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Summary

At its thirteenth session, the Working Party ekshled an Advisory Group omn
Market Surveillance (“MARS” Group) and mandatedtat report on its activities (se
TRADE/WP.6/2003/16 para. 116).
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This document contains a report of the “MARS” Qyaen its sixth session held i
Bratislava on 2 and 3 October 2008 at the kindtatin of the Government of Slovak|a
and is submitted to the Working Party for approval.
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l. INTRODUCTION

1. The President of the Slovak Office of Standards,AViLukac, Vice Chairperson of the
United Nations Economic Commission for Europe WagkParty on Regulatory Cooperation
and Standardization Policies (WP. 6) welcomed gadhts and opened the meeting by
highlighting the impressive economic performanc&lofvakia in the past year.

2. The Chairperson of the Working Party, Mr. C. ArvilBirector Internal Market of the
Swedish National Board, thanked the Slovak Offit&tandards for organizing the meeting and
the UNECE Secretariat for its preparatory work.

3. The Acting Secretary of the UNECE WP. 6, Ms. L.hlacplaced the meeting in the
context of the activities of the Working Party, wihispanned the whole product life cycle from
regulatory cooperation to assessment of confortoitparket surveillance.

4. Participants were then invited to present themselaad the institution that they
represented. Most of the participants came fromketasurveillance authorities, national
institutes of standardization, Ministries of Traaled of Economy, as well as from authorities
responsible for labour inspections. A detailed tétparticipants can be found on the WP. 6
website.

Il. THE EUROPEAN UNION NEW FRAMEWORK

5. The Directorate-General on Enterprise of the Eumap€ommission, Ms. R. L'Abbate,
of the Directorate-General Enterprise and Industiryhe European Commission and Ms. K.
Steinlova, Head of the European Union Affairs Dapant of the Slovak Office of Standards,
Metrology and Testing, presented the new legigtaftimmework of the European Union.

6. Currently, the effectiveness of market surveillaactivities is widely disparate across
the 27 European Union Member States. The prolifaratf unsafe and counterfeit products on
the markets and the ensuing distortion of competits damaging and should be stopped. The
new framework has therefore been introduced toigeo& common definition of key terms, such
as economic operators and the principle of muteebgnition, and complete it by providing a
framework for the marketing of goods, specificallggarding accreditation and market
surveillance.

7. The relevant legislative texts that laid out theMNeamework were:

(@) Regulation N° 764/2008 on the application of theumurecognition principle

(b) Regulation N° 765/2008 on requirements for accagidim and market
surveillance

(c) Decision N° 768/2008 on a common framework forrtieketing of products
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8. These texts were adopted on 9 July 2008. The regul@64/2008 will enter into force
on 13 May 2009, while regulation 765/2008 will eriteto force on 1 January 2010

9. Text 768/2008 is a decision which will be used fisture legislation, while regulation
764/2008 and 765/2008 are immediately applicaldmfthe time of their entry into force. Both
instruments were necessary so that the regulatomer new ground not covered by current
legislation, while the decision covers elements dra already covered by the legislation, and
areas in which specific sectors will be allowediéviate according to their specificities.

. MARKET SURVEILLANCE

10. Under Reg. 765/2008, market surveillance is defiaedthe activities carried out and
measures taken by public authorities to ensure phatlucts are in compliance with legal
requirements set out in the relevant Community loaisation legislation or do not endanger
health, safety or other issues of public interestqztion. It applies to all products excluding
food and feed, in so far as there are no speai@igipions with the same objective in Community
harmonization legislation (see Article 15/2 of 78H38).

11. National authorities are also allowed to take mepecific measures, under the General
Product Safety Directive (GPSD) which addresses swmer products (available at
http://ec.europa.eu/consumers/safety/prod_legieknen.htm#gpsd).

12.  The regulation provides that Member States puiasea number of measures to ensure
that market surveillance activities are properlgamized and carried out. In particular, Member
States will:

(@) Establish appropriate coordination mechanisms amatignal authorities

(b) Establish adequate procedure to manage non-coraplian

(c) Establish general and sectoral programmes

(d) Ensure that market surveillance authorities hawessary powers and resources
13. Market surveillance authorities should in particutee enabled to perform appropriate

checks on an adequate scale, enter the premisoobmic operators, destroy unsafe products
or otherwise make it impossible to market them.

14.  Economic operators will also have precise obligetjonvhich relate to their role in the
supply and distribution chain. All the economic @ers will be required to be able to supply
the market surveillance authorities with informati@garding operators that have supplied them
with a product or to whom they have supplied a pobdin addition:

(@8  The manufacturer - who has detailed informatiorthenproduct design and of the
productive process — will be responsible for comiity assessment

L All texts are available online at http://eur-
lex.europa.eu/JOHtmI.do?uri=0J:L:2008:218:SOM:ENMHT
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(b)  The importer will be responsible for ensuring compte of imported products
and in particular he needs to ensure that the tweohtry producer has carried out
conformity assessment, produced the relevant doctatien. He also needs to
ensure that the product bears the conformity madkthat the importer's name
and address is indicated

(c) The distributor of products produced within the coamity needs to ensure the
presence of conformity marking and required docusien

V. MUTUAL RECOGNITION

15.  Although mutual recognition is a funding principdé EU law and jurisprudence, until

now the general perception was that national ralegys prevailed. Both businesses and
administrations are not sufficiently aware of theoe of the application of the mutual
recognition principle and of the burden of proof.

16. In particular, businesses often choose to engadmlogue with the administration of the
Member State of destination because it is diffi¢aftthem to know if, how and when mutual
recognition will be applied. Also, the lack of anwmon address book results in insufficient
dialogue among competent authorities.

17. The Mutual Recognition Regulation (EC) N° 764/20@8ically changes the status quo
by providing that the denial of mutual recognitsimould be the exception and not the rule. The
regulation introduces precise procedural requirégmiencase of denial of mutual recognition:

(@) Whenever a member state intends to adopt decigidarty mutual recognition, it
will send written notice to the economic operatonaerned, specifying the
technical rule and setting out technical or scfenéividence that the intended
decision is justified by overriding reason of pabfiterest and that no less trade-
restrictive measure can be taken. The intendegideanust be based on the
characteristics or type of product.

(b) The economic operator can then submit commentsmathime limit set out in
the written notice.

(c) Further to the assessment of comments receivadyifthe public authorities will
take their decision and immediately inform the exuit operator concerned. The
authorities should provide technical or scientjdistification for their decision, on
the grounds of Article 30 or mandatory requiremeat®gnised by the European
Court of Justice.

18.  The scope of the regulation is very wide. All protduare covered excefar:

(@) Products covered by lex specialis (e.g. railroadmgent)

(b)  The withdrawal of dangerous products under the @GéRroduct Safety
Directive

(c) The withdrawal of food and feed in order to proteeman health and requiring
rapid action
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19. Another important provision is that each Membert&tamust designate at least one
Product Contact Point — which can be a new or iejgprivate or public body — that will be
responsible for:

(@) Providing technical rules applicable to a spediffge of product in that Member
State

(b)  Advising whether the product is subject to priothauisation
(c) Giving contact details of the competent authorities

(d) Describing remedies generally available in theameti territory in the event of a
dispute between competent authorities and econopgrtators

20. The Director of the International Cooperation and Etegration Department of the
Bulgarian State Agency for Metrological and TechhiSurveillance, Ms. V. Panayotova,
observed that mutual recognition under 98/34 wasivatpnt to recognizing the functional
equivalence of a technical regulation. In the ceinté this new regulation, mutual recognition is
a different concept.

V. CONTROL OF PRODUCTS ENTERING THE COMMUNITY BY THE
CUSTOMS AUTHORITIES

21. An important part of the market surveillance adiigd are carried out by the customs
authorities that release products from third caaaton the market of the European Union for
free circulation.

22. The Regulation N° 765/2008 lays down a number dabvigions for the proper
organization of these activities. In particularstmms authorities should have the powers and
resources necessary for the proper performanceaokansurveillance tasks, and they should
carry out appropriate checks on the characterisfiggoducts on an adequate scale.

23. If products are found to present risks, or they aoé accompanied by the relevant
documentation, or they bear a misleading CE markougtoms authorities may suspend the
release for free circulation. In such a case, treyrequired to inform the market surveillance
authorities that then take the final decision andbods’ release.

VI. “CE MARKING”

24.  The legislator saw a need for clarification on tise and meaning of the CE mark and its
role versus other conformity marks.

25. Decision 768 clarifies that CE is the only confagmmnark. The decision also lays down
the rules and conditions for its affixing and sfiesi the role of the market surveillance
authorities in ensuring its correct implementation.
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VIl.  THE INTERNET-BASED INFORMATION AND COMMUNICATION SY STEM
FOR MARKET SURVEILLANCE

26. The Head of the European Union Affairs Departmdrihe Slovak Office of Standards,
Metrology and Testing, Ms. K. Steinlova, made aadled presentation of the Internet-based
Information and Communication System for Marketv@ilance (ICSMS).

27.  She explained that currently, two systems coegistife exchange of information among
market surveillance authorities and between auikerand consumers in the non-food sector:

(@  The rapid information exchange (RAPEX)
(b)  The ICSMS system
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28. RAPEX applies to consumer products with a serioud ianmediate danger. When a
product is found to be dangerous, and risk is estricted to the national market, the competent
national authority informs the National Focal PoifNFP), which informs the European
Commission. If the Commission validates the requibsn it is registered in RAPEX, which
disseminates the information to the other NFPs. NRBs then transmit it to the national market
surveillance authorities. The Commission also higs weekly overviews on the internet of
dangerous products and the measures taken to atartime risks.
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29. The ICSMS system has a broader scope which inclgdesral information as well as
details on detected non-conformities. It allows fardirect and immediate exchange of
information among the market surveillance authesitiCurrently, the following countries are
using ICSMS: Austria, Belgium, Cyprus, Estonia, @any, Luxemburg, Malta, Slovenia,
Sweden, Switzerland, The Netherlands and Unitedy#om. There are plans to make the two
systems interoperable, so that the informationattel entered only once, as shown in the graph
below.

30. Regulation 765/2008 foresees the continued useARHEX for products presenting a
serious risk and foresees that the system be esdetwl include professional products (see
Article 22) It also (art. 23) foresees the develepinof a general system for the exchange and
archiving of information concerning market sunaailte activities which. For this purpose, the
ICSMS system could be extended to the countries d@h@ not currently participating and
reinforced. Another option would be to develop & sgstem from scratch.

VIIl. REPORT OF THE MEETING OF THE SENIOR OFFICIALS GROUP ON
STANDARDS AND CONFORMITY ASSESSMENT POLICY (SOGS) OF 1
OCTOBER 2008

31. The main results of the meeting of the SOGS Graalg oin the previous day and which
had addressed the options for the development ef$fems of exchange of information among
the market surveillance authorities of the EU waesented.

32.  Alist of questions left open for the members' caenis follows.

(@) Should this system be limited to informing its mergbof national measures
concerning serious risks only?
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(b) Should this system be designed as a tool for batiomal authorities and
consumer information, or should the general datbasler Article 23 ensure this
information and become the only information poipén to consumers?

(c) Are there any elements that are not present imibdel RAPEX organization
which would need to be considered to organizedperinformation exchange
mechanism under the Regulation, and if so, what?

(d) Does the broad scope of the system presented thelB®egulation justify more
than one contact point per Member State, and wvbat structure would be the
most workable?

(e) Should the notification procedure under the Reguidbe organized in a different
way than the model notification procedure usedenitly in RAPEX, and if so,
how?

) What supplementary information needs to be adddaetootification forms
which are currently used in RAPEX?

(9) How can it be ensured that notifications sent utidemRegulation reflect the final
decision on a specific notification? In other wqrslsould the measures notified
under the Regulation within a reasonable delayeb®wed to update the status of
the notification (e.g. deleted, withdrawn, in presgs, etc.)?

(h) How can the information flow on products betweenkaasurveillance
authorities and customs and between customs theasse¢ enhanced?

(1) How should the notification process, as requesid@be Regulation, be organized
at national level?

() What are the training and other capacity-buildiegas of the participating
authorities?

IX. THE IMPLEMENTATION OF THE EUROPEAN UNION MARKET
SURVEILLANCE FRAMEWORK: THE EXPERIENCE OF THE UNITE D
KINGDOM

33. The United Kingdom has a comprehensive but veryerd®e system for market
surveillance (e.g. there are 202 local authoritragling standards departments and these bear
only a part of the general market surveillance woasbilities). In this context, the
implementation of the EU new framework will requirdorming the EU and the consumers
about the respective responsibilities of the markatveillance authorities and establishing
effective coordination among them.

X. RESPONSIBILITIES OF LABOUR INSPECTIONS BODIES REGAR DING
MARKET SURVEILLANCE

34. Labour inspection bodies have wide and importaspaasibilities regarding market
surveillance, which are laid out in several lediska acts. One of the most important tasks of
these inspection bodies is to ensure that emplgyerade for work equipment that does not
threaten the safety and health of workers. In [ful§ this task, the bodies cooperate actively
with a number of institutions, including the marketveillance authorities.
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35. The new Regulation N765/2008 significantly reinforces the role of labanspection
bodies in relation to market surveillance. In ord@rimplement the regulation, a number of
actions will be necessary, in particular: (i) légisve measures; (ii) provisions for strengthening
of labour inspection bodies’ competence in the madurveillance field; (iii) organizational
measures; (iv) increased cooperation with othartit®ns and (v) investments in information
technologies.

XI. THE UNITED NATIONS ECONOMIC COMMISSION FOR EUROPE
GENERAL MARKET SURVEILLANCE PROCEDURE

36. The Convener of the General Market Surveillancec&tare (GMSP) presented the
initiative in detail. The objective of the work vah is underway under the umbrella of the
UNECE MARS Group is to provide assistance to maskeveillance authorities worldwide by
developing a general decision tree model that camuded in the implementation of specific
national or regional regulations.

37. The model was based on original work by the Conwvane2006, which he had
substantially extended and updated in 2008 spadlifidor the MARS working group. The
purpose of the presentation was to explain the inodketail so that it would be well understood
by all the groups' participants. The model wasyabta final document, but needed the inputs of
a working group of academia, government authoraras experts.

38. The model mirrors the activities of the market gillance authorities and is therefore
organized in three phases: (i) the preparatory @ghéy the execution phase and (iii) the
stakeholder's contact phase. Each of these phasesriumber of sub-procedures which describe
in detail all the actions that the authorities mustiertake.

39. The convener had also developed two questionnainésh set out to probe the GMSP
and verify how adequately it describes the actuakvof the MSA. It has been very difficult to
get answers to the questionnaire because of tleeititakes to answer.

40.  Finally the Convener raised two open research ourest

(@) If a heterogeneous number of products is on thé&ehand if a limited sampling
plan is used, how sure are we that the market Blanvee actions undertaken are
appropriate?

(b) Considering the distribution as described in redeguestion 1, how can we
model the effects of risk assessment, measurermenicertainty, sampling
schemes, visibility, and its effect on effectivesfes

41. Some of the participants expressed the view thavatld be better to divide the
guestionnaire into two parts, the harmonized ancdh-mermonized area. However, the
Chairperson of the UNECE Working Party 6 clarifigtht the initiatives developed by the
MARS Group, a United Nations body, need to be m@avor all United Nations Member States.
The distinction was not relevant for non-Europearod member states. Participants felt that the
model should serve to verify the adequateness ef attions undertaken by the market
surveillance authorities worldwide, but could suhsmntly be adapted to national and regional
needs.
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42. The model had been the subject of several meetamgsng the specialized market
surveillance authorities in Slovakia and some presk their detailed comments. One of the
participants observed that in the context of cosrsgtivhen the country from where the products
come from is obliged to send the documents alorig thie product, the procedure as described
in the GMSP could hold. However, when the produwrnes from another member state, the
documentation does not need to be sent and if ikeaeneed to check the documentation, then
this takes longer than the 15 days foreseen byntiel.

43.  The discussion then turned to the questionnaisttie Convener had prepared to verify
the applicability of the GMSP in actual practicartitipants raised the following points:

(@) The statistical approach should be entirely reaefin

(b)  The stakeholders addressed by the questionnaieenvaticlearly defined
(conformity assessment bodies, notified bodiegeangon bodies ....)

(c) A problem existed concerning confidentiality ofaniation

(d) It was difficult to ascertain the budget of the kersurveillance authority
because in many countries and many sectors, msulkeillance was one among
several functions performed by one single admiatiste body

(e)  The questionnaire would need to be tailored toifipesectors because specific
procedures existed in the different sectors.

) In Slovakia, this work had already started: a nmgetiad been held to consider
the questionnaire and then the questionnaire weadseé¢he head of all the bodies
responsible. Some answers had been received agid othre being prepared.
Work was underway to single out the common asg@uatsng the answers
received.

Xill.  CONCLUSIONS AND FOLLOW -UP
44.  Participants then agreed on the following followagtions. The MARS Group:

(@) Requests the UNECE Working Party 6 to adopt thésaecthat all UNECE
Member States are required to send to the seaetsariupdated list of the market
surveillance authorities in the different sectors.

(b) Requests the Bureaux of the Sectoral initiativetennay (Sectoral Initiative on
Equipment for Explosive Environment, Telecom Iriitia and Earth-moving
machinery initiative) under START to provide theamments on the draft model,
and see how well it is suited to their specificteecof activity.

(c) Decides to suspend the administration of the queséire for the time being and,
at a later stage, develop questionnaires targetsgecific sectors.

(d) Requests the UNECE secretariat to develop an inttazh to the procedural
document and present a first draft of the docurteetite 2008 November session
of Working Party 6. The work on this document woadshtinue after the session
in coordination with an ad hoc working group.
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(e) Requests the Convener of the GMSP Initiative tcettgva general document on
market surveillance which explains what it is imgle terms for the 2009 WP. 6
annual meeting, in coordination with an ad hoc waglgroup.

) To resume the work on common definitions and teotoigy initiated by the sub-
group on Market Surveillance Definitions. In thegard, there was a need to find
a new coordinator for the work. The definitions @oned in the EU regulations
would need to be reflected in the work.

45.  All participants agreed to send to the UNECE seci@t any reference to existing
documents which could assist the Convener or tieeeggiat in developing the documents.
46.  Participants also agreed on the following respaolits#is for continuing the work:
(@) Bulgaria and Belarus would consider taking resgalitsi for the continuation of
the work on definitions (see point 44.(f))

(b) Macedonia would consider the possibility of taknegponsibility for the
coordination of the work on the procedural docun{sat point 44.(d))

(c) Romania would consider the possibility of takingpensibility for the
coordination of the work on the general documeeg (goint 44.(e))

47. In closing the meeting, the Chairperson of the UBB®Working Party 6 thanked the
participants for their presentations and active inlthe debate, and the organizers for the very
warm hospitality.



