired by a representative of
the Commission. It has competence for standards and techni-
cal regulations,®® and constitutes the focal point for discussion
of all the problems connected with the implementation of the
Directive. It therefore plays a very important role in supervising
the operation of the procedure and in the examination of poli-
cy issues raised by the notifications and also in developing an
administrative network between national authorities.

The operating rules of this body have been agreed by the Mem-
ber States and the Commission, since the Directive stipulates
that the Committee shall draw up its own rules of procedure.
The only rules imposed by the Directive on the Standing Com-
mittee are the obligation to meet representatives of the Euro-
pean and national standards institutions at least twice a year,
and to guarantee the confidential nature both of the informa-
tion submitted to it and of its proceedings.

This duty of discretion does not, however, prevent the Commit-
tee 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 indispensable, since the na-
tional 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 Article

8 (4), the Member States expressly request that notifications
which they have carried out be treated confidentially as an ex-
ception. In this case, the Committee must take the necessary
precautions in order to safeguard the legitimate and duly justi-
fied interests of the Member States.

In practice, the Standing Committee meets approximately four
times per year. These meetings are convened by the Commis-
sion.

Because of its varied responsibilities, the Standing Committee
has general powers, common to the two aspects of Directive
98/34/EC, and specific powers limited to each of them.

1. General powers

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.

In addition, it must be consulted by the Commission on certain
points, including the choice of the system to be used in prac-
tice for the exchange of information laid down by the Direc-
tive.

The Committee expresses an opinion on proposals presented
by the Commission in order to limit existing or potential trade
barriers: it can, for example, ask the Commission to encourage
dialogue between the Member States, so that they can find - in
application of the subsidiarity principle - solutions between
themselves. The encouragement of such dialogue is in accord-
ance with the spirit of Directive 98/34/EC, which seeks to re-
move barriers at source, by prevention rather than coercion.

Every two years, the Commission presents to the Committee
the report which it will send to the European Parliament, the

80 Hence its title: ‘Standards and Technical Regulations Committee’ or ‘98/34/EC Committee’



Council and the European Economic and Social Committee on
the results of the application of the Directive (see Article 11).

2. Specific powers under the procedure applicable to techni-
cal regulations.

The meetings of the Standing Committee enable the Commis-
sion departments and the Member States to exchange views
on all aspects of the application of the ‘technical regulations’
part of the Directive.

The Standing Committee can specifically request the Commis-
sion to identify those areas in which harmonisation of national
legislation is necessary and to begin work at a European level
(the preparation of a draft or a proposal for a decision, direc-
tive 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 the Notification
directive.8! It draws up a list of national authorities, other than cen-
tral governments, whose technical regulations fall within the
scope of the Directive and examines any draft amendment to this
list. The Committee is also the forum for discussion of numerous
issues, from technical problems encountered in the exchange of
information by electronic mail, to the difficulties arising from the
overlapping of the 98/34/EC procedure with the notification pro-
cedures provided for by other Community acts; certain notified
draft technical regulations are placed on the agenda with a view
to finding solutions to specific problems raised.

Apart from the 98/34/EC Committee, meetings organised with-
in the Member States, known as ‘package’ meetings, extend,
where necessary, direct contacts between the representatives

of the national authorities responsible for drafts and the Com-
mission departments.

These meetings also provide an opportunity for contacts with
the representatives of the central units of the Member States
responsible for the application of Directive 98/34/EC, with a
view to settling practical problems encountered in the applica-
tion of the information procedure, finding solutions which will
enable infringement proceedings launched by the Commis-
sion for non-notification of draft national regulations to be
closed, or avoiding such proceedings.

3. Specific powers under the standards procedure

The Standing Committee must be consulted by the Commis-
sion on any amendment to the lists of European or national
standardisation bodies shown in the Annexes | and respective-
ly Il of the Directive, and on the presentation format of national
and European standards programmes.

It must also be consulted on any request (mandate) which the
Commission plans to give to CEN, CENELEC or ETSI, for the
preparation of harmonised European standards. This relates,
among other things, to standards in the fields governed by the
‘New Approach’ Directives (machinery, construction products,
toys, personal protection equipment, simple pressurised appli-
ances, gas appliances, medical devices, telecommunications
terminals, etc.), and standards in other European fields/policies
with a view to implement these policies (energy, environment,
consumer protection, new technologies, etc.).

Before giving a mandate to the standardisation bodies, the
Commission always ensures that it has the political support of
the Member States by consulting them through the Commit-

81 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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tee on the relevance and timeliness of undertaking standardi-
sation work on a European level.

A positive response from the Standing Committee leads the
Commission to invite the European standardisation bodies to
prepare one or more standards within a given period. During
this period, the Member States will take all necessary measures
to ensure that their respective standardisation bodies neither
prepare nor introduce standards in the same field (see Article 7).

The fact that the national authorities participate in the award
of mandates has the result of involving them in the results of
European standardisation work. They therefore have an incen-

82 See the Vademecum on European Standardization:

http://europa.eu.int/comm/enterprise/standards_policy/vademecum/index.htm
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tive to facilitate the work of the standardisation bodies and en-
deavour to remove any possible obstacles to the full applica-
tion of European standards.

The Standing Committee also reviews progress of mandated
work and discusses several problems relating to standardisa-
tion in the framework of Directive 98/34/EC.

Moreover this standing Committee is also consulted on pos-
sible shortcoming in mandated standards, as stipulated in
New Approach Directives. This procedure is known as the
procedure for formal objections against an harmonised
standard.®?









Chapter V: The Application of the Directive

Reports and statistics
Article 11

The Commission shall report every two years to the European Par-
liament, the Council and the Economic and Social Committee on
the results of the application of this Directive. Lists of standardisa-
tion work entrusted to the European standardisation organisa-
tions pursuant to this Directive, as well as statistics on the notifica-
tions received, shall be published on an annual basis in the Official
Journal of the European Communities.

Not later than two years from the 5% of August 1999, the Commis-
sion shall submit to the European Parliament and the Council an
evaluation of the application of Directive 98/34/EC in particular in
the light of technological and market developments for the serv-
ices referred to in point 2 of Article 1. Not later than three years
from the above mentioned date, the Commission shall, if neces-
sary, make proposals to the European Parliament and to the Coun-
cil for a revision of the said Directive.

To this end, the Commission shall take into account any observa-
tions that might be communicated to it by Member States.

This Article sets out the Commission’s obligations in respect of
guaranteeing the transparency of information on the applica-
tion of Directive 98/34/EC, both as regards the Community insti-
tutions and bodies representing the political and economic in-
terests of the citizens of the Union, and the citizens themselves.

The reports which the Commission must submit to the Euro-
pean Parliament, the Council of Ministers and the European
Economic and Social Committee describe the operation of the
Directive during the reference period.®* A specific report from
the Commission to the European Parliament and the Council
on the evaluation of the application of Directive 98/34/EC in
the field of Information Society services was published in 2003
to take stock of the situation since the Directive was extended
to this sector in August 1999.84

The list of tasks entrusted by the Commission to CEN, CENELEC
or ETSI (‘'mandates’), and the statistics prepared by the Com-
mission on the basis of communications received under Direc-
tive 98/34/EC, are also directly accessible, since they are pub-
lished every year in the Official Journal of the European Union
(OJEV).85

Reference to the Directive at the time of adoption of techni-
cal regulations

Article 12

When Member States adopt a technical regulation, it shall contain
a reference to this Directive or shall be accompanied by such refer-
ence on the occasion of its official publication. The methods of
making such reference shall be laid down by Member States.

This Article requires Member States to make reference to Direc-
tive 98/34/EC either in the text of the new technical regulations
they adopt or as an accompaniment to this text at the time of
its publication. The wording of this reference is left to the dis-
cretion of the Member States.

85 The last report, published under the reference COM(2003) 200 final, 23 May 2003 covers the period 1999 - 2001.

84 COM(2003) 69 final, 13.2.2003.

85 This publication obligation was laid down by Directive 94/10/EC, in force since 1 July 1995. Statistics relating to technical regulations notified in 2004 under
Directive 98/34/EC were published in OJ C 158, 29.6.2005, p. 20. The statistics can also be consulted on the Website of the Commission dedicated to Directive

98/34/EC.
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Although this reference is not an absolute guarantee of com-
pliance by the Member State with the provisions of the Direc-
tive, it does at least establish a presumption that the technical
regulation has been duly notified.

This obligation is of fundamental importance for the informa-
tion of private individuals, who are authorised to assert their
rights in the case of the adoption of a technical regulation with-
out prior notification (see the ‘CIA Security’ judgment, referred
to in the following Chapter).

Timetable and application methods

Directive 83/189/EEC was adopted on 28 March 1983 and en-
tered into force on 1 April 1984. It was first amended by Direc-
tive 88/182/EEC, which entered into force on 1 January 1989.
The second amendment came into force on 1 July 1995 and
was brought about by Directive 94/10/EC.

The procedure was then codified by Directive 98/34/EC of 22
June 1998 and modified by Directive 98/48/EC of 20 July 1998,
mainly to extend its application to Information Society services.
This extension came into force on 5 August 1999.

The manner in which these Directives were transposed was
left, as for any other Directive, to the discretion of the Mem-
ber States in accordance with Article 249 of the Treaty which
states that ‘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:8¢

Directive 98/34/EC 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 ad-
ministrative mechanisms.

86 As opposed to a regulation which ‘shall be binding in its entirety’ and ‘directly applicable in all Member States.
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Chapter VI: Access to information
by private individuals and industry
and the remedies available to them

Although the implementation of Directive 98/34/EC is above
all a matter for the parties involved in the procedure for the
provision of information in the field of technical standards and
regulations - the Commission, Member States, the European
and national standardisation bodies - information on draft na-
tional standards and technical regulations is of considerable
interest to all the citizens of the Union.

The Commission urges all economic operators, the real benefi-
ciaries of the notification procedure, including all the catego-
ries of recipients of Information Society services (companies,
professionals, consumers, etc.), to inform themselves of all the
initiatives planned by the national standardisation bodies and
of all the draft legislation and regulations being prepared by
the Member States at a sufficiently early stage, in order to be
able, should they so wish:

- to take part in the work of preparing standards relating to
their field of activity in the standardisation committee of the
national body which has initiated this work;

- to anticipate the adoption of future national standards or
technical regulations in other Member states, by adapting
their production in order to comply with the precise content
of these texts. In this way, manufacturers can, when the time
comes, immediately export products which comply fully
with the requirements of these standards or regulations;

- to express their views on necessary amendments to planned
technical regulations which may form barriers to trade, in or-

der to facilitate the access to products and to Information So-
ciety services at crossborder level. Economic operators can
submit their comments on difficulties which may arise from
the application of the texts, once adopted, in their field.

This is invaluable information for the Commission depart-
ments, since they do not have equivalent practical experi-
ence of the relevant fields.

These comments may be sent directly to the relevant Com-
mission departments or to the national authorities responsi-
ble for administering Directive 98/34/EC in the field of tech-
nical regulations. The Commission and Member States may
then, on this basis, send comments or detailed opinions to
the notifying Member State with a view to the removal of
protectionist elements identified in the draft.

If the options open to the citizens and undertakings of the Eu-
ropean Union under Directive 98/34/EC are to be exercised in
full, private individuals and businesses must consult the sourc-
es of information made available by the Commission. A list of
these information sources is given below:

1. Information published in the Official Journal of the Euro-
pean Union, Series C

- Each year the Commission publishes a list in the Official Jour-
nal of the European Union of the new standardisation work
which it has mandated CEN, CENELEC or ETSI to carry out (in
accordance with Article 11 of the Directive).

- Each year, the Commission publishes statistics in the OJEU
on the notifications received, the reactions to these notifica-
tions, and infringement proceedings instituted during the
year for failure to fulfil the obligations under the Directive (in
accordance with Article 11 of the Directive).?’

87 See the statistics on technical regulations notified in 2004 under Directive 98/34/EC, OJ C 158, 29.6.2005, p. 20.



- Each week, the Commission publishes in the OJEU the titles of
draft national technical regulations notified under the 98/34/
EC procedure and in each case the expiry date of the initial
three-month standstill period provided for by the Directive
(when the Commission accepts a request for urgency by a no-
tifying Member State, this information is also published in the
Official Journal of the European Union, Series C).

2. Other sources of information

- In order to facilitate industry’s access to national technical
regulations, the Commission has developed a comprehen-
sive database of all notified draft texts called TRIS (Technical
Regulations Information System) which is accessible to the
public on the Europa website. 88

In addition to the search system, the general public can use the
automatic Alert System via this Website. All one needs to do is
register and select one or several notification categories. TRIS
will automatically e-mail the subscriber as soon as a new noti-
fied textin the chosen category or categories has been received.
If a draft under examination subsequently causes the subscrib-
er problems or is likely to hinder trade relations in the European
Union, he/she is invited to forward any comments and make
any concerns known either to the Commission or to the author-
ities responsible in his/her particular Member State.

Interested parties may also obtain the text of draft technical
regulations from the central units of the Member States (list-
ed in Annex 1 to this booklet) which are responsible for noti-
fying the Commission of national draft technical regula-
tions.

They can ask to consult the monthly register at the Central
Secretariat of CEN/CENELEC, which is distributed to all the

88 http://europa.eu.int/comm/enterprise/tris/

national standardisation bodies (listed in Annex 2 to this
booklet), in order to find information communicated on new
work entered in the national standards programmes.

- They can contact the national standardisation bodies, mem-
bers 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 Direc-
tive, both as regards the ‘standards’ and the ‘technical regu-
lations’ aspect, which are regularly published by the
Commission.??

- The Commission issues press releases to inform private indi-
viduals and companies of infringement proceedings against
texts of technical regulations adopted in breach of the Direc-
tive. This information can be used by a private individual or a
company before a national authority, in support of the prin-
ciple of non-applicability of a technical regulation adopted
in breach of Directive 98/34/EC.

3. The inapplicability of the ‘non notified’ technical regula-
tions

The above cited sources of information enable private individ-
uals and other interested parties to be informed of the notifica-
tions 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 and the ‘Unilever’ judgment, deliv-
ered under the preliminary ruling procedure by the Court of
Justice, are key elements in the protection of private individu-

89 The reference numbers of these reports are given in the bibliography for this booklet.
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als against failure on the part of Member States to fulfil their
obligations under Directive 98/34/EC.7°

These judgments specify the consequences of the adoption
of a technical regulation in breach of the obligations laid
down by Directive 98/34/EC: private individuals can invoke
Articles 8 and 9 of the Directive before the national court,
which must refuse to apply a national technical regulation
that has not been notified in accordance with the Directive or
which has been notified but has been adopted during and
not after the expiration of the standstill period laid down by
the Directive.

Private individuals and enterprises have the possibility to en-
sure that any technical regulation adopted by a Member State

is monitored before its adoption by the Commission and the
other Member States (with the exceptions mentioned in the
Directive). If this is not the case, a company, 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 national court proceedings resulting from the matter, the
court must then set aside the application of the regulation and
cannot, as a result, regard it as having been breached.

This sanctioning of the principle of the non-applicability to
third parties of national technical regulations which have not
been notified, supports the position which had been already
adopted by the Commission in 1986°! and enhances the pro-
tection of the interests of private individuals and enterprises in
this respect.

% Judgment of 30th 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, deliv-
ered in Case C-194/94 ‘CIA Security’ [1996] ECR 1-2201 and Judgment of 26™ September 2000 ‘Interpretation of Council Directive 83/189/EEC laying down a
procedure for the provision of information in the field of technical standards and regulations — Obligations of notification and postponement of adoption - Ap-
plicability in civil proceedings, delivered in Case C-443/98 ‘Unilever’ [2000] ECR I-7535!

91 Communication from the Commission concerning the non-respect of certain provisions of Directive 83/189/EEC, No 86/C 245/05, published in OJ C 245,

1.10.1986, p. 4.
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Conclusion

In the context of the 2005 renewed Lisbon strategy and as part
of its Better Regulation programme, the Commission an-
nounced its intention to launch a comprehensive initiative to
ensure that the regulatory framework in the EU meets the re-
quirements of the twenty-first century. Closer cooperation with
the Member States to ensure that better regulation principles
are applied consistently throughout the EU and the reinforce-
ment of the constructive dialogue between all regulators at the
EU and national level and with stakeholders were identified as
key action lines in this respect.

It is clear from a review of more than twenty years’ experience
with the implementation of the Notification Procedure during
which time the Commission has screened more than 10.000
draft national measures that significant progress has been
made in preventing the emergence of new barriers to trade,
simultaneously saving onerous legal, administrative and eco-
nomic costs. In this respect the 98/34 Notification procedure
may be considered a precursor for better regulation as it has
proved to be an effective instrument of industrial policy and
competitiveness which has created various channels of com-
munication between all the main stakeholders. Consequently,
it represents a model of regulatory transparency and adminis-
trative cooperation whose scope of application might be fur-
ther extended and provide similar benefits in other sectors.

Although the completion of the internal market in 1993 does
not appear to have diminished Member States’ need to enact
detailed legislation on products, they have become gradually
familiar with the rules of the internal market, the principle of
mutual recognition arising from the ‘Cassis de Dijon’ precedent
and the principles of transparency and co-operation, which
now govern their activities in the field of technical standards
and regulations. Similarly, even if more recently, in the area of
services this mechanism has played an important educational
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role in the case of national authorities, notably as regards the
need to make a clear legal distinction between operators act-
ing under the freedom of establishment and those only wish-
ing to provide crossborder services.

This is evident, among other things, from the inclusion of the
mutual recognition clause in certain draft national legislative
texts at the notification stage; the goodwill shown by the Mem-
ber States in correcting errors discovered by the Commission
or by the other Member States in notified drafts; the compli-
ance in the vast majority of cases with the obligation to notify
planned new standardisation activities and draft technical reg-
ulations; and from the rapid development of European stand-
ardisation.

In more or less 95% of the cases where the Commission reacted
in order to bring the national draft regulations into conformity
with Community law, Member States agreed to carry out the
necessary changes and to align their legislation with EC law,
thus avoiding the launching of the more cumbersome infringe-
ment procedures by the Commission. The cooperation and dis-
cussion fostered between Member States through the 98/34
procedure is evidenced by the fact that between 2002 and
2004, for instance, Member States exchanged 230 detailed
opinions

This progress in European integration, which facilitates the
maintenance and growth of trade, is the fruit of the joint efforts
of the Commission and the Member States. By acting together
to prevent the emergence of new technical barriers to trade,
they reduce the need for legislation on a Community level, and
at the same time enhance the quality of the technical stand-
ards and regulations adopted at national level. Directive 98/34/
EC is the key instrument of Community policy to combat barri-
ers to trade which has made this possible.

Despite its success, the procedure laid down by Directive 98/
34/EC could still be improved. This requires clear identification
of the points in need of improvement.



As far as standards are concerned, late notifications and some-
times rather vague descriptions of new work are the shortcom-
ings most frequently mentioned by the European standardisa-
tion bodies when examining the notifications. In addition, the
number of comments submitted by the national standardisa-
tion bodies remains very low in comparison with the number
of notifications received. This is a sign that economic operators
in the Union are still not making full use of their opportunities
to express objections to texts which constitute a potential
threat to the satisfactory operation of the internal market.

The reason seems to be that the European standardisation
bodies can still not fully rely on the assistance of their national
counterparts in organising, on a national level, the widest pos-
sible distribution of the information which they have on draft
standards in preparation in other Member States, with a view
to encouraging comments or participation by manufacturers
in their sector of activity. By being on the alert and requesting
the necessary information from the proper quarters, industry
itself can contribute to a more effective circulation of informa-
tion, since the voicing of its needs could encourage the estab-
lishment, where necessary, of appropriate information relays.

With regard to the procedure for the provision of information
applicable to technical regulations and rules on Information
Society services, 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 provi-
sions erroneously 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 pur-
sue its information activities in this area, in particular through
enhanced dialogue with the national authorities.

The Commission appreciates industry’s increased participation in
the examination of draft measures. Some European federations
exercise a high degree of ‘legislative vigilance’and are very active

92 COM(2002) 441 final.
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in defending their legitimate interests by informing the Commis-
sion or the national authorities about certain drafts which, if
adopted, would create technical barriers. The involvement of in-
dividual enterprises and particularly small and medium-sized
businesses, which are often more reserved, could be improved.
They should not hesitate to seek information and speak up, even
in a confidential way, when they consider that the technical prod-
uct specifications being prepared in countries to which they ex-
port could harm their interests, if adopted as they stand.

The Commission has taken some important steps to facilitate
the participation of industry. In principle, notified drafts are
translated into all Community languages and are then available
free of charge to the public on the Europa site, via the TRIS
(Technical Regulations Information System) database. Further-
more, the Commission has set up an automatic alert system to
which the public may subscribe. This permits economic opera-
tors to be automatically notified by TRIS via e-mail as soon as a
new notified text is received in the product or Information So-
ciety services category or categories selected.

Directive 98/34/EC is at a turning point: the adoption of Direc-
tive 98/48/EC on Information Society services and the acces-
sion of ten new Member States to the Union on 1 May 2004
have radically changed the application of the legislation, the
geographical scope of which will continue to expand.

The next big challenge concerns the probable extension of the
98/34 Notification Procedure. Following a Commission Report
which analysed barriers to the freedom to provide services and
the freedom of establishment in the Internal Market??, the
Commission is currently working on a proposal concerning the
possible extension of Directive 98/34/EC to cover services oth-
er than Information Society services in order to ensure that this
increasingly important and largely predominant area of the EC
economy will no longer fall outside the preventive control set
up by this procedure.
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Annex 1

CONTACT POINTS AT THE COMMISSION
AND IN THE MEMBER STATES FORTHE ‘TECHNICAL
REGULATIONS’ ASPECT OF THE DIRECTIVE.

1. COMMISSION

Directorate-General for Enterprise and Industry
Rue de la Loi 200

B-1049 Bruxelles

E-mail: Dir83-189-Central@cec.eu.int

Website: http://europa.eu.int/comm/enterprise/tris/

2. MEMBER STATES - CENTRAL UNITS

BELGIUM

Tel. (32-2) 206 46 89

E-mail: belnotif@mineco.fgov.be
Website: http://www.mineco.fgov.be/

CZECH REPUBLIC

Tel. (420) 22490 71 39

E-mail: eu9834@unmz.cz
Website: http://www.unmz.cz

DENMARK

Tel. (45) 35 46 63 66

E-mail: noti@ebst.dk

Website: http://www.ebst.dk/Notifikationer

GERMANY

Tel. (49) 3020 1463 53

E-mail: infonorm@bmwa.bund.de
Website: http://www.bmwa.bund.de
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ESTONIA

Tel. (372) 625 64 05

E-mail: el.teavitamine@mkm.ee
Website: http://www.mkm.ee

GREECE

Tel. (30) 21 0212 03 01
E-mail: 83189in@elot.gr
Website: http://www.elot.gr

SPAIN
Tel. (34) 913 79 84 64
E-mail: d83-189@ue.mae.es

FRANCE
Tel. (33) 15344 97 04
E-mail: d9834.france@industrie.gouv.fr

IRELAND

Tel. (353) 1807 38 80

E-mail: tony.losty@nsai.ie
Website: http://www.nsai.ie/

ITALY

Tel. (39) 06 47 05 22 05

E-mail: ucn98.34.italia@attivitaproduttive.gov.it
Website: http://www.minindustria.it/

CYPRUS

Tel. (357) 224093 10

E-mail: dir9834@cys.mcit.gov.cy
Website: http://www.cys.mcit.gov.cy

LATVIA
Tel. (371) 701 32 36
E-mail: notification@em.gov.lv



LITHUANIA

Tel. (370) 52 70 93 47
E-mail: dir9834@lsd.lt
Website: http://www.Isd.It

LUXEMBOURG

Tel. (352) 469 74 61

E-mail: see.direction@eg.etat.lu
Website: http://www.see.lu

HUNGARY

Tel. (36) 137428 73

E-mail: notification@gkm.hu

Website: http://www.gkm.hu/dokk/main/gkm

MALTA

Tel. (356) 21 24 24 20

E-mail: notification@msa.org.mt
Website: http://www.msa.org.mt

NETHERLANDS
Tel. (31) 505 23 21 34
E-mail: enquiry.point@tiscali-business.nl

AUSTRIA

Tel. (43) 17 11 00-5896

E-mail: not9834@bmwa.gv.at
Website: http://www.bmwa.gv.at/

POLAND
Tel. (48) 226 93 54 07
E-mail: notyfikacja@mg.gov.pl

PORTUGAL

Tel. (351) 21294 82 36
E-mail: not9834@mail.ipq.pt
Website: http://www.ipg.pt
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SLOVENIA
Tel. (386) 14 78 30 41
E-mail: contact@sist.si

SLOVAKIA
Tel. (421) 252 49 35 21
E-mail: steinlova@normoff.gov.sk

FINLAND

Tel. (358) 916 06 46 86

E-mail: maaraykset.tekniset@ktm.fi
Website: http://www.ktm.fi

SWEDEN

Tel. (46) 86 90 48 82

E-mail: 9834@kommers.se
Website: http://www.kommers.se

UNITED KINGDOM

Tel. (44) 2072 15 14 88

E-mail: 9834@dti.gsi.gov.uk
Website: http://www.dti.gov.uk/strd

ESA

EFTA Surveillance Authority

Tel. (32-2) 286 18 71

E-mail: DRAFTTECHREGESA@eftasurv.int
Website: http://www.eftasurv.int

EFTA

Tel. (32-2) 286 17 49

E-mail: DRAFTTECHREGEFTA@efta.int
Website: http://www.efta.int

TURKEY

Tel. (90) 31 221258 98

E-mail: comertm@dtm.gov.tr
Website: http://www.dtm.gov.tr/



Annex 2

CONTACT POINTS FOR THE ‘'STANDARDS’ ASPECT
OF THE DIRECTIVE

1. COMMISSION

Directorate-General Enterprise and Industry
DG ENTR/C/2 Standardisation

BREY 8/24

B-1049 Brussels

Fax: (32-2)299.56.72
entr-standardisation@cec.eu.int

2. EUROPEAN STANDARDISATION BODIES

CEN CMC (CEN Management Center)
Rue de Stassart 36

B-1050 Brussels

Tel: 32.2.550.08.11

Fax: 32.2.550.08.19
infodesk@cenorm.be
http://www.cenorm.be

CENELEC Central Secretariat
Rue de Stassart 35

B-1050 Brussels

Tel: 32.2.519.68.71
Fax:32.2.519.69.19
info@cenelec.org
http://www.cenelec.org

ETSI

650 Route des Lucioles

F-06921 Sophia Antipolis Cedex
Tel: 33.4.92.94.42.00

Fax: 33.4.93.65.47.16

Infocentre: helpdesk@etsi.org
http://www.etsi.org
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3. CONTACTS AT NATIONAL LEVEL

BELGIUM

Institut Belge de Normalisation (IBN)
Belgisch Institut voor Normalisatie (BIN)
Av. de la Brabanconne 29

B - 1000 Brussels, Belgium

Tel: +32273801 11
Fax:+3227334264

info@ibn.be

http://www.ibn.be

Comité Electrotechnique Belge (CEB)
Belgisch Elektrotechnisch Comité (BEC)
Boulevard Auguste Reyers 80

B - 1030 Brussels, Belgium

Tel: +32 2706 85 70

Fax:+322706 8580
centraloffice@bec-ceb.be
http://www.bec-ceb.be

CZECH REPUBLIC

Czech Standards Institute (CNI)
Biskupsky dvur 5

CZ-11002 Praha 1

Tel: + 420221 802 111

Fax: + 420221 802 301
info@csni.cz
http://www.csni.cz

DENMARK

Dansk Standard - DS

Kollegievej 6

DK-2920 Charlottenlund, Denemark
Tel: + 453996 61 01

Fax: + 453996 61 02
dansk.standard@ds.dk
http://www.ds.dk



National IT and Telecom Agency — NTA
Holsteinsgade 63

DK-2100 Copenhagen

Tel: + 45 35 450 000

Fax: +45 35450 021

hbp@itst.dk

GERMANY

Deutsches Institut fir Normung (DIN)
Burggrafenstrasse 6

10787 Berlin, Germany

Tel: +49 30 2601 0

Fax: +49 30 2601 1231
postmaster@din.de
http://www.din.de

DKE Deutsche Kommission

Elektrotechnik Elektronik Informationstechnik
im DIN und VDE

Stresemannallee 15

D-60596 Frankfurt am Main, Germany

Tel: + 4969 63 08 332

Fax:+ 496996315218

dke.zbi@vde.com

http://www.dke.de

ESTONIA

Estonian Centre for Standardization - EVS
Aru Street, 10

EE - 10317 TALLIN

Tel: + 372 605 50 50

Fax: + 372 605 50 70

info@evs.ee

http://www.evs.ee
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GREECE

Hellenic Organisation for Standardisation (ELOT)
Acharnon 313

GR - 11145 Athens, Greece

Tel: +302102120 100

Fax:+3021021 20131

email address: info@elot.gr

url address: http://www.elot.gr

SPAIN

Asociacion Espafola de Normalizacién y Certificacién (AENOR)
Génova 6

E - 28004 Madrid, Spain

Tel: +34 91 432 60 00

Fax:+ 34913103172

info@aenor.es

http://www.aenor.es

FRANCE

Association Francaise de Normalisation (AFNOR)
11, avenue Francis de Pressensé

F-93571 Saint-Denis La Plaine Cedex

Tel: +33 141628000

Fax:+33149179000

norminfo@afnor.fr

http://www.afnor.fr

Union Technique de I'Electricité (UTE)
33, avenue de Général Leclerc B.P. 23
F - 92262 Fontenay-aux-Roses Cedex
Tel: +33 140936200

Fax: +33 14093 4408
ute@ute.asso.fr
http://www.ute-fr.com



IRELAND

National Standards Authority of Ireland (NSAI)
Glasnevin

IRL - Dublin 9, Ireland

Tel: +353 1807 38 00

Fax: + 353 1807 38 38

nsai@nsai.ie

http://www.nsai.ie

Electro-Technical Council of Ireland Limited - ETCI
Unit H12, Centrepoint Business Park

Oak Road

IRL - Dublin 12, Ireland

Tel: + 353 1 807 3905

Fax: + 353 1 807 3838

etci@nsai.ie

http://www.etci.ie

ITALY

Ente Nazionale Italiano di Unificazione (UNI)
Via Battistotti Sassi, 11b

[-20133 Milano, Italy

Tel: + 3902 70 02 41
Fax:+390270106106

uni@uni.com

http://www.uni.com

Comitato Elettrotecnico Italiano - CEl
Via Saccardo, 9

[-20134 MILANO

Tel: + 390221 00 61
Fax:+3902210062 10
cei@ceiuni.it

http://www.ceiuni.it
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CYPRUS

Cyprus Organization for Standardisation
Limassol Avenue and Kosta Anaxagora 30
3rd Floor 2014

16197, 2086 Nicossia

Tel: + 357 22411411

Fax: +357 22411511

E-mail: cystandards@cys.org.cy
http://www.cys.org.cy

LATVIA

Latvian Standard - LVS
K.Valdemara Street, 157
LV-1013 RIGA
Tel: + 371 7371 308
Fax:+ 3717371324
Ilvs@lvs.lv
http://www.lvs.lv

LITHUANIA

Lithuanian Standards Board - LST
T. Kosciuskos g., 30

LT -01100 VILNIUS

Tel./Fax: + 370521262 52
Istboard@lsd.It

http://www.lsd.It

LUXEMBOURG

Service de I'Energie de |'Etat (SEE)

Organisme Luxembourgeois de Normalisation
B.P.10

L-2010 Luxembourg

Tel: + 35246 97 46 1

Fax: +352 46 97 46 39
see.normalisation@eg.etat.lu
http://www.see.lu



HUNGARY

Hungarian Standards Institution-MSZT
Ull&i ut. 25

HU-1091 Budapest

Tel: + 36 1 456 68 00

Fax: + 36 1456 68 84
h.pongrcz@mszt.hu
http://www.mszt.hu

MALTA

Malta Standards Authority (MSA)
Second Floor, Evans Building
Merchant Street

MT-Valletta VLT 03

Tel: + 356 21 24 24 20

Fax: + 356 21 24 24 06
info@msa.org.mt
http://www.msa.org.mt

NETHERLANDS

Nederlands Normalisatie-instituut —~NEN
Vlinderweg, 6

Postbus 5059

NL - 2600 GB Delft, Netherlands

Tel: + 31152690 390

Fax:+ 31152690 190

info@nen.nl

http://www.nen.nl

Netherlands Elektrotechnisch Comité - NEC
Vlinderweg, 6

Postbus 5059

NL - 2600 GB Delft, Netherlands

Tel: +31 15 269 03 90

Fax:+ 311526901 90

nec@nen.nl

http://www.nen.nl
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AUSTRIA

Oesterreichisches Normungsinstitut (ON)
Postfach 130

Heinstrasse 38

A -1020Vienna, Austria

Tel: +43 1213000

Fax: +43 121300818

office@on-norm.at
http://www.on-norm.at

Osterreichisches Elektrotechnisches Komitee (OEK) beim
Austrian Electrotechnical Association (OVE)
Eschenbachgasse 9

A-1010 Vienna

T:+43 1 5876373-32

F: +43 1 5867408

M: +43 664 1123 999

ove@ove.at

www.ove.at

POLAND

Polish Committee for Standardization (PKN)
ul. Swietokrzyska, 14

PL - 00 - 950 WARSZAWA

Tel: + 48 22 55 67 591

Fax: + 48 22 55 67 786

intdoc@pkn.pl

http://www.pkn.pl

PORTUGAL

Instituto Portugués da Qualidade (IPQ)
Rua Antdnio Gido, 2

P-2829-513 Caparica, Portugal
Tel: + 351 21 294 81 00
Fax:+35121294 8101
info@mail.ipqg.pt

http://www.ipg.pt



SLOVENIA SESKO Standardisation in Finland

Slovenian Institute for Standardization (SIST) Sarkiniementie 3

Smartinska cesta 140 P.O.Box 134

SI-1000 Ljubljana Fl-00211 Helsinki, Finland

Tel:+ 38614783013 Tel: + 358 9 696 391

Fax: + 386 1478 30 94 Fax: + 358 9677 059

Sist@sist.si info@sesko.fi

http://www.sist.si http://www.sesko.fi

SLOVAKIA Finnish Communications Regulatory Authority (FICORA)

Postal address: P.O. Box 313
00181 Helsinki
Tel: + 358 9 69 661

Slovak Standards Institute (SUTN)
Karloveska 63

PO Box 246

5K-840 00 Bratislava 4 Fai + 3589 6966410
Tel: + 421 2 60 29 44 74 'I?O@ cora -

Fax: + 421265411888 ttp//www.ficora.
ms_post@sutn.gov.sk SWEDEN
hitp://www.sutn.gov.sk SIS, Swedish Standards Institute
Slovak Electrotechnical Committee - SEV Sankt Paulsgatan 6
Karloveska, 63 S-118 80 Stockholm, Sweden
P.O. Box 246 Tel: + 46 8 555 520 00

SK -840 00 Bratislava 4 Fax: + 46 8 555 520 01

Tel: + 421 2 6029 4468 info@sis.se

Fax: + 421 2 6541 1888 http://www.sis.se

sev@sutn.gov.sk

http://www.sutn.gov.sk Svenska Elektriska Kommissionen (SEK)

Kistagdngen 19
Box 1284

FINLAND .

Suomen Standardisoimisliitto SFS ry 5 - 164 29 Kista Stockholm, Sweden
Tel: + 46 84 44 14 00

PO Box 116

Fax: + 46 8444 14 30
snc@sekom.se
http://www.sekom.se

FI-00241 Helsinki, Finland
Tel: + 358 9 149 93 31

Fax: + 358 9 146 49 25
sfs@sfs.fi
http://www.sfs.fi
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ITS - Information Technology Standardisation

Box 1284

SE - 164 29 KISTA, Sweden
Tel: + 46 8 444 1424

Fax + 46 8 444 1430
info@its.se
http://www.its.se

UNITED KINGDOM

British Standards Institution (BSI)
Chiswick High Road 389

GB - London W4 4AL, United Kingdom
Tel: + 44 208 996 90 00

Fax: + 44 208 996 74 00
info@bsi-global.com
http://www.bsi-global.com

British Electrotechnical Committee (BEC)
BSI Group Headquarters

389 Chiswick High Road

GB - London W4 4AL, United Kingdom
Tel: + 44 208 996 74 59

Fax: + 44 208 996 74 60
mike.graham@bsi-global.com
http://www.bsi.global.com
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This booklet is intended as a guide to the system set up to prevent barriers to the free movement

of products as well as the freedom of establishment and the freedom to provide services as far as
Information Society services are concerned. The booklet provides a commentary on Directive 98/34/
EC, the legislation adopted to implement this mechanism. It covers the amendments subsequently
introduced on 20 July 1998 by Directive 98/48/EC which brought about an important change to the
procedure by extending it to rules on Information Society services. Each of the Directive’s provisions
is quoted in full and accompanied by a detailed commentary explaining its meaning and its
implications for all interested parties: Member States, national and European standardisation bodies
and, last but not least, present or potential economic operators within the European Union.

This booklet has been prepared by the Commission departments and does not commit the

Commission in any way. The text of Directive 98/34/EC, as amended by Directive 98/48/EC, is alone
legally binding. The original language of this booklet is English.

ISBN 92-894-k9L7-X
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