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Preface

Enterprises are the driving force in international trade. So that they
can fully benefit from the growth in international trade, the tariff
liberalisation undertaken must be accompanied by the removal of
unjustified technical barriers.

Differences between the technical regulations and conformity assess-
ment procedures adopted by various countries can result in the
creation of obstacles to international trade. Such measures may be
adopted to pursue legitimate objectives, for example in order to
guarantee consumer protection, to ensure that products placed on
the market do not harm the environmznt or public health or even
to ensure national security. However, these may also conceal
protectionist intentions on the part of national authorities.

Due to the prior notification system established by the Agreement
on Technical Barriers to Trade (TBT Agreement), Members of the
World Trade Organization inform each other about these measures
prior to their adoption. On the one hand, this allows the creation
of unnecessary technical obstacles to international trade to be
prevented and, on the other, allows the process of global
harmonisation to be encouraged.

The European Community’s participation in the system, through
notification and enquiry points, is extremely useful as it specifically
allows the EC to be informed about proposals of third countries which
may have an impact on exports of Community enterprises. It also allows
adialogue to be initiated with our trading partners before the adop-
tion of such measures.

For enterprises, it is essential that all the possibilities offered by this
procedure are developed. They therefore have an interest in making
themselves heard and in using the system established by the TBT
Agreement to aid their integration into the world economy and rein-
force their competitiveness. Their participation in this system must
therefore be encouraged.

As a result, the Commission has begun a series of actions aimed at
providing economic operators and nationa! authorities with infor-
mation on the notification procedure established by the TBT Agree-
ment. The publication of this brochure together with the development
of a website which contains all the documents on notifications are
part of this communication effort. | hope that these initiatives will be
successful in terms of increasing the participation of all those affected
in this valuable instrument of transparency, dialogue and coopera-
tion at international level.

Sabine Lecrenier
Head of Unit
Enterprise Directorate-General
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The TBT Agreement Is the
main international instru-
ment adopted to date In the
area of technical regulations.

The notification procedure
established by the Agree-
ment allows Community
enterprises to find out about
the conditions of access to
markets of third tountries
and prevents unjustified
obstacles to trade.

——

The impact of technical regulations on trade in goods is being increas-
ingly recognised. The gradual reduction of tariff barriers to trade has
been accompanied by an increase in the number of measures creat-
ing technical obstacles to trade, such as regulations on packaging and
labelling or conformity assessment procedures. These regulations
may be intended to pursue a legitimate objective, such as the
protection of human health or safety. However, they are aiso some-
times wrongfully used in order to erect protectionist barriers around
the domestic market.

The Agreement on Technical Barriers to Trade (TBT Agreement) is the
main international instrument adopted to date in the field of technical
regulations. This Agreement aims to ensure that regulations, standards
and testing and certification procedures do not create unnecessary
obstacles to international trade.

The Agreement provides for a notification procedure which requires
all Members of the World Trade Organization (WTO) to inform other
Members, through the WTO Secretariat, of their proposed technical
regulations and conformity assessment procedures. This procedure
is a formidable instrument of transparency allowing all parties to the
Agreement and economic operators to become acquainted with the
technical regulations and conformity assessment procedures envis-
aged by other parties before these are adopted.

The existence of divergent technical regulations and different con-
formity assessment procedures can create a cost for enterprises, par-
ticularly for small and medium-sized enterprises, which, in order to
export their products, must adapt their production to the require-
ments established in the recipient country. As a result, enterprises

see their opportunities for making economies of scale limited, incur
additional costs as a result of submitting their products to the vari-
ous conformity assessment procedures and, finally, must support the
costs linked to obtaining the necessary information.

The notification system established by the TBT Agreement forms an
important source of information as it allows Community enterprises
to find out about the conditions of access to markets of third coun-
tries, in particular so that they can make preparations to comply with
these. It is also an important instrument of dialogue as it allows the
various laws of third countries to be examined before these are
adopted and, if necessary, to be discussed with the notifying coun-
try in order to get the latter to change its mind, particularly when the
proposed measure does not respect the obligations of the TBT
Agreement, This specifically ensures that measures going against the
interests of Community enterprises can be stopped from being
adopted. The notification system also represents a useful source of
information in the development of regulatory initiatives by the
European Commission and Member States.

It is therefore essential that all those involved, particularly the national
authorities and economic operators in the European Union, have a
precise knowledge of the notification procedure established by the
Agreement and are aware of its potential. The publication of this
brochure is a response to this need for information. Its aim is to inform
all those involved — and particularly European manufacturers — about
the objectives, content and scope of this important instrument of
international law which aims to prevent the establishment of technical
obstacles to world trade.
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The TBT Agregment aims to
preverit the creation of unnec-
essary technical obstaclkes to
International trode ond
encaurages mutual recogni-
tron and harmaonisation,

The notification procedure
established by the Agresment
is an instrument of trans-
parency and dialogue.

——

I1.1. Objectives

Before presenting the notification procedure in detail, the objectives
and scope of the Agreement should be briefly set out.

Negotiated during the Uruguay Round, the TBT Agreement, which
entered into force on 1 January 1995, increases the precision and
binding force of the provisions of the plurilateral agreement on tech-
nical barriers to trade, known as the “Standards Code”, negotiated
during the Tokyo Round (1973-1979) and signed by thirty-two
contracting parties to GATT.

Unlike the Standards Code which, as a plurilateral agreement, applied
only to the thirty-two countries having signed this, the TBT Agree-
ment is a multilateral agreement which forms an integral part of the
Agreement Establishing the WTO and therefore applies to all Mem-
bers of this organisation. In addition, it is more binding than the
Standards Code as, under Article 14.1 thereof, “Consultations and
the settlement of disputes with respect to any matter affecting the oper-
ation of this Agreement shall take place under the auspices of the Dispute
Settlement Body and shall follow, mutatis mutandis, the provisions of
Articles XXI1 and XX|Il of GATT 1994, as elaborated and applied by the
Dispute Settlement Understanding. ” This means that a Member to the
Agreement may be penalised by the Dispute Settlement Body for
infringing the rules laid down by this text.

The Agreement was incorporated into Community law through Coun-
cil Decision 94/800/EC of 22 December 1994 concerning the
conclusion on behatf of the European Community, as regards matters
within its competence, of the agreements reached in the Uruguay
Round multilateral negotiations (1986-1994)(").

(") Decision of 22 December 1994, O) L 336, 23.12.1994, p. 1.

10

The TBT Agreement stipulates the rules to be foliowed by governmental
and non-governmental bodies when developing technical regula-
tions, standards and conformity assessment procedures. It lays down
that technical regulations and conformity assessment procedures
must not be more trade-restrictive than necessary to fulfil a legitimate
objective and that they must be transparent and non-discriminatory.
In addition, by stipulating that Members must use international stan-
dards as the basis for their technical regulations, it constitutes an
instrument of harmonisation at international level. Finally, it encourages
the mutual recognition of technical regulations and conformity
assessment procedures and includes a number of obligations with
regard to assistance for developing countries.

The Agreement aims to protect the right of Members to establish reg-
ulations in order to pursue a legitimate objective while preventing
the adoption of protectionist measures. To this end it has established
a notification procedure which essentially aims to:

e ensure transparency: the procedure allows all WTO Members to
become acquainted with the technical regulations and conformity
assessment procedures proposed by other Members;

¢ establish a dialogue between the WTO Members: the notification
procedure is an instrument of reaction and discussion. It gives all
WTO Members the opportunity to comment on the various laws
of other Members containing technical regulations or conform-
ity assessment procedures before these are adopted and to engage
in a discussion so that, if necessary, their content can be amended.
At Community level, the procedure allows enterprises to find out
about the conditions of access to markets of third countries and
it prevents measures going against their interests from being
adopted.
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I1.2. Scope

The TBT Agreement applies to technical regulations, standards and
conformity assessment procedures. Thase concepts are defined in
Annex 1 to the Agreement (see below, point Ill.1).

Article 1 specifies that the Agreement covers “all products, includ-
ing industrial and agricultural products”.

However, there are two exceptions:

—p—

Firstly, according to paragraph 4 of Article 1, the Agreement does not
apply to purchasing specifications prepared by governmental bod-
ies for production or consumption requirements of governmental
bodies. These provisions are covered by the Agreement on Govern-
ment Procurement, according to its coverage.

Secondly, according to paragraph 5 of Article 1, the Agreement does
not apply to sanitary and phytosanitary measures which are covered
by the Agreement on the Application of Sanitary and Phytosanitary
Measures (SPS Agreement).

11
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The Agreement requires WTO
Members to notify their pro-
pased technical regulations
and conformity assessment
procedures

Unlike stondards, technical
regulations dre mandatory.

fil.1. Concepts: technical regulation,
conformity assessment procedure

Members to the TBT Agreement must announce their proposed technical
regulations and conformity assessment procedures. Members must
also ensure that the technical regulations and conformity assessment
procedures of local govermments on the level directly below that of central
government are announced, except where their technical content is
substantially the same as that of texts previously announced by the central
government bodies (Articles 3.2 and 7.2 of the Agreementy).

Local governments are defined in Annex 1 to the Agreement as
“Government other than a central government (e.g. states, provinces,
Ldnder, cantons, municipalities, etc.), its ministries or departments or any
body subject to the control of such a government in respect of the activ-
ity in question. ” During the first triennial review of the Agreement, Mem-
bers were asked to indicate which local governments, in each of their
territories, were authorised to adopt technical regulations or conformity
assessment procedures. Following communication of this informa-
tion by certain Members, the Agreement’s Secretariat prepared a list
of local governmenis subject to the notification obligation (%).

The technical regulation and confaormity assessment procedure
concepts are defined in Annex 1 to the Agreement.

A “technical regulation” is a “document which lays down product
characteristics or their related processes and production methods, includ-
ing the applicable administrative provisions, with which compliance is
mandatory. It may also include or deal exclusively with terminology,
symbols, packaging, marking or labelling requirements as they apply to
a product, process or production meth

Technical regulations must be mandatory. This is the element
differentiating them from standards, the application of which is
voluntary.

The Appellate Body in the “European Communities - Measures Affecting
Asbestos and Asbestos-Containing Products”(*) and “Europzan

) G/TBT/W/76 and its Addendum.
Appellate Report, WT/DS135/AB/R, adopted on 5 April 2001.
Appellate y Report, WT/DS231/AB/R, adopted on 23 October 2002.

14

Communities — Trade Description of Sardines”(*) cases indicated three
criteria that a document must meet in order to fall within the definition
of “technical regulation” in the TBT Agreement:

“First, the document must apply to an identifiable product or group of
products ... Second,the document must lay down one or more
characteristics of the product ... Third,compliance with the product
characteristics must be mandatory.”

The concept of “conformity assessment procedure” covers “any procedure
used, directly or indirectly, to determine that relevant requirements in tech-
nical regulations or standards are fulfilled.”

The explanatory note specifies that “Conformity assessment proce-
dures include, inter alia, procedures for sampling, testing and inspection;
evaluation, verification and assurance of conformity; registration, accred-
itation and approval as well as their combinations.”

1il.2. Conditions for notification

Members to the TBT Agreement must announce their proposed
technical regulations and conformity assessment procedures when
the following two conditions are met:

There are no relevant international standards (for technical regulations)
or no relevant guides or recommendations issued by international
standardising bodies (for conformity assessment procedures) or the
technical content of a proposed technical regulation or proposed
conformity assessment procedure is not in accordance with relevant
international standards or relevant guides or recommendations issued
by international standardising bodies.

This condition results from the presumption that a technical regula-
tion in accordance with an international standard will not create
unnecessary obstacles to international trade.
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The technical regulation or conformity assessment procedure may have
a significant effect on trade of other Members.

There is no precise definition of the concept of a significant effect on
international trade. According to a recommendation of the TBT
Committee (°), in order to assess the :ignificance of the effect on
trade of technical regulations, the Members concerned should take
into consideration such elements as the value or other importance
of imports in respect of the importing and/or exporting Members
concerned, the potential growth of such imports and difficuities for
producers in other Members to comply with the proposed technical
regulations. The effects in question may indude both import-enhancing
and import-reducing effects.

In addition, it is not only the effect on trade of a single proposed
technical regulation or single conformity assessment procedure which
should be considered as the combined impact of notified texts with
other pre-existing technical regulations and conformity assessment
procedures should be assessed.

Finally, the effect on trade may involve one or more products or
groups of products and may affect the relations between two or
more Members.

11.3. Timing of notification

Technical regulations and conformity assessment procedures must
be notified to the WTO Secretariat at the proposal stage, namely at
an early enough stage, when amendments can still be made and
when comments can still be taken into account. The aim of the noti-
fication procedure would not actually be achieved if the communi-
cation occurred after the adoption of the text as it would no longer
be possible to take account of the comments of other Members to
the Agreement.

(*) See document G/TBT/1/Rev. 8.
() http://www.wto.org

—o—

Under Articles 2.10 and 5.7, Members are not required to announce,
at the proposal stage, technical regulations and conformity assess-
ment procedures adopted following urgent problems of security,
health, environmental protection or national security. However, they
are required to inform other Members of the adoption of these texts,
to provide these on request and to take account of any comments
from other Members.

The TBT Committee has noted that it would be useful for Members
to share information, on a voluntary basis, with regard to the future
preparation of proposed technical regulations and conformity assess-
ment procedures, before the corresponding notifications are sub-
mitted, in order to increase transparency and improve the possibilities
for making comments. This procedure could occur electronically and
the TBT Committee encourages Members to draw the Committee’s
attention to such information.

111.4. Notification form

A proposed technical regulation or conformity assessment proce-
dure is announced by sending the WTO Secretariat a standard noti-
fication form. It is very important that the form is filled in accurately
and completely as this is the only document sent by the notifying
Member and provided to the public on the WTO's site (¢).

Document G/TBT/1/Rev. 8 of 23 May 2002 containing all the deci-
sions and recommendations adopted by the TBT Committee since
1 January 1995 includes detailed explanations regarding the data to
be entered in the form.

Firstly, the following must be indicated: the notifying Member and,
where appilicable, the local government involived, the body respon-
sible for elaborating the proposal or for managing the notification
procedure, the legal basis in the TBT Agreement under which the
notification is made, allowing the nature of the announced measure
to be identified, particularly whether this involves a technical regu-

Conditions for notification

s non-existence of interno-
tional stondards on the
subject or non-conformity
with relevant intemational
standards

» significant effect on trade.

Proposals must be notified at
an early stage so that the
comments of other WTO
Members can be taken into
account,
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Ta announce a text to the
WTO Secretariot, a standard
notification form must be
filled iry with the main infor-
mation on the announced
propasal.

Qther WTO Members must
be given a minimum of
60 days to make comments
on ennounced texts

—b—

lation or conformity assessment procedure, and the stage at which
the text is being announced, particularly as to whether this involves
a proposal or a text already adopted due to urgent problems.

Secondly, the notifying Member must provide information on the con-
tent of the announced text to allow other Members to the Agreement
to make an initial assessment of this and to determine whether, if appli-
cable, the notifying Member should be asked for a copy of the text.
It is therefore recommended that not only the scope of the proposal
is indicated, namely the products covered, but also that the content,
objectives and rationale should be specified. With regard to texts
announced under the urgency procedure, the reasons invoked for the
urgency should also be indicated.

It is recommended that no sections are left blank. Where necessary,
“not known” or “not stated” should be indicated.

Finally, the following should be indicated: the documents relevant to
the notification, for example the basic documents to which the pro-
posal refers, the proposed date of adoption and entry into force of
the text, the final date for comments by other Members and the
body from which the text can be obtained.

To encourage the electronic transmission of documents, it is recom-
mended that the standard notification form is downloaded from the
WTO’s site () and then filled out and returned by e-mail to the
Secretariat.

IIL5. Renotification

Article 1.6 of the Agreement stipulates that “All references in this Agree-
ment to technical regulations, standards and conformity assessment
procedures shall be construed to include any amendments thereto and
any additions to the rules or the product coverage thereof, except amend-
ments and additions of an insignificant nature.” In terms of the notifi-
cation procedure, this means that any substantial amendment to a

See Annex
8 See documer\t G/TBT/1/Rev. 8.
() ibidem.
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previously announced proposed technical regulation or conformity
assessment procedure should in turn be announced.

H1.6. Reactions

In accordance with Articles 2.9.4 and 5.6.4 to the Agreement, Members
shall “without discrimination, allow reasonable time for other Members
to make comments in writing ...”

The TBT Committee has recommended allowing a minimum of
60 days for comments and has encouraged the extension of this
period to 90 days to give other Members the opportunity to analyse
the announced text.

As previously indicated, the announced text is not transmitted at the
time of notification but the notification form indicates where the text
can be found (for example on a website) or who can be contacted
to obtain this. A Member interested in the notification of another
Member must therefore firstly obtain the text. The possibility is not
excluded of the notifying Member being able to request, for the sup-
ply of the text, reimbursement of the administrative costs linked to
its transmission. It should be noted that “developed” countries must,
on request, provide a translation in one of the three official languages
of the WTO (French, English and Spanish) of documents covered by
a specific notification or, in the case of voluminous documents, of sum-
maries of these (Article 10.5 of the Agreement).

The TBT Committee has established that “any request for documen-
tation should be processed if possible within five working days.” (%) In addi-
tion, “If a delay in supplying the documentation requested is foreseen,
this should be acknowledged to the requester, along with an estimate
of when the documents can be provided” (®).

Once the text has been received, a translation of this may need to be
requested. To aid access to translations and therefore save time in
analysing the text, it is recommended that the notifying Member is
asked which other Members have requested the same text so that
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any translations which may be available can be shared on mutually
agreed terms. It is also recommended that Members automatically send,
on receipt of a request for documents, any summary translated in the
requester’s language or in a working language of the WTO.

Comments on announced texts are generally sent directly by the
Member making these to the notifying Member. Moreover, follow-
ing the third triennial review a tendency is becoming apparent
whereby comments sent and replies received in their regard are being
made public. Besides, comments on more sensitive notifications
which are the subject of reactions from several Members are often
discussed during meetings of the TBT Committee in Geneva.

In accordance with Articles 2.9.4 and 5.6.4 of the Agreement, Mem-
bers shall “discuss these comments (the comments from other Members)
upon request, and take these written comments and the results of these
discussions into account.” Compliance with these provisions is essen-
tial for the proper functioning of the system. The aim of the notifi-
cation procedure is basically to establish a productive dialogue
between Members in order to prevent the creation of unnecessary
technical obstacles to intemational trade. Sending comments may
give rise to bilateral and even multilateral discussions within the TBT
Committee and the notifying Member may decide, following the
receipt of comments on the announced text, to change its content.
To ensure the proper functioning of the system, at the very least it
would be necessary to systematically provide a response to all com-
ments sent by other Members.

The TBT Committee has recommended that the Member receiving
comments should “explain within a reasonable time to any Member from
which it has received comments, how it will proceed in order to take
these comments into account” and should “provide to any Member
from which it has received comments, a copy of the corresponding tech-
nical regulations or procedures for assessment of conformity as adopted
or information that no corresponding technical regulations or proce-
dures for assessment of conformity will be adopted for the time being“(*°).

See document G/TBT/11.
') See document G/TBT/12.

(') Ibidem.
g‘ Ibidem, Chapter 10.
(") See document G/TBT/14.

—b—

iI.7. Adoption of an announced text

Under Article 2.11 of the Agreement, “Members shall ensure that all
technical regulations which have been adopted are published promptly
or otherwise made available in such a manner as to enable interested
parties in other Members to become acquainted with them.” Members
shall therefore be required to publish the definitive texts or otherwise
make them available but they shall not be obliged to send them to
the Agreement Secretariat.

In addition, under Article 2.12 of the Agreement “... Members shall
allow a reasonable interval between the publication of technical
regulations and their entry into force in order to allow time for producers
in exporting Members, and particularly in developing country Members,
to adapt their products or methods of production to the requirements
of the importing Member. ” This provision is of particular importance
to enterprises as it gives them time to adapt their production to the
new requirements. It has been recommended that the period
between the publication of a text and its entry into force should be
six months ().

111.8. Some statistics

Every month the TBT Secretariat draws up a list of notifications
received. The annual reviews contain information about the
notifications received in the year in question and also a summary of
notifications received since January 1995, the date when the Agree-
ment entered into force.

In total, from January 1995 to December 2003, 5 459 notifications
were submitted. In 2001, Members sent 538 notifications(*?),in 2002
581 notifications (*) and in 2003 794 notifications ('*). The European
Communities, for their part, sent 7 notifications in 2001, 17 in 2002
and 21 in 2003, from a total of 229 notifications since 1 January 1995.

Eagech WIOD

take account of co 1enis

made by other Members,

Once adopted, texts must be
published or made avalfable
to the public. In addition,
they must provide for a rea-
sonable interval before théair
entry into force.
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—p—

The number of notifications submitted in recent years has been very
high which shows that the procedure is constantly increasing in scale.

To give an idea of the breakdown of notifications by objective and
rationale indicated, nearly half of the notifications issued in 2003
concerned the protection of human health or safety (**).

() The dlassification of ohjectives and rationales is based on criteria indicated in document G/TBT/W/18. In 2003, 196 of the 794 notifications submitted indicated at least two objectives and
rationales (see document G/TBT/14, page 22).

18
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The EC-TBT Enquiry Point
manages, at Community
level, the potification proce-
dure established by the
TBT Agreement.

EC TBT Enouiry Point
DG Enterprise/F/1 ~
15t floor office 61

Rue de |ao Scence 15
1049 Brussels

Belgium

Telefax: + 3222998043
E-mail: ec-tht@cec.eu.int
Website:
http://europa.ei.int/
comm/en Lerprise;’u.it/

The EC-TBT Enqulry Paint
notifies the WTQ Secretariat
of propesols prepared at
Community level.

J

A European Communities’ enquiry point has been set up within the
Commission to manage the notification procedure. This is known as
the EC-TBT Enquiry Point ('¢). There is also a service responsible for
the TBT notification procedure in each Member State (*').

The EC-TBT Enquiry Point ensures the European Communities’ par-
ticipation in the information and notification system for technical
regulations and conformity assessment procedures established by
the Agreement.

In particular it is responsible for sending the WTO Secretariat notifi-
cations of proposed Community acts falling within the scope of the
Agreement, for following up comments received by the European
Communities and for responding to requests for information made

by the enquiry points of third countries on announced proposals. In -

liaison with enterprises, it also analyses proposals announced by third
countries and coordinates the comments of the European Commu-
nities on these texts.

The Community enquiry point also exchanges information with its
counterparts in Member States. To this end, a group bringing together
the national services responsible for notifications has been created.
Chaired by the Community enquiry point, it meets regularly to dis-
cuss issues linked to the Agreement’s application. This group has
recently been enlarged to include the services responsible for notifi-
cations in the new Member States of the European Union.

The activities of the Community enquiry point are mainly aimed at
increasing the participation of Member States and European enter-
prises in the notification procedure established by the Agreement
and at encouraging, by monitoring the measures announced by third
countries, the integration of European enterprises within the world
economy.

in order to understand the practical operation of the notification pro-
cedure at Community level, the following three scenarios should be
analysed: notification of proposed Community acts, notifications of

1sible for providing information on technical

$0i
und f the THT Agreement

| regulations and conformi .
responsible for the notification procedure is also responsible for providing information on technical regulations and conformity assessment procedures,

proposals elaborated by Member States of the European Union and noti-
fications of third countries.

IV.1. Community texts

Texts are announced by the Commission on behalf of the European
Communities at a stage which allows any comments from other WTO
Members to be taken into account. In general, proposed acts which
must be adopted by the Council or by the Council and Parliament
are announced at the stage of the Commission’s final proposal.
Proposals to be adopted by the Commission are announced as soon
as there is a sufficiently stable proposal which can be made available
to the public.

When a third country asks for an extension to the deadline in order
to analyse a text announced by the European Communities, the latter
tries, as far as possible, to grant this extension.

Where a Community text is subject to comments, the European
Communities takes account of these and tries not to adopt the text
before having replied to them. It generally responds to comments
made on Community texts and on proposals of its Member States.
In particular this ensures that it is in the best position when it asks third
countries to respond to its own comments.

IV.2. Texts of Member States

According to current practice, Member States are responsible for
notification, with the Commission not being involved at this stage.
However, the European Communities do intervene where one of its
Member States receives a comment from a third country. In fact,
where the exarcise of Community competence is involved, Member
States cannot themselves react; they must send the Commission a
proposed reply via the EC-TBT Enquiry Point. The Commission then

assessment procedures, under Articles 10.1 and 10.3 of the TBT Agreement.
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prepares the definitive reply in close liaison with the Member State
in question and sends this on behalf of the European Communities.

The national authorities responsible for notification may, however, con-
tact the Commission if they have any doubts about the obligation
to announce a proposal.

The notification procedure established by the TBT Agreement has
similarities with the notification procedure for technical reguiations
established at Community level by Directive 98/34/EC (**) and the two
procedures can influence each other (**). In particular, with regard
to a text which must be announced under both procedures, this
raises an issue as regards the timing of the two notifications.

Member States of the European Union are free to choose the most
appropriate time. Accordingly, they may decide to announce a
proposal at the same time to the Commission and to the WTO or,
on the other hand, they may announce a text to the WTO only after
completing the procedure established by Directive 98/34/EC. At the
moment, most Member States simultaneously announce their
proposals to the Commission and to the WTO.

IV.3. Texts of third countries

Notifications from third countries allow texts envisaged by them,
which risk harming the economic interests of European enterprises,
to be identified.

——

For Community enterprises, the main advantages of the notification
procedure are being informed about proposed regulations of third
countries, being able to adapt their production in time to the new
requirements and having the opportunity to make their opinion
known on the announced texts.

Enterprises can send their comments on the proposals of third countries
either to the enquiry points of Member States of the European Union
or to the enquiry point of the European Communities.

The Commission, based on the reactions of enterprises, Member
States of the European Union and its own departments, prepares the
definitive text of the comments which is then sent to the enquiry
point of the notifying Member on behalf of the European Commu-
nities. These reactions are mainly aimed at preventing the adoption
of measures creating unnecessary obstacles to trade and going against
the interests of Community enterprises or at obtaining a delay in the
entry into force of the foreseen measures in order to allow Commu-
nity exporters to adapt and use up their stocks.

The existence of Commission delegations in third countries is also very
important in terms of monitoring the regulatory activity of these
countries. On the one hand, these delegations can conduct parallel
negotiations with the notifying Member and, on the other, they can
be easily contacted by Community enterprises exporting to the Mem-
ber which are able to evaluate the negative consequences, if any,
which may arise from the adoption of the announced measures.

("*) Directive Iayig? down a procedure for the provisian of information in the field of technical standards and regulations and of rules on Information Society services. Directive 98/34/EC was

ublished in
(") See Annex |

L 204, p. 37, of 21 july 1998 and amended by Directive 98/48/EC of 20 july 1998, published’in O} L 217, p. 18, of 5 August 1998.
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Notifications from third coun-
tries allow proposals likely to
have an impact on exports of
Community enterprises to be
identified,
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e Commitiee on Technical
Lowriers to Trac=, on impor-
tant arena for te exchonge
of information on notifica-
tions, mevts three o four
times a year in Geneva.

Each WTO Member desig-
nates an authority respornsi-

ble for the notification
procedure and an enquiry
point.

V.1. TBT Commiittee

Article 13 of the TBT Agreement provides for the establishment of a
Committee on Technical Barriers to Trade. This Committee affords
Members the opportunity of consulting on any matters relating to the
operation of the Agreement or the furtherance of its objectives.

The Committee meets three to four times a year in Geneva. It is
composed of representatives of Members to the Agreement and of
observers from other governments and international organisations.

The Committee forms an important arena for the exchange of information
on notifications. Members do take the opportunity of Committee meet-
ings to discuss the most sensitive notifications and to ask the notifying
Member how it envisages taking into account the comments received.

For the European Communities, Committee meetings particularly
provide an opportunity to ask for the notification of texts being

prepared in other Members, of which they have become aware and
to ask them to respond to comments which they have made.

V.2. Notification and information points

In accordance with Article 10.10 of the Agreement, Members are required
to designate a single central government authority that is responsible for
the implementation on the national level of the provisions concerning
notification procedures. In addition, under Articles 10.1 and 10.3 of the
Agreement, Members must ensure that there are enquiry points which
are able to respond to requests for information made by other Members
and to provide the documents which they need (*).

It was decided, during the last triennial review, to regularly hold meet-
ings, at the rate of one every two years, of the persons responsible for
information exchange, including persons responsible for information
points and notifications (*').

1ty and infarmation points of Member States of the Community can_be found on the Internet site with the following address

of 13 Novemnber 2000, p. 23.

f all enquiry points of Members to the Agreement is given in document G/TBT/ENQ/24 of 9 March 2004,
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To Improve the aperation

of the

TBT Agresment
the Committee carries oul

triennial reviews

——

In accordance with Article 15.3 of the TBT Agreement, the Com-
mittee must annually review the implementation and operation of
the Agreement.

This annual review is intended to give an overview of the number of
notifications per country and to gather together all the documents
relating to the notification procedure adopted during the period in
question.

Under Article 15.4 of the Agreement, “Not later than the end of the
third year from the date of entry into force of the WTO Agreement and
at the end of each three-year period thereafter, the Committee shall
review the operation and implementation of this Agreement, including
the provisions relating to transparency, with a view to recommending an
adjustment of the rights and obligations of this Agreement where nec-
essary to ensure mutual economic advantage and balance of rights and
obligations ...”

To date, three triennial reviews have taken place, in 1997, 2000 and
2003 (). During these reviews, important decisions and recom-
mendations aimed at improving the implementation of the notification
procedure were adopted.

During the initial review, it was decided, for example, to establish a
list of local governments obliged to announce their proposed technical
regulations and conformity assessment procedures.

During the second review, the standard format of notification forms
and the guidelines for correctly completing these were established.
It was recommended that a standard period of 60 days should be
allowed for comments and that, if possible, an extension should be
granted bringing the period to a total of 90 days. it was also decided
that the Secretariat should prepare a monthly table of notifications
issued, and it was planned to hold regular meetings of persons respon-
sible for the exchange of information, including persons responsible
for enquiry points and notifications. Finally, steps needed to develop
the electronic transmission of information were agreed.

During the third review, to reinforce the dialogue on notifications
and make this more transparent, Members were particularly invited
to publish their comments and responses on their websites and to
make their requests to the enquiry points in one of the three official
languages of the WTO. Developed country Members were encour-
aged to provide more than a 60-day comment period.

(2) See documents G/TBT/S of 19 Novemnber 1997, G/TBT/9 of 13 November 2000 and G/TBT/13 of 11 November 2003.
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Information on the TBT
Agreement can be found

on the WTO% website
Www, n-f.‘_‘,‘-.:'lrg

on the EUs site
hittp:/feuropa.eu,int/comm/e
nterprise/tht/

an the Member States’ sites.

—b—

S0 that the public, and enterprises in particular, can fully benefit from
the possibilities offered by the notification procedure, it is firstly essen-
tial to ensure that the information exchanged in this context is widely
disseminated.

The WTO's website contains all the notification messages. A search
engine is available to the public and allows searches to be made using
different criteria: notifying country, keyword, document number,
etc ()

In addition, the WTO's site provides general information on the TBT
Agreement and, in particular, on the operation of the notification
procedure ().

Q http://docsonline.wtn M;’gen _search,a rn’seamhmode—slmple
hitp://www.wto.org/eaglish/tratop_ e/tuL_e/tm_e
® ttp //europa.eu.int/camm/enterprise/tbt

28

Several enquiry points of WTO Members, including those of several
Member States of the European Union, have established websites
for the notification procedure ().

The European Communities’ enquiry point has set up a website which
offers a range of information on the notification procedure and on
the texts covered by this procedure.
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Although the system could be
improved,
force the notification proce-
dure has played an impor-
tant role as an instrument of
transparency and prevention
of obstacles to international
trade

——

In the nine years since 1 January 1995 that it has been in operation,
the notification procedure established by the TBT Agreement has
played an important role as an instrument of transparency and
prevention of obstacles to international trade. A system for structured
dialogue between tie regulatory authorities of WTO Members has
been established and this has contributed, on the one hand, to the
process of international harmonisation and, on the other, to the
removal of unnecessary obstacles to trade.

Thanks to improvements made following the triennial reviews, the
notification procedure is also becoming increasingly efficient.

However, the systzm is still open to improvement. Firstly, experi-
ence has shown that the WTO Members do not announce all their
proposed technical regulations or conformity assessment proce-
dures, including proposals established by bodies at sub-state level,
namely local governments.

30

Secondly, due to the fact that comments on notifications and the
responses to these comments are generally exchanged bilaterally between
the notifying Member and the commenting Member, the system is not
entirely transparent. Additionally, the monitoring of notifications could
be assisted by the communication of definitive texts once adopted.

As regards the practical aspects, the difficulty of obtaining, within
the period specified for comments, the announced texts or their
summaries and the transiation of these texts should be noted.

The European Commission has undertaken several actions aimed
at ensuring the wider involvement of the EU’s Member States and
enterprises in the procedure. Publication of this brochure and the
development of the website form part of this communication
strategy which aims to allow full advantage to be taken of the
opportunities offered by the notification procedure, to the benefit
of the competitiveness of Community industries.
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Annex |
Comparison of the notification
procedures established
by Directive 98/34/EC
and the TBT Agreement
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PO T TR S

1. Introduction

Within the Community legal system, Directive 98/34/EC (the Direc-
tive) represents a priority instrument at the service of the Internal
Market. It provides for a notification system allowing Member States
and the Commission to become acquainted with proposed national
regulations and to check these to ensure that they are compatible with
Community law, in particular with the EC Treaty principles on the free
movement of goods, the free provision of services and the freedom
of establishment (the last two aspects in relation to the notification
of measures on Information Society services). As an instrument of
transparency and control, the Directive is also valuable for identify-
ing the harmonisation needs at Community level.

The Agreement on Technical Barriers to Trade (the Agreement) is the
main intemational instrument adopted to date in the field of technical
regulations. It aims to ensure that regulations, standards and testing
and certification procedures do not create unnecessary obstacles to
international trade. It provides for a notification procedure intended
to allow all WTO Members to become acquainted with the techni-
cal regulations and conformity assessment procedures envisaged by
other Members.

Even though these stem from the same philosophy (prevention of
obstacles to trade), given the totally different legal contexts in which
they sit the two notification procedures have major differences,
particularly in terms of the efficiency of the control established and

(*) Accard

rding to Article 1(11) of Din

e 98/34/EC, amended by Directive 98/48/EC, ¢
ing the reievant admirstrative sions, the observance of which 1 compulsory,
use in a Member 5tate or a major part thereof, as
ture, importation, r!\armmr]; or use of a product.,."

the consequences of non-compliance with the obligations arising
from these.

2. Definitions

¢ Technical regulations and conformity assessment
procedures

The Directive provides for a notification system which requires Member
States to immediately communicate to the Commission any draft
technical regulation (Article 8). The Agreement provides for a notifi-
cation system which requires Members to the Agreement to announce
proposed technical regulations (Article 2.9) and proposed conformity
assessment procedures (Article 5.6).

The definitions of “technical regulation” in the Directive (*) and of
“technical regulation” and “conformity assessment procedure” in
the Agreement () are, at first sight, very similar. However, the
“technical regulation” concept in the Directive is generally wider
than that in the Agreement.

* Scope

The Directive includes, in the “technical regulation” definition, rules
on Information Society services, the observance of which is compul-
sory. The TBT Agreement, by contrast, applies only to technical reg-
ulations and conformity assessment procedures on products.

technical regulation” s “rechnical specifications and ather requirements or riles on services, includ-
: jure or de facto, in the case of marketing, provision of a service, establishment of a service operator or

1l 25 laws, regulations or administrative provisions of Member States, except those provided for in Article 10, prohibiting the manufac-

According to the same article, in paragraphs 3 and 4, o “technical specification” is "a specification contained In a document which lays down the characteristics required of a product

such as levels of quality, performance, safety or dimenslons, including the requirements applicab

I¢ to the product as regards the name under which the product is soid, terminology, sym

bols, testing and test methods, packaging, marking or laballing and cantormity assessment procedures, The term “techinical spacification’ also covers production methods and processes used

in tespect of agricultural products as referred to Article 38(1) of the Treaty, produc
65/65/EEC, as well as production methods and processes relating to other produ

13 intended for human and animal consumption, and medicinal products as defined in Article 1 of Directive
%, where these have an effect on their characteristics™; “other requirements” are “a requirement, other

than a technical specification, imposed on a product for the purpose of Protecting, in particular, consumers or the environment, and which affects itslife cycle after it has been placed on the
market, such as conditions of use, recycling, reuse or disposal, where such conditions can significantly Inflience the compasition of nature of the product or Its marketing”

(7) According to Annex | to the Agreement, a “technical regulation” [s a “document which lays down product characteristics or their related processes and production methods, including
the applicable administrative provisions, with which compliance is mandatory, It may also includs or deal ext lusively with terminalogy, symbaols, packaging, marking or labelling requirements

as they apply to a product, process or production method”

According to the same Anriex, & “confarmity assessment procedure” is “any procedure used, directly or indirectly, to determine that relevant requirements in technical regulations or

standards are fulfilled”
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In addition, according to Article 1.5 of the Agreement, this does not
apply to sanitary and phytosanitary measures as defined in Annex A
to the Agreement on the Application of Sanitary and Phytosanitary
Measures (SPS Agreement). By contrast, the Directive applies to all
technical regulations on all types of product, including the sanitary
and phytosanitary measures excluded from the scope of the Agree-
ment.

* Production methods and processes

The “technical regulation” concept in both the Directive and Agree-
ment covers production methods and processes for products.

However, the Directive makes a distinction between production
methods and processes for agricuttural products and products intended
for human and animal consumption, and also medicinal products,
and those applicable to other products. As regards the first category
of products, the production methods and processes fall, per se, within
the “technical specification” concept. However, as regards the other
products, only production methods and processes which have an
effect on the characteristics of the products fall within the definition
of “technical specification” within the Directive.

The “technical regulation” concept in the Agreement covers any
document which lays down product characteristics or their related
processes and production methods. The question of whether this
covers only production methods and pracesses which have an effect
on product characteristics or all production methods and processes,
regardless of their effect on the characteristics of the end product,
is, however, much debated.

b,

—4—

* Conformity assessment procedures

The “technical regulation” concept in the Directive covers conformity
assessment procedures. The Directive does not contain a definition
of “conformity assessment procedure”. The “Vademecum” to the
Directive specifies that these must be understood as procedures
implemented to assure the conformity of a product with the require-
ments established.

The “technical regulation” concept in the Agreement does not cover
conformity assessment procedures. However, these procedures must
also be announced under Article 5.6 of the Agreement. The defini-
tion of a conformity assessment procedure given by the Agreement
is equivalent to that given in practice to the same concept in the
Directive.

* Prohibition on manufacture, importation, marketing or use

According to the Directive, “laws, regulations or administrative pro-
visions of Member States ... prohibiting the manufacture, importation,
marketing or use of a product” also constitute technical regulations.

The Agreement does not contain any explicit reference to measures
prohibiting manufacture, importation, marketing or use. However,
in the context of a case before the Dispute Settiement Body of the
WTO involving French Decree No 96-1133 on the prohibition of
asbestos, the Appellate Body concluded that a prohibition on a sub-
stance as such did not prescribe or impose any characteristics and there-
fore could not be regarded as a technical regulation (2). By contrast,
still according to the Appellate Body, if a measure specifies that a cer-
tain substance must not be contained in an identifiable product, this
measure may be regarded as a technical regulation (*).

and a

E") Appellate Body Report, Europ (« ities —

es affectin
@) Ibidem, para. 75. 9

-CC ing products, WT/DS135/AB/R, adopted on 5 April 2001, para. 71.
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3. Criteria for notification

According to the Directive, any technical regulation on products
must be announced. The only exceptions to the notification obliga-
tion are those set out in Article 10 (*°).

The Directive does not contain any “de minimis” rule. Accordingly, each
technical regulation is notifiable, whatever its impact on intra-
Community trade.

The Directive also considers that even a measure which complies with
relevant international standards, where observance of this is compul-
sory, is liable to create obstacles to trade. According to Article 10, only
provisions by means of which Member States fulfil the obligations aris-
ing out of an international agreement, which result in the adoption
of common technical specifications within the Community, need not
be announced.

On the other hand, the Agreement lays down the obligation to
announce a technical regulation or conformity assessment proce-
dure only if the following two conditions are met:

- there are no relevant international standards (for technical regulations)
or no relevant guides and recommendations issued by an international
standardising body (for conformity assessment procedures) or the
technical content of a proposed technical regulation or proposed
conformity assessment procedure is not in accordance with relevant
international standards or relevant guides and recommendations
issued by an international standardising body;

. “Articles 8 and @ shiall
ing Community acts
ffications .

|I‘\[)'l”"'fi."lr.‘l'lg a)

dance with a Comr
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- the technical regulation or conformity.assessment procedure may
have a significant effect on trade of other Members.

4. Regulations issued by regional authorities

A technical regulation adopted by a regional authority must be
announced under the Directive. According to the latter, to be qual-
ified as a technical regulation, a regulation must be compulsory in
nature for the marketing or use of a product in a Member State or in
a major part of this State. A list of authorities subject to the notifica-
tion obligation has been established (*').

The Agreement also provides for, in Articles 3 and 7, the announce-
ment of technical regulations and conformity assessment procedures
of local governments on the level directly below that of central gov-
emment.

5. Procedures
s Intervals

The Directive lays down, in Article 9, very strict intervals between the
communication of a draft technical regulation and its adoption. The
initial 3-month interval may be extended to 6 months if a Member
State or the Commission issues a detailed opinion. The interval is
extended to 12 months if the Commission announces its intention
to propose or adopt a directive, regulation or decision or announces
its finding that the draft technical regulation concerns a matter which
is covered by a proposal for a directive, regulation or decision, and
to 18 months if the Council adopts a common position.
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The Directive does not stipulate any interval between the adoption of
a technical regulation and its entry into force. The only provision in
this respect is contained in the third subparagraph of Article 8(1) of
the Directive which lays down the obligation for renotification when
the draft technical regulation undergoes substantial changes, such
as a shortening of the timetable originally envisaged for implemen-
tation.

The Agreement lays down, in Articles 2.9.4 and 5.6.4, that a reasonable
time must be allowed for other Members to make comments and, in
Articles 2.12 and 5.9, that Members shall allow a reasonable interval
between the publication of technical ragulations or requirements
concerning conformity assessment procedures and their entry into
force.

The TBT Committee has recommended allowing a minimum period
of 60 days for comments and has encouraged the extension of this
period to 90 days. The interval between the publication of a text and
its entry into force should be 6 months,

* Reactions

Under the Directive, Member States and the Commission may issue
reactions to announced drafts in the form of comments and detailed
opinions. Comments are sent when the announced draft, although
in accardance with Community law, raises interpretation issues or needs
to be clarified in terms of its methods of implementation.

Detailed opinions are sent when the draft is incompatible with the
principles of the EC Treaty on the free movement of goods (or services)
or when it infringes a Community harmonisation directive, regulation
or decision. The issuing of a detailed opinion leads to an extension
of the standstill period and also imposes an obligation on the Member
State in question to report to the Commission on the follow-up it
intends to give to this opinion.

The Directive also imposes the obligation on Member States to com-
municate the definitive texts. This allows the Commission and other

——

Member States to check whether the notifying State has taken into
account the reactions received during the procedure.

Under the Agreement, Members may only issue comments on notified
drafts and request a discussion on these comments. The notifying
Member must take account of the comments received and the results
of discussions.

The Agreement does not lay down an obligation to communicate the
definitive texts. However, it does stipulate that Members shall publish
or otherwise make available technical regulations and conformity
assessment procedures adopted.

* Urgency

The Directive and Agreement both lay down special procedures for
urgent situations.

The Directive (Article 9.7) allows a technical regulation to be adopted
only after notification of the draft and invocation of the urgency
procedure. The Commission must give an opinion on this. In a case
of urgency, the standstill periods fixed in Article 9 of the Directive do

not apply.

Depending on the urgency, the Agreement allows, in Articles 2.10
and 5.7, whichever steps of the notification procedure listed in Articles
2.9 and 5.6 to be omitted as necessary.

The grounds for invoking the urgency procedure are similar. However,
the Directive seems stricter as it specifies that Member States may
invoke the urgency procedure only in the event of serious and unfore-
seeable circumstances.

6. Consequence of non-compliance with obligations

In accordance with the case-law of the Court of justice (*3), non-
compliance with the notification obligation and also non-compii-
ance with the obligation to respect the standstill periods laid down

(*) Case C-194/94 CIA Security intemational SA v Signalson SA and Securitel SPRL [1996)ECR 1-2201 and Case C-443/98 Unilever Italia SpA v Central Food SpA [2000]) ECR |-7535.
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by the Directive lead to the unenforceability of the technical regula-
tion in question.

Non-compliance with the notification obligation in the Agreement
comes under the intemational responsibility of the WTO Member. How-

36

ever, no panel has been requested to form to date solely on the
grounds of non-compliance with the notification obligation under the
Agreement. Nevertheless, notification procedures allow the com-
ments of WTO Members to be taken into account, and thus disputes
over the content of technical regulations may be avoided.
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World Trade
Organization G/TBT/N/
(00-0000)

Committee on Technical Barriers to Trade

Notification (»)

The following notification is being circulated in accordance with Article 10.6.

1. Member to Agreement naotifying:
If applicable, name of local government involved (Articles 3,2 and 7.2):

2. Agency responsibie:
Name and address (including telephone and fax numbers, e-mail and web-site addresses, if available)
of agency or authority designated to handle comments regarding the notification shall be indicated
if different from above:

3. Notified under Article 2.9.2[], 2.10.1[], 5.6.2[]}, 5.7.1 [ ], other:

4. Products covered (HS or CCCN where applicable, otherwise national tariff heading. ICS numbers may be provided
in addition, where applicable):

5. Title, number of pages and language(s) of the notified document:

6. Description of content:

7. Objective and rationale, including the nature of urgent problems where applicable:

B. Relevant documents:

9. Proposed date of adoption:
Proposed date of entry into force:

10.Final date for comments:

11.Texts available from:National enquiry point [ ] or address, telephone and fax numbers, e-mail and web-site addresses, if available, of
the other body:

(**) Forms must be completed in English, Spanish or French.

38
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European Commission

An instrument of market openness and good regulatory practice
The notification procedure created by the Agreement on Technical Barriers to Trade

Luxembourg: Office for Official Publications of the European Communities
2004 — 38 pp. — 21 x 29.7 cm
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