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Evaluation of Regulation (EC) No 765/2008

ABSTRACT (EN)

Regulation (EC) No 765/2008 aims at strengthening the protection of public interests ,
through reducing the number of non -compliant products on the EU Internal Market , and
at ensuring a level playing field among economic operators , providing a framework for
market surveillance and controls of products.

The evaluation aimed at understanding to what extent the Regulation has achieved these
objectives. Mor eover, it anal ysed the Regul ationds
Member States and assessed the market for products in its scope.

The evaluation concluded that the Regulation is not fully effective in achieving its
objectives. Moreover, it has a limited cost effectiveness due to its partial achievement of
both expected results and impacts , and to both resources allocated to enforcement and
related activities not being correlated to the size of surveyed markets. The needs
addressed by the Regulation are still relevant, although there exist a number of issues

that could call this into question, particularly with respect to increasing onlin e trade and
budgetary constraints at national level. Moreover, the scope of the Regulation is not fully

clear and its market surveillance provisions suffer from a lack of specificity. This allowed

for different implementations at the national level, which impact on the level of
uniformity and rigorousness of market surveillance controls across the EU. Finally, the
coherence of the Regulation with respect to the GPSD and sectoral directives is not
straightforward and this reduces the clarity of the overall f ramework for market
surveillance.

ABSTRACT (FR)

Le reglement (CE) N° 765/2008 vise a renforcer la protection des intéréts publics en

réduisant le nombre de produits non conformes sur le marché intérieur de I'U nion
Européenne (EU) . Il vise également a assurer des conditions équitables entre les
opérateurs économiques en fournissant un cadre pour la surveillance du marché et le

contréle des produits.

Léobjectif de | 6 ®comprendre dansmueltmasure le deglement a atteint
ces objectifs . En outre, les analysesde | a mi se en Tuvre du r gl ement
membres et du marché inclut dans son c¢champ donitéécordiitesat i on

En conclusion, il apparait gue le reglement n'est pas pleinement efficace dans
I 6accompl i s ssesanabjnettifs. e plus, il a un rapport codts -efficacité limité en
raisonde | 6 accompl iparSet st rdés résultats  soit des impacts attendus, ainsi que
des ressources deploy ées et des activités connexes a l'exécution qui ne sont pas
corrélées a la taille d es marchés contr6lés . Les besoins abordés par le reglement sont
toujours pertinents, bien qu'il existe des problémes susceptibles de les remettre en

question, en particulier en ce qui concerne l'augmentation d es pratigues de commerce en
ligne et des contraintes budgétaires au niveau national. En outre, le champ d'appl ication
du ré glement n'est pas entierement clair et ses dispositions manquent de spécificité. Ceci
a conduit a des implémentations différentes au niveau national , qui ont eu un impact sur

le niveau d'uniformité et de rigueur des controles du marché dans I'UE. Enfin, la
cohérence du réglement par rapport a la DSGP et aux directives sectorielles n'est pas
toujours évident e, ce qui réduit la clarté du cadre général d e la surveillance du marché.
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ABSTRACT (DE)

Die Verordnung (EG) Nr. 765/2008 hat das Ziel, die 6ffentlichen Interessen zu schitzen,

indem sie die Anzahl der nichtkonformen Produkte im europaischen Binnenmarkt
reduziert und durch die Vorgabe eines Rahmens f Ur die Marktiiberwachung und die
Produktkontrolle allen Wirtschaftsakteuren die selben Wettbewerbsbedingungen
garantiert.

Die Evaluation hatte zum Ziel, zu verstehen, in welchem Ausmass die
Marktiiberwachungsbestimmungen der Verordnung ihre Zielsetzung errei cht haben.
Zudem wurde die konkrete Umsetzung dieser Bestimmungen in den EU Mitgliedstaaten
analysiert und der Markt fir Waren im Geltungsbereich der Verordnung festgestellt.

Die Evaluation kam zu dem Schluss, dass die Verordnung ihr Ziel nicht vollstandig

erreicht hat. Ausserdem weist diese eine eingeschrankte Kostenwirksamkeit auf, was
einerseits darauf zur  Gckzuf Ghren ist, dass die erwarteten Ergebnisse und Auswirkungen
nur teilweise realisiert wurden, und andererseits auf eine fehlende Korrelation der
Durchsetzungsressourcen und T tatigkeiten mit der Grol3e de r befragten Markte. Die in
der Verordung angegangenen Bedirfnisse sind immer noch relevant, obwohl eine
gewisse Anzahl an  mit der Marktiiberwachung der Online -Verkaufe und den steigenden
nationale n Haushaltszwangen verbundenen Angelegenheiten besteht, die dies in Frage
stellen kdnnten. Zudem ist der Rahmen der Verordung nicht eindeutig definiert und die

darin enthaltenen Marktiiberwachungsbestimmungen leiden unter einem Mangel an
Spezifitat. Dies hat auf nationaler Ebene zu verschiedenen Implementationen gefihrt,

welche die Einheitlichkeit und Rigorositat der europaweiten Marktiiberwachungskontrollen
beeintrachtigen. Die Schlussigkeit der Verordnung, was die Richtlinie Giber die allgemeine
Produktsicherh eit und die sektorspezifischen Richtlinien betrifft, ist nicht eindeutig und

dadurch reduziert sich die Klarheit der gesamten Rahmenbedingunen der
Marktuberwachung.
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EXECUTIVE SUMMARY (EN)

Regulation (EC) No 765/2008 (hereinafter also reffjerredond) asebdt i
out the requirements for accreditation and market surveillance relating to the marketing

of products and repealing Regulation (EEC) No 339/93 ! has been applicable since 1

January 2010. The Regul ati on has tsth engthening theé e gi ¢ ob
protection of public interests through the reduction of the number of non -compliant

products on the EU Internal Market and ensuring a level playing field among economic

o p er at mrovidiy a framework for market surveillance and product co ntrol.

The evaluation

The evaluation performed aimed at understanding to what extent the Regulation has

achieved its original objectives in terms of effectiveness, efficiency, relevance,
coherence, and EU added value . Moreover, it analysed the practical
implementation of the Regulation in EU Member States and assessed the product
market within the scope of the Regulation.

This evaluation also aimed to contribute to the identification of the relevant set of

actions supporting this Regulation within the fra mework of the Single Market Strategy.
Effectiveness

The evaluation concluded that the Regulation is not fully effective.

In particular, although a plethora of coordination and communication mechanisms

and tools for information exchange exist within and between the individual Member
States and with third countries, these do not work efficiently or effectively enough

(e.g. Market surveillance authorities (MSAS) rarely restrict the marketing of a product

following the exchange of informati on on measures taken by other MSAs; and in the
context of products manufactured outside the national territory, MSAs find it difficult to

contact the economic operator even if it is based in another EU Member State) (see

section 6.1.1 - Cooperation and coordination ). Moreover, Member States have
implemented the Regulation in many different iterations, with substantial variations in
terms of organisational structures, level of resources deployed (financi al, human and
technical), market surveillance strategies and approaches, powers of inspection, and

sanctions and penalties for product non -compliance (see section 6.1.1 - Uniform and
sufficiently rigorous level of market surveillance ) . Finally, although Cust oms
perceived as adequate and procedures for border controls are clear and appropriate,
checks on imported products are still considered inadequate in light of increasing
import from third countries i particularly China 7 and online sales  (see section 6.1.1
T Border controls of imported products).

All these elements have had an impact on achieving uniform and sufficiently rigorous
controls . Thus, they have also had an impact on t he effectiveness of the measure in
achieving its objectives in terms of protecting public interests and the level playing field

for EU businesses.

The Regul ati onds effectiveness towar ds achieving it
question by the increasi ng number of non -compliant products included in its scope,

as demonstrated by the rising number of RAPEX notifications and restrictive measures

taken by MSAs. An important reason for product non -compliance in the internal market

seems to relate in particul ar to a lack of knowledge among economic operators

about the applicable legislative requirements.

1 Council Regulation (EEC) No 339/93 of 8 February 1993 on checks for conformity with the rules on product
safety in the case of products imported from third countries.
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Efficiency
The Regulation introduces costs for Member States and, to a more limited extent, for
economic operators. The former are related to organisational, information, surveillance,

and cooperation obligations; costs for economic operators relate to information
obligations, as defined in Article 19 of the Regulation.

The budget allocated to MSAs in nominal terms varies considerably from one
Member State to another . These differences might be related to the fact that Member
States have different organisational models requiring different levels of financial
resources. However, another possible explanation might be sought in the different
approaches followed by MSAs in reporting data on the level of financial resources used
and on activities performed.

The fact that Member States are free to define their own approaches to market
surveillance created a significant variation in the way the different sectors are co ntrolled
and managed. Moreover, fragmentation of control activities throughout the

internal market may interfere with timely action by the authorities and cause

additional costs for businesses

As regards costs for economic operators, information costs are not perceived as
significant although ~ some cross -border inconsistencies still remain and the current
enforcement mechanism is unable to create a level playing field for those

businesses  marketing products in the internal market. This might reduce busi nesses'
willingness to comply with the rules and discriminate against businesses that abide

by the rules and those who do not.

The analysis of RAPEX database and of national reports highlighted that product non -
compliance increased consistently from 2006 -2009 to 2010 -2015.

The limited cost effectiveness of the market surveillance provisions is confirmed by the

fact that neither the average annual budgets allocated to MSA activities nor their
variation during the period 2011 -2013 correlate with the size of the market (i.e. number
of enterprises active in the harmonised sectors).

Relevance

Overall, the Regulation is relevant, although the study concluded there were issues which
could put this into question.

For instance, the scope of the Regulation is not f ully clear . This drawback could
eventually be exacerbated by technological developments which introduce new types of
products. As f or t he Rddjnitibna t | athoagh they are generally clear and

appropriate, they are not complete and up to date , especially when considering the
need to address online sales. The concept of lex specialis represents a suitable interface

to address market surveillance in specific sectors. However, some issues have emerged
regarding a lack of clarity in the scope of market  surveillance rules in sector  -specific
legislation.

Considering the relevance of the Regulation to stakehol der s 6the rapalysiss ,

concluded that it is relevant to some extent. Overall, it is relevant when considering
current needs associated to its gen eral and specific objectives, but it becomes less
relevant when referring to the needs related to new/emerging dynamics, especially with
reference to increasing online trade and budgetary constraints at the national

level .
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Coherence
The evaluation conc ludedthat t he Regul ati onédés market surveillance
coherent within themselves ; and the roles and tasks of all the different stakeholders

are well defined and there are no traces of duplication of activities. However, they suffer

from a lack of specificity, which has allowed for discrepancies in implementation of the

Regulation at the national level. As for external coherence , some issues have been

identified between the GPSD and the Regulation mainly in terms of definitions

provided, which are n ot always aligned. Moreover, the boundary between the two

legislations is not always clear. Similarly, the Regul ationdés coherence with
directives is questioned, as there are discrepancies and gaps in the definitions and

terminology provided in the different legislative pieces. Although not hindering the

implementation of the Regulation, these inconsistencies diminish the overall clarity of the

framework for market surveillance, causing some uncertainties in its application.

EU added value
The analysis focused on assessing the EU spedifted val ue

provisions . Its EU added value mainly stems from provisions envisaging common
information systems for cooperation and coordination, favouring administrative

cooperation, and enhancing collaboration between Customs and MSAs.

Conversely, the EU added value provided by provisions related to collaboration
between Member States, market surveillance organisation at national level and

national programmes and reports has not reach ed its full potential.
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RESUME (FR)

Le reglement (CE) N° 765/2008 (ci-aprés dénommé  "le réglement") fixant les
prescriptions relatives a l'accréditation et a la surveillance du marché pour la
commercialisation des produits est devenu applicable depuis le 1ler janvier 2010. Le
réglement vise a  renforcer la protection des intéréts publics a travers la réduction du
nombre de produits non conformes sur le marché intérieur de 'UE et a assurer [I'égalité
des conditions entre les opérateurs économiques, en fournissant un cadre pour la
surveillance du marché et le controle des produits

L'évaluati on
L'évaluation portait sur les dispositions de surveillance du marché du réglement.

Léobjectif ®tait de comprendre dans quelle mesure | e
teemes d' ef fi cacit ®, déoefficience, de pertinence, de ¢
aj outée de 'UE . En outre, |l es analyses de |l a mise en Tuv
£tats membres et du march® inclut dans son champ ddap
Cette évaluation visait également a identifier les actions qui appuient le présent
réglementd ans le cadre de la Stratégie du marché unique.
Efficacité
En conclusion, il apparait que le reglement n'est pas pleinement efficace.
Bien qu'il existe une pléthore de mécanismes et d'outils de coordination et de
communication pour I'échange d'informations au sein et entre les différents Etats
membres et avec les pays tiers, ceux -ci ne fonctionnent pas efficacement ou
efficientement (par exemple, les autorités de surveillance du marché restreignent
rarement la commercialisation d'un produit suite a I'échang e dinformations sur les
mesures prises par d'autres autorités de surveillance et, dans le cadre de produits
fabriqués en dehors du territoire national, les autorités de surveillance ont des difficultés
contacter | " op®rateur ®c on odansqn autrenttatmeemizredde | est bas
I'UE (voir la section  6.1.1 - Cooperation and coordination ). En outre, les Etats membres
ont mi s en Tuvre | e r gl ement d,eaved dek fv@®intienst e s fa-o
substantielles en termes de structures organisationnelles, de niveau de ressources
déployées (financieres, humaines et techniques), de stratégies et d'approches de
surveillance du marché, de pouvoirs d'inspection et de sanction, et de pénalités pour les
produits non conformes (voir la section 6.1.1 - Uniform and sufficiently rigorous level of
market surveillance ). Enfin, bien que les pouvoirs des doua nes soient percus comme

adéquats et que les procédures de contrdle des frontieres soient claires et appropriées,
les contrbles des produits importés sont encore considérés comme insuffisants

a la lumiére des importations croissantes en provenance de pays t iers - en particulier de

la Chine - et des ventes en ligne (voir la section 6.1.1 i Border controls of imported

products).

Tous ces éléments ont eu unimpactsur | duni formit® et |l a riguParur des

conséquent, ils ont également eu un impact sur I'efficacité de la mesure a atteindre de
ses objectifs en termes de protection des intéréts publics et de conditions équitables pour
les entreprises de I'UE.

L'efficacité du reglement dans la réalisation de ses objectifs est également mise en

question par l'augmentation du nombre de produits non conformes inclus dans son
champ d'application, comme en témoigne le nombre croissant des notifications sur

RAPEX et des mesures restrictives prises par les autorités de surveillance du marché. Une

raison importante pour la non -conformité des produits sur le marché intérieur semble
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concerner en particulier un mangue de connaissance des opérateurs économiques
des exigences législatives applicables

Efficience

Le réglement introduit de nouveaux colts pour les Etats membres et, de

maniéere plus limitée, pour les opérateurs économiques . Les colts pour les Etats
membres sont liés aux obligations d'organisation, d'information, de surveillance et de

coopération. Les colts pour les opérateurs économiques sont liés aux obligations
d'information définies a l'article 19 du réglement.

Le budget alloué aux autorités de surveillance du marché en termes nominaux

varie cons idérablement d'un Etat membre & l'autre . Ces différences pourraient étre
liées au fait que les Etats membres ont des modéles organisationnels différents, qui
nécessitent différents niveaux de ressources financieres. Cependant, une autre
explication pourrai t étre explorée attrayant aux différentes approches suivies par les
autorités de surveillance du marché dans la déclaration des données concernant les
ressources financiéres utilisées ainsi que les activités réalisées.

Le fait que les Etats membres soient libres de définir leurs propres approches a la
surveillance du marché a créé une forte variation dans la maniére dont les différents
secteurs sont contrblés et gérés. En outre, la fragmentation des contréles dans
I'ensemble du marché intérieur peut entrave r l'action opportune des autorités

et générer des colts supplémentaires pour les entreprises

En ce qui concerne les colts pour les opérateurs économiques, les codts de
l'information sont pergcus comme non significatifs, mais des incohérences
transfrontalié res subsistent, et le mécanisme d'application actuel n'est pas en

mesure de créer des conditions de concurrence équitables pour les entreprises

qui vendent des produits dans le marché intérieur. Ceci pourrait réduire la volonté

des entreprises de se confor mer aux regles et discriminer les entreprises qui

respectent les régles contre celles qui ne le font pas.

L'analyse de la base de données RAPEX et des rapports nationaux a mis en évidence que

la non -conformité des produits a augmentée constamment de 2006 -2010 & 2010 -
2015. Une augmentation des notifications RAPEX et des mesures de surveillance peut
également signifier que les autorités de surveillance sont devenues plus efficaces a

détecter -et donc a corriger - les produits non conformes. Cependant, cela sou ligne aussi
que le réglement n'est pas toujours capable d'accroitre la volonté des entreprises de se

conformer aux regles, discriminant ainsi les entreprises qui respectent les regles contre

celles qui ne le font pas.

Le faible rapport codt - efficacité des dispositions de surveillance du marché est
confirmé par le fait que ni les budgets annuels moyens alloués aux activités des autorités
de surveillance du marché ni leurs variations par rapport a la période 2011 -2013 ne sont

corrélées avec la dimension du m arché (c'est -a-dire le nombre d'entreprises actives dans
les secteurs harmonisés).

Pertinence

Globalement, le reglement est pertinent , méme si I'étude a identifié des problémes

susceptibles de remettre cette conclusion en question. Par exemple, le champ
déapplication du r gl ement n' est. Cgta Bmitatiam tpourrait e me n t cl e
étre exacerbée par les développements technologiques qui introduisent de nouvelles

typologies de produits. En ce qui concerne les définitions du reglement, méme si elles

sont généralement claires et appropriées, elles ne sont pas entierement complétes et
mi ses 7 jour, surtout l orsque | don envisage de <ci bl e
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lex specialis représente une interface adaptée a la surveillance du marché dans des

secteurs spécifiques. Certaines questions ont néanmoins émergé en ce qui concerne le

manque de clart® dans | e champ dbéapplication des di sy
dans les |égislations sectorielles.

En ce qui concerne la pertinence du réglement pou r les besoins des parties prenantes,
I'analyse a conclu que le réglement est pertinent dans une certaine mesure , car il
est globalement pertinent lorsque I'on considére les besoins actuels associés a ses
objectifs généraux et spécifiques. Toutefois, il dev ient moins pertinent si on examine les
besoins liés aux dynamiques nouvelles/émergentes, en particulier en ce qui concerne
l'augmentation du commerce en ligne et des contraintes budgétaires au niveau national.

Cohérence

L'évaluation a conclu que les dispo sitions de surveillance du marché du réglement

sont cohérentes en elles -mémes . Les roles et les taches de tous les acteurs concernés

sont bien définis et aucune duplication des activités n'a été identifiée. Cependant, ces

dispositions souffrent d'un manque de spécificité, qui a permis les divergences citées

dans |l a mise en Tuvre du r glement au niveau national
En ce qui concerne la  cohérence externe , certains problémes ont été identifiés

entre la DSGP et la réglementation , principalement en termes de défi nitions, qui ne

sont pas toujours alignées. En outre, la démarcation entre les deux Iégislations n'est pas
toujours claire. La cohérence du réglement avec les directives sectorielles est

mise en question de maniere similaire. En effet, des divergences et d es lacunes dans

les définitions et la terminologie dans les différents textes Iégislatifs ont été observées.

Bi en gudell es n'"emp°®°chent pas | a mi s e en TfTuvre du
diminuent la clarté générale du cadre de la surveillance du marché, c € qui entraine des

incertitudes quant a son application.
Valeur ajoutée de I'UE

L'analyse a porté sur I'évaluation de la valeur ajoutée de I'UE conformément aux

dispositions spécifiques du reglement. La valeur ajoutée du reglement résulte

principalement  des dispositions prévoyant des systémes d'information communs

pour la coopération et la coordination, favorisant la coopération administrative

et renforcant la collaboration entre les autorités douanieres et de surveillance

du marché . Enrevanche, lavaleu r ajoutée de I'UE apportée par les dispositions relatives

a la collaboration entre les Etats membres, a l'organisation de la surveillance du marché

au niveau national et aux programmes et rapports nat
potentiel.
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1 | NTRODUCTION

This report respond s to the request for services concerning an ex-post evaluation of the
application of the market surveillance provisions of Regulation (EC) No 765/2008 setting out

the requirements for accr  editation and market surveillance relating to the marketing of
products and repealing Regulation (EEC) No 339/93. The request for services was issued by
the European Commission (EC), Directorate -General for Internal Market, Industry,
Entrepren eur ship and S MEs (DG GROW) unit B1.

The study was led by EY with the support of Technopolis Group and Nomisma. The evaluation
took place from July 2016 until May 2017.

1.1 Scope ofthe evaluation

The subject of this evaluation is Regulation (EC) No 765/2008 of the European Parliament
and of the Council of 9 July 2008, setting out the requirements for accreditation and market
surveillance relating to the marketing of products and repealing Regulation (EEC) No 339/93.

The scope of the study is defined as follows
1 Legisl ation: Regulation (EC ) No 765/2008, with specific reference to some selected

articles:
- Chapter I, Article 2 (1) to (7), (14), (15), (17), (18), (19) and (21), on definitions;
- Chapter Ill (i.e. Articles 15 to 29) on the EU market surveillance framework an d

controls on products entering the EU market;

- Chapter V (i.e. Articles 31 to 37) as regards the Un i o rfidaacing of market
surveillance activities;

- Articles 38 and 41 of Chapter VI, respectively, provide for the possible adoption by
the Commission of n on-binding guidelines in consultation with stakeholders , and
obliges Member States to lay down rules on penalties for economic operators
applicable to infringements of the provisions of the Regulation and to take all
measures necessary to ensure that they are implemented

i Time frame : the period from 2010 (date of application of the Regulation) to 2015,
compared to the situation before 2010;

i Territory:  the 28 EU Member States;

i1 Stakeholders: national authorities responsible for market surveillance of non -food
products falling within the scope of Regulation (EC) No 765/2008, external border
controls authorities, businesses and selected representatives from organisations of
stakeholder categories (e.g. industry and SMEs, consumers and user associations).

1.2 Purpos e of the evaluation

The overall objectives of the study are to:

i1 Evaluate to what extent the Regulation has achieved its original objectives in terms of
effectiveness, efficiency, relevance, coherence and EU added value ;

i1 Analyse the legal and practical imp lementation of the Regulation in EU M ember
States in orderto identify particular issues and problems;

i1 Provide a better understanding of the market of mass consumer products and
selected categories of professional goods in the EU , identifying the main trends in
international trade and evaluating the relevant environmental, social and economic
impacts deriving from implementation of the Regulation.
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Bearing in mind that Regulation (EC) No 765/2008 sets out the legal framework for removing
non -compliant pr oducts from the market in the area of EU harmonisation legislation, its
evaluation will contribute to the identification of the relevant set of actions supporting

this Regulation within the framework of the Single Market Strategy

1.3  Structure of this report

This final report provides the full results of the analyses.

In more detail, Chapter 1  presents a summary of the scope and objectives (section 1.1 and
1.2) of the evaluation.

Chapter 2  presents the background of the Regulation, including the legislative frame work
(section 2.1) and the main provisions of the Regulation (section 2.2). It also includes the
intervention logic framework used as a basis for the evaluation process.

Chapter 3  presents the evaluation questions, framed within the five evaluation criteria, which

were answered to assess the Regulation and how the criteria are to be understood

Chapter 4  presents the evaluation methodology used in the study , comprising desk research
(section 4.2.1), field research (section 4.2.2 ) and case studies (section 4.2.3 ). Further more ,
section 4.3 detail s difficulties encountered during the data -collection phase due to the lack of
information and data limitations, together with the mitigation measures adopted.

Chapter 5 is mainly descriptive and presents the implementation state of play, particularly the
market analysis, the dimension of product non -compliance and implementation of the
Regulation at the national level.

Chapter 6 provides detailed answers to the evaluation questions, according to each  evaluation
criteria, and on the basis of the evidence gathered

Chapter 7 includes conclusions on the effectiveness, efficiency, relevance, coherence , and EU
added value of the Regulation.

Finally, the Annexes include the results of the stakeholder consultation (Annex 8.1), five case
studies (Annex es 8.2 to 8.6), an overview of the penalties imposed by Member States for
infringements  relating to Regulation (EC) No 765/2008 (Annex 8.7), tables presenting data on
laboratories and powers available to national MSAs and Customs across Member States (Annex
8.8), the mapping of national reports and programmes (Annex es 8.9 and 8.10, respectively) ,
evaluation grids (Annex 8.11), the questionnaires of the targeted surveys and interviews
(Annex 8.12 and 8.13) , some specific data on the market (Annex 8.14), and the list of
information sources (Annex 8.15).
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2 BACKGROUND OF THE INI TIATIVE

2.1 Legislative background

The mid -1980s mark ed the beginning of a period of profound legislative revision relating to the
marketing of products in the EU, with the adoption of the so -called dNew Ap pr o a.cThebaim
was to focus EU legislation only on the essential public interests  requirements  with which
products must comply, leaving the definition of detailed technical requirements with standards.

The New Approach contributed to the establishment of the European standardisation process

and the creation of EU harmonisation legislation 3

With Regula tion (EEC) No 339/93 , the EU institutions focused, for the first time, on a
market surveillance framework and on common procedures for controlling products coming
from non -EU countries to assure their conformity with the safety rules applicable in the
inte rnal market

As the next step along the harmonisation path ,in 2001 , the EU legislator enhanced the level of
consumer safety by adopting Directive 2001/95/EC I the so -called General Product Safety
Directive (GPSD ). Considering the principle of lex special is, the general safety requirement of

the GPSD did not apply to medical devices or cosmetics and other product categories which fall

under specific EU harmonisation legislation . Nevertheless , in most cases , some of its
market surveillance provisions appl ied to consumer products falling under these rules at least

until the alignment of those provisions to the reference provisions of Decision 768/2008/EC
(see below). However, those market surveillance provisions did not apply to non -consumer
products or to consumer products  subject to requirements not related to safety.

In 2002, the EC initiated a public consultation to identify the main weaknesses of the New
Approach Di r e c t iThe eesulis.suggested the need for a reform process focusing on the lack

of confidence in the notified institutions and throughout the whole notification process,
weaknesses in market surveillance and the need for more enforcement measures,
inconsistencies between different directives, and a misunderstanding of the value and role of

CE marking. During subsequent years, a vibrant dialogue among EU institutions, EU M ember
State experts and relevant stakeholders has led to the review of the New Approach initiatives 4
and to the adoption of the New Legislative Framework (NLF) in 2008. The latter
strengthened rules for product marketing, the free movement of goods, the EU market
surveillance system and European conformity marking for the  free marketability of products in

the European Economic Area  (EEA) (internal market).

As a result, following an impact assessment, the EU institutions adopted Regulation (EC) No
765/2008 setting out the requirements for accreditation and market surveillanc e relating to

2 The European standardisation system has played an important role for Member States as regards the free movement
of goods. I n addition, due , & oasttamornt &f Nheustrial Appoduct® a ¢ hilégislation has been
harmonised within the EU by means of only 30  Directives over the period 1987 -2000.

% At the beginning of the 1990s, in conjunction with the adoption of the Treaty of Maastricht on the European Union

and the creation of the Economic and Monetary Union, the EU institutions 6harmonisation function in the domain of the

EU Single Market has be en strengthened. On the one hand, the EU developed a policy to reinforce European
standardisation, covering any technical requirements for product specification while , at the same time, giving more
flexibility to manufacturers to conform to the requirement s and to demonstrate product compliance with the relevant
legislation . The European standardisation process has been consolidated by a number of legislative documents,

including Council Directive 93/68/EEC that amended specific sector -harmonised legislatio ns, introducing the CE
marking. On the other hand, with the EU Customs Code, the EU supported Customs Authorities and traders in ensuring

the correct application of custom legislation and the right of traders to be treated fairly.

4 SEC(2007) 173/2 Commiss ion Staff Working Document accompanying document to the proposal for a Regulation of
the European Parliament and the Council setting out requirements for accreditation and market surveillance relating to

the marketing of products and a decision of the Euro pean Parliament and the Council on a common framework for the
marketing of products. Impact Assessment.


http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32008D0768&locale=en
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the marketing of products and repealing Regulation (EEC) No 339/93. With specific regard to
market surveillance, such legislation:

i1 Sets obligations for EU countries to carry out market surveillance and to prohibit or
restrict the marketing of dangerous or non -compliant products , providing a high level of
protection of public interests;

1 Lays down minimum common requirements for the organisation of market surveillance
authorities (MSAs) at the national level,

1 Provides MSAs with the powers to o btain all necessary documentation from economic
operators in order to evaluate product conformity and act accordingly;

1 Includes obligations for EU countries to ensure cooperation at national and cross -border
levels and provides for specific tools to coordi nate activities carried out by national
surveillance bodies across the EU;

i Sets obligations to perform border controls of products entering the EU and lays down a
procedure for the cooperation between market surveillance  and Customs authorities

Moreover, it lays down rules on:

1 The concepts applicable in the field of product marketing;

1 The organisation and operation of accreditation of conformity -assessment bodies;

i1  The general principles of the CE marking.
The scope of Regulation (EC) No 765/2008 was to es tablish an overarching framework on
market surveillance, putting in place an overall policy and infrastructure across the Union
without having to detail legislative provisions sector by sector . Furthermore, it aimed to
address a certain lack of coherence i n the implementation and enforcement of technical
legislation regarding the free circulation of products within the EU. °
Together with the Regulation and within the NLF, the EU legislators also adopted Decision No
768/2008/EC ® on a common framework for mar keting products in the EU, and Regulation
(EC) No 764/2008 laying down procedures relating to the application of certain national
technical rules to products lawfully marketed in another EU country. Decision No 768/2008/EC
includes reference provisions to be incorporated whenever product legislation is revised ,

workingas a 6t e mp |fa futeré product harmonisation legislation. The reference provisions

also cover relevant market surveillance procedures which are considered as complementary to

the provisio ns of Regulation (EC) No 765/2008. However , they are not directly applicable and
thus need to be incorporated into sector -specific harmonisation rules. Therefore, in recent
years, a main objective of the Commission has been to bring product harmonisation | egislation
in line with the reference provisions of Decision No 768/2008/EC . At the time of writing, the
following Directives and Regulations had been aligned with these reference provisions:

i Toy Safety i Directive 2009/48/EU

i Transportab le pressure equipment 1 Directive 2010/35/EU

i Restriction of Hazardous Substances in Electrical and Electronic Equipment i Directive
2011/65/EU ;

i Construction products T Regulation (EU) No 305/2011 ;

i Pyrotechnic Articles 1 Directive 2013 /29/EU ;

5 As for the GPSD and according to the principle of lex specialis , this Regulation applies only insofar as there are no

other specific provisions with the same objective, nature or effect in other existing or future rules of EU harmonisation

legislation.

 Decision No 768/2008 sets out the common principles and procedures that the EU legislation must follow when

harmonising conditions for marketing prod ucts in the European Economic Area (EEA .) The EC Decision focuse s on rules
for CE marking and on a common set of different conformity assessment procedures, the so -called dnodules § related

to assessing different risks.


http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32008D0768&locale=en
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32009L0048
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32010L0035
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32011L0065&locale=en
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32011L0065&locale=en
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32011R0305
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32013L0029&locale=en
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Recreational craft and personal watercraft i Directive 2013/53/EU  ;
Civil Explosives 1 Directive 2014/28/EU

Simple Pressure Vessels i Directive 2014/29/EU
Electromagnetic Compatibility i Directive 2014/30/EU  ;

Non -automatic Weighing Instruments i Directive 2014/31/EU
Measuring Instruments T Directive 2014/32/EU

Lifts i Directive 2014/33/EU

ATEX i Directi ve 2014/34/EU ;

Radio equipment 1 Directive 2014/53/EU

Low Voltage i Directive 2014/35/EU

Pressure equipment i Directive 2014/68/EU  ;

Marine Equipment i Directive 2014/90/EU  ;

Cableway installations T Regulation (EU) 2016/424 ;

Personal protective equipment T Regulation (EU) 2016/425 ;
1 Gas appliances 1 Regulation (EU) 2016/426

Further proposals on medical devices and in vitro diagnostic (IVD) medical devices were
adopted very recently adopted

In 2013, to further strengthen consumer safety and market surveillance rules, the EC adopted

the so -called Product Safety and Market Surveillance Package J

=4 =4 =4 4 4 4 -4 -5 -8 -8 -5 -5 -5 -9

Currently , at the EU level, the basic market surveillance infrastr uctures comprises: (i) the
RAPEX system ,® through which Member States notify the Commission and other Member
States about measures taken against products posing serious risks ( the Commission then

disseminates the information to other Member States); (ii) the general information support
system intended to collect other information about market surveillance activities performed by

Member States, the so -called ICSMS (Information and Communication Syst em for Market
Surveillance) :° (iii) the exchange of information on market surveillance programmes and
(ex-post) on activities carried out ; (iv) policy discussions on the implementation of product
legislation through experts groups i e.g. administrative coo peration groups ( AdCOs),
Internal Market for Products i Market Surveillance Group (IMP  -MSG); and (iv) joint
enforcement actions co-financed by the EU budget via grants.

2.2 Main provisions of the Regulation

Given the scope of this study presented in section 1.1, the current evaluation assesses several
articles included in Chapter I, Chapter | I, Chapter V and Chapter VI, specifically relating to
market surveillance and detailed below.

Chapter | T General provisions

" The legislative procedure for the adoption of the  Regulations proposed in the package is still pending.

8 RAPEX (Rapid Exchange of Information System) is an information system between MS and the EC on measures and
actions taken in relation to products posing serious risk to the health and safety of consumers : http: /ec.europa.eu /con
sum ers/consumers_safety/safety products/rapex/index_en.htm . RAPEX was actually established by the GSPD and
subsequently extended to the Regulation onto all harmonised products.

° ICSMS is an information and communication system for the pan -European market surveillance . A general information
support system set up by the European Commission for the exchange of information between MSAs , according to
Article 23 of Regulation (EC) No 765/2008. Source: European Commission (2017), Good Practice for Market
Surveillance .

10 European cooperation on market surveillance takes place t hrough informal groups of MSAs, called Administrative
Cooperation Groups ( AdCOs). The members of these groups are appointed by MS and represent national authorities

competent for market surveillance in a given sector.


http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32013L0053
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32014L0028&locale=en
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32014L0029&locale=en
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32014L0030&locale=en
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32014L0031&locale=en
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32014L0031&locale=en
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32014L0032&locale=en
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32014L0033&locale=en
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32014L0034&locale=en
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1415980552970&uri=CELEX:32014L0053
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32014L0035&locale=en
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv:OJ.L_.2014.189.01.0164.01.ENG
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv:OJ.L_.2014.257.01.0146.01.ENG
http://eur-lex.europa.eu/legal-content/EN/AUTO/?uri=uriserv:OJ.L_.2016.081.01.0001.01.ENG&toc=OJ:L:2016:081:TOC
http://eur-lex.europa.eu/legal-content/EN/AUTO/?uri=uriserv:OJ.L_.2016.081.01.0051.01.ENG&toc=OJ:L:2016:081:TOC
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv:OJ.L_.2016.081.01.0099.01.ENG&toc=OJ:L:2016:081:TOC
http://ec.europa.eu/consumers/consumers_safety/safety_products/rapex/index_en.htm
http://ec.europa.eu/consumers/consumers_safety/safety_products/rapex/index_en.htm
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This chapter specifies the scope of the Regulation and the main definitions relevant for
market surveillance.

Chapter 1l 7 EU market surveillance framework and controls of products entering the EU

market

Chapter Ill covers the functioning of market surveillance of products subject to E U
harmonisation legislation. It defines the products covered by the market surveillance
infrastructures and programmes, as well as the roles and responsibilities of the EC, Member
States, national MSAs and other relevant actors.

In particular, Section 1 defines the scope of application of the provisions on market
surveillance and control of imported products. It also sets out the general obligation to
carry out market surveillance and take restrictive measures for products found to be

dangerous or non -comp liant in relation to any product categories subject to EU harmonisation
law, and to informthe  EC and other Member States.

Section 2 EU market surveillance framework sets out the obligations of the EU MS regarding
the organisation of national authorities and measures to be adopted in case of products
presenting a serious risk. The section provides an overview of the duties of national MSAs and
their cooperation with competent authorities in other EU MS or in third countries. The
Regulation also states the principles of cooperation and exchange of information

between all relevant actors in the field of market surveillance.

Section 3 Controls of products entering the EU market entrusts powers and resources to
authorities in charge of external border control of products entering the EU market and
defines the situations whereby such authorities shall not release a product for free circulation

or, in case of suspension, shall release the product. Moreover, this section defines the
measure s to be taken by MSAs if a product presents a serious risk or does not comply

with EU harmonisation legislation.

Chapter V 1 EU financing

This chapter includes provisions on the financing system for obtaining the results expected
by the Regulation. More s pecifically, it lists the activities eligible for financing and
arrangements on financial procedures. The Regulation also foresees the possibility of covering

administrative expenses for all management and monitoring activities necessary to achieve its
obj ectives.

Chapter VI T Final provisions

The last two provisions evaluated are Article 38 , which refers to the possibility of the ECO6s
adoption of non -binding guidelines on Regulation implementation , and Article 41,
which obliges the EU MS to lay down rules on penalties for economic operators for

infringing the provisions of this Regulation.

2.3 Intervention logic framework

The intervention logic of the market surveillance provisions of Regulation (EC) No 765/2008 is

crucial for clarifying the objectives and enha ncing the understanding of the evaluation process.

As explained in the Better Regulation Toolbox #41: designing the e v a |l u a tracamstridction
of the intervention logic allows the evaluator to understand how the Regulation was expected

to work, and ident ify the causal links among the different dimensions as well as the contextual

elements that affect the current framework. The intervention logic framework is thus
summarised below on the basis of the market surveillance provisions in the scope of th is
eval uation.

Three main needs or drivers |l ed to the definition of the
to address the lack of market surveillance enforcement within the EU ; (2) to increase the

credibility of CE marking in the internal market ;and (3) to ensure the free movement of goods

Re gL
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within the EU together with product safety and the protection of public interest . The two
strategic objectives of the Regulation i aiming to respond to the above -mentioned needs -
are: (1) to ensure a level playing field a mong economic operators through the elimination of

unfair competition of non  -compliant products ; and (2) to strengthen the protection of public
interests  through the reduction of the number of non -compliant product s. The strategic
objectives are then  disaggregated in to three specific objectives representing the operational
orientations of the EU action. To achieve the strategic and specific objectives, the EC has
defined a set of activities to be implemented, and included them in the Regulation in the
form of provisions . For instance, to reduce the number of non -compliant products , the
Regulation sets the framework for controls of products on the internal market (Ch. Ill, section

2) and of those imported from third countries (Ch. lll, section 3) . These provisions are

expected to produce a number of key resuts and to eventually trigger t
impacts . For instance, the resulting lower number of non -compliant products will generate

greater and more uniform  protection of consumers across the EU.

The intervention logic below also presents t he evaluation questions (and related criteria)

contributing to assessing the overall performance of the Regulation, having identified its

working mechanisms. As shown in the figure below, the evaluation questions related to

relevance assess whether the Regul at obmatives are still adequate in the current
context . The effectiveness questions are based on measurements of the Reg
to determine  whether it has achieved its objectives. The efficienc y questions assess whether

the Regulation has proportionally delivered its results, given the established provisions. To

better understand how the interaction between the above elements works and delivers the

expected changes over time, the intervention lo gic must consider external factors that may

influence the Regul at pedamngasce: the coherence questions evaluate whether the

Regulation is consistent with those factors. The EU added value questions aim at
understanding if the provisions set out have served to obtain the expected impacts.

The figure bel ow outlines t he Regul at ito rihé evaluatioh er vent |

criteria and questions that guide d the study and that will be further described in the following
chapter . The arrows represen t the links/trigger mechanisms between needs and objectives,
and objectives, provisions and results.
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STRATEGIC
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Figure 1 - Intervention logic of the Regulation
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3 EVALUATION QUESTIONS

The box below presents 18 evaluation questions, framed within the five evaluation criteria that
had been answered to assess the Regulation.

The evaluation criteria were understood to mean:

i1 Effectiveness whet her and to what extent the Regul ati c
ensuring a level playing field among economic operators by eliminating unfair
competition of non -compliant products and strengthening the protection of public
interests have been achieved at both national and EU level s (EQs 1-5).

i1 Efficiency : whether the Regulation has proportionally delivered its results in terms of
resources used. The analysis included an assessment of the costs and benefits as
perceived and reported by stakeholders. (EQs 6-9).

1 Relevance : whether the Re g ul at dbjectivéssstill correspond to current problems,
needs and challenges, arising in particular  from online sales, increase in imports from
third countries, shortening product life, increasing budgetary constraints a t the national
level (EQs 10 -13).

i1 Coherence : whether the Regulation is consistent within itself, with other market -
relevant pieces of EU legislation on non -food products surveillance and within the wider
EU policy framework (EQs 14  -16).

i Added value :to wh at extent the results of the EU action are additional to the value
that would have resulted from action at Member State level (EQs 17 and 18).

Effectiveness

EQ1. Are the results in line with what is foreseen in the impact assessment for the Regulation, notably
as to the specific objectives of : (i) enhanced cooperation among Member States /within Member
States, (ii) uniform and sufficiently rigorous level of market surveillance ; and (iii) border contro Is

of imported products?

EQ2. How effective was the measure as a mechanism and means to achieve a high level of protection of

public interests, such as health and safety in general, health and safety at workplace, the
protection of consumers, protection of the environment and security? What have been the
guantitative and qualitative effects of the measure on its objectives?

EQ3. How effective was the measure as a mechanism and means to achieve a level playing field among
businesses trading in goods subject to EU harm onisation legislation? What have been the
quantitative and qualitative effects of the measure on its objectives?

EQ4. Are there specific forms of the implementation of the Regulation at Member State level that render
certain aspects of the Regulation more or le ss effective than others ,and i1 if there are i what

lessons can be drawn from this?

EQ5. To what extent has the different implementation (i.e. discrepancies in the implementation) of the
initiative in - Member States impacted on the effectiveness of the measures on the objective?

Efficiency

EQ6. What are the regulatory (including administrative) costs for the different stakeholders (businesses,
consumers/users, national authorities, Commission )?

EQ7. What are the main benefits for stakeholders and civil society that derive from the Regulation?

EQ8. To what extent have the market surveillance provisions been cost effective?

EQ9. Are there any significant differences in costs (or benefits) between Member States? If so, what is
causing them?

Relevance

EQ10. To what extent are market surveilla nce provisions of the Regulation  still relevant in  the light for

instance of increasing online trade, the increase in imports from third countries, shortening product
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life, increasing budgetary constraints at national level, etc.?

EQ11. To what extent do the eff  ects of the market  surveillance provisions satisfy (or not) stakeholders'

needs? How much does the degree of satisfaction differ according to the different stakeholder
groups?
EQ12. Is there an issue on the scope (i.e. all EU product harmonisation legislation) o f the measure or

some of its provisions?

EQ13. Is the concept of lex specialis still a suitable interface between the market surveillance provisions

in the Regulation and those in other (notably sector) legislation?
Coherence

EQ14. To what extent are the market surveillance provisions coherent internally?

EQ15. To what extent are the market surveillance provisions above still coherent with other Union
legislation on market surveillance of non -food products?
EQ16. To what extent are these provisions coherent with wider EU pol icy?

EU added value

EQ17. What is the additional value resulting from the market surveillance provisions at EU level,

compared to what could be achieved by Member States at national and/or regional levels?
EQ18. To what extent do these provisions support and usefully supplement market surveillance policies
pursued by the Member States? Do the provisions allow some sort of 'control' by the EU on

way national authorities carry out market surveillance?

the

10
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4 METHOD OLOGY

This chapter summarises the tools and techniques used in the study to answer the evaluation
guestions. The final section describes data limitations and the solutions applied to the
problems encountered.

4.1  Evaluation grids

The approach to answer ing the evaluation questions has been defined in specific evaluation
grids presenting:

1 The judgment criteria used to specify the meaning of the evaluation question;

i1 The analytical approach used to answer the evaluation question, given the judgement
criteria ;

1 The indicators used to evaluate the achieved results as well as to identify potential

shortcomings ;

i The sources of information , including primary sources (i.e. stakeholders ) and
secondary sources, i.e. existing documents, publications, reports.

All eval uation grids are presented in Annex 8.11.

4.2  Overview on data collection and analysis tools

This section provides a synthesis of the main data collect ion and analytical tools used in the
study: desk research, field research and case studies.

4.2.1 Desk research

Implementation

The desk research focused on an in-depth review of the national market surveillance
programmes and reports drafted by Member States pu rsuant to Article 18(6) of Regulation
(EC) 765/2008 .'*' However, with particular regard to data for assessing the implementation of

the Regulation at the national level, the analysis of national reports and programmes

presented a number of lacks, further des cribed in section 4.3.1 . In order to fill -in these gaps
and following a specific request from the Steering Group, a template for data collection was
sent to IMP -MSG representatives and Customs , requiring them to provide information on
powers of sanction and control and availab ility of test laboratories across different sectors . The
template was based on the same list of sectors published on the Com mi ssi onds websit
November 2016 for the preparation of national market surveillance programmes ,*? and the list
of sectors presented therein has also been used for the market analysis. The list should be
considered as a non - exhaustive reference list of se ctors falling within the scope of
Regulation (EC) No 765/2008. The template , presented in the table below, is an updated
version of that presented in Annex 8.9.

Table 1 i Non -exhaustive list of sectors in scope of the Regulation used for data collection

| N.__| Productsectos_ | Relevantlegislaton |
1 Medical devices (including in vitro diagnostic Directives 93/42/EEC, 98/79/EC and 90/385/EEC
and active implantable medical devices)
2 Cosmetics Regulation (EC) 1223/2009

L Article 18(6) MenbertSeates shhllaperioditally review and assess the functioning of their surveillance
activities. Such reviews and assessments shall be carried out at least every fourth year and the results thereof shall be
communicated to the other Member States and the Commis sion and be made available to the public, by way of
electronic communication and, where appropriate, by other means .0

2 Available at:  http://ec.europa.eu/DocsRoom/documents/20141
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| N[ Productsectos | Relevantlegislation |
3 Toys Directive 2009/48/EC
4 Personal protective equipment Directive 89/686/EEC
5 Construction products Regulation (EU) 305/2011
6 Aerosol dispensers Directive 75/324/EEC
7 Simple pressure vessels and Pressure Directives 2009/105/EC and 97/23/EC -
equipment Directives 2014/29/EU and 2014/68/EU
8 Transportable pressure equipment Directive 2010/35/EU
9 Machinery Directive 2006/42/EC
10 Lifts Directive 1995/16/EC - Directive 2014/33/EU
11 Cableways Directive 2000/9/EC
12 Noise emissions for outdoor equipment Directive 2000/14/EC
13 Equipment and Protective Systems Intended Directive 1994/9/EC - Directive 2014/34/EU
for use in Potentially Explosive Atmospheres
14 Pyrotechnics Directive 2007/23/EC - Directive 2013/29/EU
15 Explosives for civil uses Directive 93/15/EEC - Directive 2014/28/EU
16 Appliances burning gaseous fuels Directive 2009/142/EC
17 Measuring instruments, Non  -automatic Directives 2004/22/EC and 2009/23/EC -
weighing instruments, Pre -packaged products Directives 2014/32/EU and 2014/31/EU;
and Units of measurement Directive 2007/45/EC, 75/107/EEC and
76/211/EEC; Directive 80/181/EEC
18 Electrical equipment under EMC Directive 2004/108/EC - Directive 2014/30/EU
19 Radio and telecom equipment under RTTE - Directive 1999/5/EC - Directive 2014/53/EU
RED
20 Electrical appliances and equipment under LVD Directive 2006/95/EC - Directive 2014/35/EU
21 Electrical and electronic  equipment under Directives 2011/65/EU, 2002/96/EC and
RoHS and WEEE and batteries 2006/66/EC
22/A  Chemical substances under REACH and Regulations (EC) 1907/2006 and 1272/2008/EC
Classification and Labelling Regulations
22/B  Other chemicals (Detergents, P aints, Regulation (EC) 648/2004, Directive
Persistent Organic Pollutants, Fluorinated 2004/42/EC, Regulation (EC) 850/2004,
greenhouse gases, Ozone Depleting Regulation (EC) 842/2006 and Regulation (EU)
Substances, etc.) 517/2014, Regulation (EC) 1005/200 9
23 Eco-design and Energy Labelling; Efficiency Directives 2009/125/EC and 2010/30/EU;
requirements for hot  -boilers fired with liquid or Directive 1992/42/EEC
gaseous fuels
24 Tyre labelling Regulation (EC) 1222/2009
25 Recreational craft Directive 1994/25/EC - Directive 2013/53/EU
26 Marine equipment Directive 96/98/EC - Directive 2014/90/EU
27 Motor vehicles and Tractors Directive 2002/24/EC - Regulation (EU)
168/2013; Directive 2007/46/EC; Directive
2003/37/EC - Regulation (EU) 167/2013
28 Non -road mobile machinery Directive 97/68/EC
29 Fertilisers Regulation (EC) 2003/2003
30 Other consumer products under GPSD Directive 2001/95/EC
31 Biocides Regulation (EU) 528/2012
32 Textile and Footwear labelling Regulation (EC) 1007/2011 and Directive
94/11/EC
33 Crystal glass Directive 69/493/EEC

The desk research

Evaluation of Regulation (EC) No 765/2008

Source: EC (2016)

also covered the sectoral impact assessments drafted by the European
Commission ** for the relevant product categories covered by the Regulation

13 Decision No 768/2008/EC sets out the common principles and procedures that the EU legislation must follow when

harmonising conditions for marketing products in the
been aligned with these reference provis

EEA. At the time of writing, 20 directives and regulations have
ions. The |As drafted for the respective legislative proposals have been

considered in light of the data they report on the state of the art of or possible issues with the implementation of
market surveillance in the relevant sectors.

, together with
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other policy documents relevant for market surveillance , such as the impact assessment (IA)
for the Regulation and the IA for the product safety and market surveillance package .
Moreover, a number of reports and studies on market surveillance issues have a Iso been
considered, such as EC (2017) ,** EP (2009) ,*® Panteia (2014) '® and PROSAFE (2013) .'" For
more details on the information sources see Annex 8.15.

Market analysis
The market analysis set out to provide an understanding of the market for which EU
harmonised product rules exist and to assess the main trends in the intra -EU trade of
harmo nised products. To identify the variables to be included in the analysis, we considered
the sectors listed in the EC template  for national programmes in the version published on
November 2016, and we tried to identify statistics useful for the scope of the study (see Table
1).
We implemented a  two -stage approach
1 Ananalysis a tthe sectoral level oriented towards the macro dimension, looking at:
- The number of economic operators active within the economic sectors for which EU
harmonised product rules exist (hereafter harmonised sectors);
- Thehar moni s ed carentctootribdtien to the EU economy;

1 An analysis at the product level focused on the value of products traded within the EU
internal market and for which EU harmonised rules exist (hereafter harmonised
products).

All data were extracted from three databases:

§ Structural Business Statistics (SBS) 2 provided by Eurostat to describe the struct ure of
harmonised sectors and measure their economic performance;

1 PRODCOM - Statistics by Product *° provided by Eurostat to estimate the value of
harmonised products;

i1 International trade database , containing data  since 1988 by Standard International
Trade C lassification (SITC) ,% provided by Eurostat to estimate the value of intra -EU
trade of harmonised products ~ .#
Results from these analyses have been combined to identify those sectors where trade value in

harmonised products is more relevant.
In detail, the approach ~ comprised the following steps:

i Step 1 . Identification of EU legislative acts introducing harmonised product rules (i.e.
harmonising legislation) ;
i Step 2 . Review of EU legislation introducing harmonised product rules;

14 Task Force of AdCOs' experts (2017),  Good Practice for Market Surveillance

5 European Parliament (2009), Effectiveness of Market Surveillance in the Member States. Directorate A: Economic
and Scientific Policies . IPOL/A/IMCO/ST/2009 -04.

6 panteia and Centre for Strategy and Evaluation Services (CESS) (2014), Good Practice in Market Surveillance
Activities related to Non  -Food Consumer Products sold Online

17 PROSAFE (2013). Best Practices Techniques in Market Surveillance . http://www.prosafe.org/ library/ knowl edge base/
item/ best -practices -techniques -in-market -surveillance

18 http://ec.europa.eu/eurostat/web/structural -business - statistics
' hittp://ec.europa.eu/eurostat/web/prodcom/over view

20 http://ec.europa.eu/eurostat/web/international -trade -in-goods/data/database

2L Correspondence between SITC and NACE classification has been done in accordan ce to the Reference and
management of Nomenclatures ( RAMON).
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1 Step 3 . Identification of the corresponding NACE Divisions (DIGIT 2) and NACE group
(DIGIT 3) impacted by the EU Regulation (i.e. harmonised sectors) ;

1 Step 4 . Selection of the most appropriate products (NACE group T DIGIT 4) for which
harmonised product rules exi st and that should be included in the analysis.

All the above steps were needed to overcome the following issues:

i Definitions of sectors/products in the Regulation are usually different from
nomenclatures used within statistics;

9 Statistics at the sectoral/ product level use different nomenclatures (e.g. intra -EU trade
uses the SITC, production values use the PRODuction COMmunautaire (PRODCOM)

nomenclature, business demographics uses the Statistical Classification of Economic
Activities in the European Commun ity - NACE);
i Difficulties in identifying harmonised sectors in cases where EU legislation introduced
harmonised rules that  only apply to some products within sectors.
For the sectoral -level analysis, data were extracted from the Eurostat structural busines s
statistics (SBS) database % based on NACE Rev.2 classification  s. In particular , we considered:

1 Business demographic variables (i.e. number of enterprises) ;
1 Input -related variables: labour input (e.g. number of people employed) ;
1 Output -related variables (i.e. turnover , value added).
Results of this analysis refer to the indicators  detailed in the table below.
Table 2 - I ndicators for the sector -level analysis
Business Number of Number of active enterprises
demography enterprises
Input Number of people Number of people aged 15 and over (or 16 and over in IE) who
employed worked 1 even if just for one hour per week i for pay, profit or
family gain.
Output Value added at The value added at factor cost is the gross income from operating
factor cos t activities after adjusting for operating subsidies and indirect taxes.
The value added at factor cost is calculated 6 g r o asswvalue
adjustments (such as depreciation) are not subtracted 28
Turnover 60 Tur n o vomprifes the totals invoiced and corresponds to

market sales of goods supplied to third parties. 2

The analysis at the product level aimed at understanding the market value of all traded
products for which EU harmonised product rule s exist. ® The indicators considered in the
analysis have also been extracted from Eurostat statistics currently available and are
presented in the following table.

2 We used the annual enterprise statistics for special aggregates of activities (NACE Rev. 2) (sbs_na_sca_r2) and the

annual enterprise statistics by size class for special aggregate s of activities (NACE Rev. 2) (sbs_sc_sca_r2), available

at: http:// ec.europa. eu/eurostat/web/structural -business - statistics/data/database

% http://ec.europa.eu/eurostat/ramon/nomenclatures/index.cfm?TargetUrl=DSP_GLOSSARY_NOM_DTL_V | EW&StrNo
m=CODED2 StrNo m= CODED2&StrLanguageCode=EN&IntKey=16619885&RdoSearch=BEGIN&TxtSearch=valu €% 20ad
ded% 20at%20factor2 0Ofa ctor%20co st&CboTheme=&lsTer=&IntCurrentPage=1&ter_ valid=0

% Jtincludes all duties and taxes on the goods or services invoiced by the unit except the VAT invoiced by the unit vis -

a-vis its customer and other similar deductible taxes directly linked to turnover. It also includes all other charges
(transport, packag ing, etc.) passed on to the customer, even if these charges are listed separately in the invoice.
Reduction in prices, rebates and discounts as well as the value of returned packing must be deducted. Income

classified as other operating income, financial i ncome and extra -ordinary income in company accounts is excluded
from turnover. Operating subsidies rece ived from public authorities or the institutions of the European Union are also
excluded.

% Only intra - EU trade is considered for the analysis.
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Table 3 - Indicators  for the product -level analysis ~ 2°

Value of sold This indicator provides the monetary EU-28 2008 -2015 PRODCOM i
production value of sold products . Statistics by
Value of extra This indicator provides the monetary EU-28 2008 -2015 product #’
EU imports value of imported  products from

non - EU countries .
Value of extra This indicator provides the monetary EU-28 2008 -2015
EU exports value of exported products to non -

EU countries .
Value of intra - This indicator provides the monetary EU-28 2008 -2015 EU trade since 1998
EU imports value of imported products by all EU by SITC %8

countries from other EU countries
All EU -28 Member States have been considered and the period covered by data is 2008 -
2015.
While the sectoral -level analysis provided an estimate of the number of economic operators
potentially impacted by the Re gul at inoarké surveillance provisions and of how
they are contributing the EU economy, the analysis at the product level gave an assessment
of the value of traded go ods that should comply with the existing harmonised

product rules

Cost - benefit analysis
To measure costs and benefits of the Regulation, the following elements have been analysed

1 Regulatory costs for the different stakeholders (MSAs and businesses) ;
1 Main benefits for stakeholders and civil society deriving from the Regulation;
i1 Cost effectiveness of  market surveillance  provisions;

i1 Proportionality of the Regulation and d ifferences between Member States.
The existing data  were used for:

1 Measuring the inputs (i.e. financial and human resources ) used by MSAs in order to
meet surveillance  obligations deriving from the R egulation. MS should declare budget

allocated to market surveillance and enforcement activities, including related

infrastructures and projects and measures aimed at ensuring economic operato
compliance with product legislation. These measures should also include communication

activities  (consumer/business information and education ), enforcement, staff
remuneration, direct costs of inspec tions, laboratory tests, training, and office

equipment costs. This means that data included in the national reports might be
considered as the best source of information in order to estimate the regulatory costs for
national authorities. In particular , the following dimensions have been identified as
relevant for this purpose:

- Financial resources available for market surveillance  activities;
- Human resources available for market surveillance  activities.

I Assessing how authoritiesd ma r k e t meetingr surgeillantea abligationsi s
(results ). National reports were used to verify:

- Number of inspections performed by year and by sector

- Number of tests performed by year and by sector

% Source : http://appsso.eurostat.ec.europa.eu/nui/setupMetadata.do (document named Help for Indicators).

27 http://ec.europa.eu/eurostat/web/prodcom/data/excel -files -nace -rev.2

2 http://lec _.europa.eu/eurostat/web/international -trade -in-goods/data/database
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1 Evaluating the levels of compliance for harmonised products and the perceived
effectiveness of the Regulation in ensuring a level playing field for businesses
(impacts ). Businesses and business associations took part in the targeted survey. In
addition , 10 targeted interviews were conducted with  these stakeholders toinve stigate:

- Whether the Regulation introduced any type of cost on consumers/end  -users (e.g.
derived from Art icle 19 stating that the MSAs may require economic operators to
make available documentation and information regarding the products, to present
test reports , or certificates attesting conformity) ;

- Whether introduced costs affect disproportionately a particular category of
stakeholders ;

- Whether the measures taken by MSAs are proportionate to their objectives and
effective in ensuring product compliance and a level playing field for businesses ;

- Whether any differences emerged across Member States in implementing the
Regulation.

To measure the cost effectiveness of the R egulation, the analysis looked at  the extent to which
the desired effects (results and impacts) had been achieved at a reasonable cost.

Furth ermore, proportionality of the R egulation and significant differences between Member
States were also considered. In particular , the analysis assessed whether Member States incur
costs to meet their s urveillance obligation s that are proportionate to the national markets of
harmonised products (i.e. number of active enterprises active in the national markets).

4.2.2 Field research

The overall stakeholder consultation process for the evaluation of Regulation (EC) No
765/2008 began in June 2016 and continued until February 2017. It collected inputs from a

wide range of stakeholders through different tools, namely:
1 A public consultation % i involving 239 stakeholders;

i1 Five targeted consultations ba sed on online surveys, involving 119 stakeholders and
addressing:

- Member State coordinating authorities in charge of implementing the Regulation;
- MSAs in charge of enforcing the Regulation, including AdCO representatives;

- Customs authorities;

- Economic oper ators and industry associations;

- Consumer and user associations.

1 39 interviews: *°

- 9 of general character to further investigate the most relevant issues emerging from
the desk and field research;
- 20 targeted interviews aimed at building the five case studie S;
- 10 for collecting additional data for the cost - benefit analysis ( CBA).
The public consultation and the five targeted consultations were conducted prior to the

interviews, as the latter were aimed at complementing and triangulating the information
collec ted and clarifying any ~ emerging issues.

2 The EC launched a public consultation on the evaluation of the market surveillance provisions of Regulation (EC) No
765/2008 and on actions to enhance enforcement and compliance in the S ingle Market for goods. It ran from 28 June
to 31 October 2016

% The initial number of interviews foreseen was 40, but one relevant interviewee declined to participate.
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As for the geographical coverage of the stakeholder consultation, all EU Member States,
together with Iceland, Norway, Switzerland and Turkey, were involved.

In chapter 6, when  analysing data retrieved from the field research, percentages are calculated
based on the actual number of answers received for each question in the targeted surveys or
public consultation, thereby excluding:

1 Answers that did not provide any information, i.e. ddonot knowd

1 The dot app!l i canbwers,d.e. when the specific question was not asked to some
respondents as it was outside of their area of competence (in the targeted surveys);

1 The o answer r e c e i v.e dhen the respondent decided to skip the question (in the
targ eted surveys).

In practice, percentages often have different calculation bases, and the base is usually below
239 for the public consultation  and less than 119 for the targeted surveys.

A detailed overview of  the stakeholder consultation is presented in A nnex 8.1.

4.2.3 Case studies

Five thematic case studies aimed to develop a deeper understanding of all the issues
covered by the evaluation questions. Eac h case study required four interviews for in -depth
investigation.

Notably, the case studies allowed for:

1 Ensuring a higher level of detail which would not have been feasible with reference to all
the EU Member States and all the non -food products. Case studies have been used to
produce useful insights on specific topics that emerged during the evaluation, and have
helped in gaining a better understand ing of the overall situation in the EU and the

results achieved by the Regulatio nin different areas and activities ;
I llustrating in practical terms the implications and impacts of specific issues and

understanding the causal links between the intervention and th e achievements/results/
impacts;
i1 Providing more detailed and better evidence for answers to the e valuation questions;
i1 Identifying best practices and approaches.
The five case studies are reported in Annex es 8.2 to 8.6.

4.3 Data limitations

This section discusses the problems encountered, particularly the issues concerning data
limitations related to the desk and field research.

4.3.1 Datagaps in the desk research

Data gaps in estimates of product non -compliance

To assessthe Re g ul a teiffastivéhass in achieving its strategic objectives (i.e. protection of

public interest and creation of a level playing field), an estimation of the dimension of
product non -compliance across the EU and at the national level was necessary.
However, s ignificant data gaps and limitations made it difficult to provide a complete and

reliable picture of the phenomenon . In order to attain at least a partial  estimate of t he issue,
two solutions were implemented which had to rely on a number of assumptions

First, although RAPEX notifications were used as a proxy for measuring product non -
compliance they do not measure the precise extent of non -compliance, since each notifi ~ cation
relates to many products. Moreover, only products presenting a serious risk are notified on
RAPEX. Consequently, no  products presenting formal non -compliance are included in these
statistics, which further underestimates the real dimension of produc  t non -compliance.

17



Evaluation of Regulation (EC) No 765/2008

However, it is also true that the increase in the number of notifications may not only represent

more products posing a safety risk, but also an increase in the effectiveness of MSAs in

identifying these products, thereby increasingthe | ev el of consumersdé and use
Similarly, the rising number of RAPEX notifications may also be dueto various external factors

Some data provided in national reports can also be used as pro xies for product non -

compliance. The following indicators have been taken into account:
T Number of product -related accidents/ user complaints;
1 Number of corrective actions taken by economic operators;
1 Number of inspections resulting in findings of non -compliance;
1 Number of inspections resultin g in restrictive measures taken by MSA s;
1 Number of inspections resulting in the application of penalties.

Where possible, analysis of these data contributed to widen ing the overview, allowing for a
possible comparison with information extracted from RAPEX. However, as explained below,
there are a number of limitations and gaps on data retrieved fr om the national reports (e.0.
they do not provide data for all EU Member States nor all sectors relevant to the Regulation ;
they only cover the period from 2010 to 2013 ; and the data provided are not always reliable

and comparable) . Therefore, to provide reliable information to the greatest extent possible,
only the sectors where information on the above -mentioned indicators was reported by at least

15 Member States  was considered . As a result, we have collected information on nine outo f
30 sectors , although not all indicators are available for each sector. 1 Moreover, the group of
Member States var ies, depending on the indicator and sector considered.

Data gaps in the assessment of implementation

As far as the assessment of implementation is concerned, t he main difficulties encountered
while performing the desk research related to the differing levels of detail in the information

provided by Member States. Since the countries  encountered several difficulties in reporting

data on available resources in terms of both budget and staff, information was only partially
or not available at all for a large number of Member States for the following reasons:

i Data on resources were only available for some MSAs or for some sectors in 15
Member States; %

9 Data on resources were presented as estimates of the total budget as information
was not disaggregated for market surveillance activities alone (Spain) or the nationa |
market surveillance  framework comprised numerous and very different authorities (UK),
meaning that data were not aggregated ;

i Data on resources were not available due to the indirect federal administration, as
there are numerous administrative units that perform market surveillance activities in

Austria , for example ;

i Dataonresources were notreported by four Member States.  *

34

Additional limit ations related to the fact that s ome Member States reported financial data
expressed in the national currency , reg uiring conversion to euros . Similarly, other ~ Member
%1 Sectors excluded for which less than 15 MS report information on the relevant indica tors: cosmetics, construction,

aerosol, simple pressure vessels, transportable pressure equipment, lifts, cableways, noise emissions for outdoor

equipment, equipment and protective systems intended for use in potentially explosive atmospheres, explosives,

appliances burning gaseous fuels, electrical equipment under EMC, electrical and electronic equipment under RoHS and

WEEE and batteries, chemical, motor vehicles and tyres, recreational craft, marine equipment, non -road mobile
machinery, fertilisers, other consumer products under GPSD.

%2 BE, BG, CY, CZ, EE, EL, HU, IE, IT, LU, LV, MT, PT, RO and SK.
% DE, HR, LT and SI.
34 For example , CZ, DK, and EE.
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States, ** while requested to provide information on available staff in terms of full -time
equivalents (FTEs)),* reported data in terms of staff numbers . Consequently , data on
resources  were incomplete . Due to these limitations, the information provided should be
interpreted carefully.

Finally, the breakdown by product sector emerged as a critical factor. The desk
research was structured according to the reference list of 30 product sectors provided by the
EC in its d'emplate for drafting a national market surveillance programme pursuant to Article
18(5) of Regulation (EC) No 765/ 2 0 0% ¢as shownin Annex 8.9 and 8.10 ). All Member States
followed the classification suggested by the EC except Germany and Lithuania. Germany
provided aggregated information on market surveillance  activities performed during 2010 -2013
and relating to the Product Safety Act. It transposed 12 European Directives included in the list
of sectors covered by the Regulation. % The German nation al programme provides detailed
information only for activities performed in  sector s 18 and 19, while for other sectors data are
aggregated. Lithuania did not adopt the EC template as it launched a study on national market
surveillance in 2013 to assess how well its market surveillance system was functioning.
However, this  study did not include information on market surveillance controls and
inspections performed on products covered by the Regulation.

Data gaps in national programmes

As far as national prog rammes are concerned, there is a lack of harmonisation in the

programme year of reference . Most of the programmes analysed refer to 2015, but for

some Member States, the programmes which referred to that year were not available. As a

result, the nationalp r ogr ammes referring to previous years (i.e.
programme refers to 2013 39) and/ or covering two or three years (i
covered 2014 to 2017, Ireland and Slovak iacovered 2014 and 2015; Portuga
covered 2012 and 2013; while the Netherlands covered 2015 and 2016) were considered

Lithuania required the review of six sector -specific programmes as the general programme was

not available, while the Romanian national programme covered 2016, since programmes f or

previous years were not available.

Moreover, information wa s not always complete and harmonised. In some cases,
Member States did not follow the EC template when drafting national programmes, 40 thus
reporting different information than that recommended. In other cases ,** Member States only
provided sector -specific data (i.e. corresponding to &Gection 2 6 thenEC template), without
reporting all relevant information on the general market surveillance organisation and
infrastructure. In such cases, we tried to gain an understanding of the implementation of

% For example BG, EE, MT, RO, and SI.

% Afull-t i me equi vaunietmneasurs employed persons that makes them comparable although they may work

or study a different number of hours per week. The unit is obtained by comparing an employee's average number of

hours worked to the average number of hours of a full -time worker or student. A full -time person i s therefore counted
as one FTE, while a part -time worker gets a score in proportion to the hours he or she works 0 .http:// ec.eu ropa.
eu/eu rostateuropa. eu/ eurostat /statistics _-exp laine d/ index.php/Glossary:Full __-time__equivalen t_(FTE)

%7 In its version made available to MS for drafting market surveillance reports. The most recent, updated version of the
template can be found at http://ec _.europa .eu/D ocsRoom/documents/20141 (Publication date: 18/11/2016).

% Aerosol dispensers, simple pressure vessels, personal protective equipment, appliances burning gaseous fuels,

equipment and protective systems intended for use in potentially explosive atmospheres, recreational craft, lifts,

pressure equipment, machinery, low voltage, toys, noise emission in the environment by equipment for use outdoors,

other consumer products under GPSD.

% In the case of CZ, the 2013 national programme was analysed; as for 2015 , only a few, sector -specific national
programmes were availa  ble.

4 Cz, DE, FR, LT, LU and, UK.
4 BE, EL, HR, HU and IT.

19


http://ec.europa.eu/eurostat‌/statistics-exp‌laine‌d/‌index.php/Glossary:Full-time_equivalent_(FTE)
http://ec.europa.eu/eurostat‌/statistics-exp‌laine‌d/‌index.php/Glossary:Full-time_equivalent_(FTE)
http://ec.europa.eu/D‌ocs‌R‌oom/documents/20141

Evaluation of Regulation (EC) No 765/2008

market surveillance at the national level by 6abst r amformatigné6from the sectoral
programmes

Data gaps in national reports

An initial , serious limitation  of national reports relatedt o gaps in data available on market
surveillance activities,  across sectors and Member States over the entire period 2010 -2013.
For example, as presented in Annex 8.9, data on accidents, penalties and restrictive measures

in each sector are never available for more than 16, 18 and 20 Member States respectively.

Moreover, when they are available, they are hardly comparable , having a very high
variance. For instance , in the number of inspections performed, the resulting variance seems

to stem from the different national interpretations of what constitutes an inspection (e.qg. SixX
Member States *? include &isual i ns p e c t Deonmask 8tates t  hat an important element of its
market surveillance are inspections at trade fairs, while France lists dnspectionson advertisingéo
among its activities. Moreover, Italy only reports the number of inspections ordered by the
Ministry of Health, thereby excl uding inspections performed by other MSAs on their own
initiative ). This ma de a thorough evaluation of the Re gul at affectivénsss and efficiency
very difficult , and any comparisons between countries and sectors unlikely to be reliable.

Moreover, some national reports do not include all sectors listed in the EC template  .** For
instance, Austria excluded the marine equipment sector since it is not relevant for the country.

Similarly, Denmark does not perform market surveillance in the cableway sector as the few ski
slopes in the country have drag lifts. Lack of coordination within a Member State might be
another reason for sector exclusion, inasmuch as the central authority responsible for market
surveillance could not obtain the necessary information ~ from sector -specific MSAs.* Against
this background and according to the methodology used to structure the desk research, the
main limitations  on data availability related to sector coverage ,* in particular:

1 All or almost all sectors were covered by Bulgaria, the Czech Republic, Denmark,
Finland, France, Hungary, Latvia, Malta, Poland, Romania, Sweden and Slovenia;

I More than two  -thirds of the sectors were covered by Austria, Belgium, Cyprus,
Estonia, Greece, Ireland and Portugal;

i1 About half of the sectors were covered by Italy, Luxembourg and Slovakia;
i Less than half of the sectors were covered by Spain and Croatia.
The sectors most frequently excluded by the national reports are:
i Efficiency requirements for hot -water boilers fired with liquid or gaseous fuels and non -
road mobile machinery , which were only covered by nine Member States;
i1 Marine equipment, recreational craft, and noise emission s for outdoor equipment were
covered by 14, 17 and 17 Member States respectively.
Table 52 in Annex 8.9 provides a complete overview of geographical and sectoral coverage as
per the national reports.
In addition to the sectors included in the reference list , @ number of national reports
also covered other product areas considered as relevant, in particular:

i Cigarette lighters, leather, products imitating foodstuff s, packaging, liquid fuels and
wheeled tractors (  BG);

42 BG, EE, EL, HU, LU and PT.

4 GROW.B1 (2016). Summary of MS' assessment and review of the functioning of market surveillance activities
according to Article 18(6) of Regulaton (EC) No 765/2008 1. http://ec.europa.eu/ DocsRoom/documents/
152417locale=en

4 Ibid.

% LT does not provide information on market surveillance activities in specific sectors, while the UK only has detailed

information on four sectors: toys, electrical appliances and equipment under LVD, cosmetics and childcare articles.
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i Offshore products and food contact materials (DK);

i  Steel for the reinforcement of concrete and metal scaffolding (EL);

I Control equipment in the road transport sector (IT);

i1 Plant -protection products and packaging waste management (PT);

1 Equipment for TV sets and precious metals (SE);

1 End-of-life vehicles and passenger cars (UK).

Data gaps related to the market analysis and the CBA
The gaps of the market analysis relat ed to:

i1 Data consistency and availabili ty : some products included in the EC template are not
covered by the NACE and/or PRODCOM classifications;

1 Time frame : currently available Eurostat statistics I and namely SBS 1 used for the
analysis at the sectoral level do not cover the entire time frame required by the ToR,
namely 2008 -2015 for all EU -28 Member States.

Given that the national reports were the main source of information for mapping costs and
benefits , data gaps largely correspond to those listed above , and derive precisely from:

1 Low avail ability of general and sectoral data , as some Member States did not

provide the information corresponding to a number of sectors and/or indicators, or they
provided qualitative rather than  quantitative data ( see Table 52 in Annex 8.9 for an
overview of sectoral and geographical coverage provided by national reports);

1 Questionable data . some Member States reported values that do not seem reliable.
For instance, the Bulgarian national authorities reported a budget available to MSAs in
relative terms amounting to an average of 47.2% of the total nat ional budget, while the
Czech authorities reported values a budget available to MSAs around 92.6% of the total
national budget;

I Unstructured data : some Member States provided data aggregated to correspond to
multiple sectors, thereby compromising the analy sis at sector level. Other Member
States did not aggregate data at the national level, providing information only for some
national MSAs;

1 Unavailability of data about costs incurred by MS authorities for surveillance
activities before 2008. These costs might allow for assessment of the cost s deriving from
the new obligations introduced by the Regulation .

1 Unavailability of data about product compliance in the Single Market and
injuries caused by produ ct non -compliance. A potentially ineffect ive market
surveillance might le ad to relevant cost s for economic operators, related to a lower
product compliance  and to unfair competition, as well as to reduced safety and user
trust. There are no databases on th is, except the European Injury Data Base (IDB).
However , the IDB data currently available are produced voluntarily by Member States
and do not clearly mention if notified injuries are caused by product non -compliance or
by improper consumer use. Therefore , we used an online survey and targeted interviews
to measure in a qualitative way if the measures taken by MSAs are proportionate to
their objectives and effective in ensuring product compliance and a level playing field for
businesses.

4.3.2 Datagaps in thefi eldresearch

Some difficulties were encountered while performing the field research . In some cases ,
respondents felt overburdened by the many requests for information (e.g. public
consultation , targeted surveys and interviews ) despite the careful stakeholder targeting

performed jointly with the EC.
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As for the targeted surveys,
expressed the need for an extended

investigating issues  emerging
gaps in the  contributions
associations
associations participated.
targeted sur veys 6, atheghthey sere
final phase of the study

As for the interviews
particular , it was difficult

received

, a general lack of

4.3.3 Solutions to the problems

the information requested
deadline
This implied a rescheduling of activities (e.g. interviews)

from the targeted surveys. Further
from economic operators and civil so
,asonly four economic operators,
Consequently , these

stakeholder
to identify the right person to

was very detailed and stakeholders

in order to provide more complete information.

that were specifically aimed at

more , the analysis revealed

ciety

three civil society associations and 12 industry
categories are under -represented in the

consulted extensively through interviews in the

willingness to participate was detected. In
interview for the case studies

encountered

The table below provides an overview of all problems encountered and solutions proposed.

Table 4 - Problems encountered and

Problems encountered

Lack of data on product non  -compliance

Lack of data on levels of overall

available to MSAs:
1 Dataonbudgetare only available for a

few sectors, or are presented as
estimates;

1 Impossible to disaggregate data on budget
only related to market surveillance;

i  Existence of too many authorities.

Data expressed in national currency instead of
euros

resources

Data expressed in terms of staff number instead

of FTEs

Lack of harmonisation in the programme year of
reference

Information not  always complete and harmonised
since s ome MS did not follow the EC template at

all and others only reported sector -specific
information
National reports do not include data for all

product sectors covered by the Regulation

Currently available Eurostat statistics do not
allow for the time -frame coverage requested by
the ToR

Lack of data on Germany

Low quality of data for the CBA provided in the
national reports  that could not be solved by data
gathered through the targeted surveys, which are
not complete.

mitigation
Mitigation measure
RAPEX data and information from the national
reports have been used to provide at least an idea of
the dimension of the phenomenon

These data were  cross -checked
interviews.

In case of persisting limitations, these data
included in the analysis

measures

through the

were not

We used the European Central Bank average
exchange rate for each year over the period 2010 -
2014 .

We considered staff numbers as proxies for FTES

We assumed that national programmes are still
comparable irrespective of the year of reference

We extrapolated information to gather the overall
picture of market surveillance  implementation at the
national level

Some hypotheses have been made concerning the
correspondence between the EC template and NACE/
PRODCOM classifications, in order to obtain reliable
sources of data for t he analy sis at both product and
sector level

We have only selected the years with the highest
availability of data, namely 2012 -2014 .

A case study was conducted on Germany.

10 interviews to collect data for the

CBA.

were performed
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5 STATE OF PLAY

5.1 Market analysis

The market analysis  was performed to estimate the value and volume of the products included

in the scope of Regulation (EC) No 765/2008 (see Annex 8.14 for tables of correspondence
between the sector in scope of the Regulation and statistical classification used, i.e. NACE).
This analysis has also been used to assess whether the extent of market surveillance  activities
is sufficient, given the market dimension.

5.1.1 Analysis at sectoral level

As shown in the figure below, from 2008 and 2014, around 1.2 million enterprises were
operating within harmonised sectors, representing more than 65% of the total number of

active enterpris  es in the manufacturing economy (around 1.8 million).

Figure 2 - Number of enterprises in harmonised sectors vs . overall manufacturing sectors
(2008 -2014, EU-28), milions , NACE Digit -2
2o ©6.4% 66.0% 65.7% 65.5% 65.2% 65.0% 65.0% g9,
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O- 5 200/0
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= Harmonised Sectors Non Harmonised Sectors

-0 Harmonised Sector

Source: Aut hor sdé el alBBS(2016) on on

It is important to emphasise that since data are available at NACE division level (Digit 2 |
NACE code), all results should be considered as an upper estimate, since some divisions
might contain one or more classes for which there are no  harmonised product rules.

A more precise estimate is available for 2012 -2014 ; during this period , Eurostat provides data
at NACE group level (Digit 3 T NACE code). In this case , the number of enterprises operating
within the harmonised sectors is 0.91 million (53% of the total number of enterprises active
in the manufacturing sectors)
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Figure 3 - Number of enterprises in harmonised sectors vs . overall manufacturing sectors
(2012 -2014, EU-28), millions , NACE Digit -3
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Source: Aut hor sd el alsBSr(2016) on on

It is very important to underline that around 78% of the enterprises operating within the
harmonised sectors are micro -enterprises (i.e. with less than 9 employees) and 16.4% are
small enterprises (i.e. with less than 50 employees).
Figure 4 - Size of enterprises operating in harmonised manufacturing sectors (2012 - 2014, EU-
28)
.490.9%
6.a95 4%

10.0%

78.2%

= 0-9 employees = 10-19 employees = 20-49 employees
50-249 employees = >250

Source: Aut hor sdé el alsBSr(2016) on on

Furthermore, more than 20 million people are employed in the harmonised sectors at the EU-
28 level (i.e. around 81% of all people employed in the manufacturing sectors), with a quite
insignificant variation over the period considered.
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Figure 5 - Number of employees: harmonised sectors v
2014, EU-28), millions,
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The importance of harmonised sectors is more evident if wealth creation (i.e. value
the value added produced in harmonised sectors
-2014 (i.e. rising f r o m.20d1 .27 abillion) and

turnover) is considered. In particular,

increased by 6% during the period 2008
its contribution to the overall value added of the manufacturing sectors
in 2008 to 85.9% in 2014

(Figure 7).

-3: 15.8
those
60%
40%
20%
0%
added and

increased from 84.6 %
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Figure 7 - Value added at factor cost: harmonised sectors vs overall manufacturing sectors
(2008 -2014, EU-28), ubillion , NACE Digit -2
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In addition , considering the period 2012 -2014, micro and SMEs operating in harmonised

sectors contributed to 32% of the overall value added produced in the manufacturing

economy (i .e. 373 billion out of 01,164 billion).
Table 5 - Value added at factor cost per size of enterprises: harmonised sectors vs . overall

manufacturing sectors (2011 -2013, EU-28)

Size of enterprises Harmonised Manufacturing alb
sectors

o @

Micro enterprises (0 -9 employees) 49.02 6% 84.64 7% 4%
SMEs (10 7 249 employees) 323.54 38% 451.88 39% 28%
Large enterprises (> 249 employees) 488.56 57% 627.25 54% 42%
Total 861 100% 1,164 (b) 100% 74%

Source: Aut hor sdé el alsBSr(2016) on on

Finally, relevant results also emerged in terms of turnover. As shown in the figure below,
enterprises operating within harmonised sectors contribute to around 80% of the total value of

market sales in manufacturing sectors (U4, 46I8on Wwhich | coreespondsu t
to the overall turnover produced within the manufacturing sectors).
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Figure 8 - Turnover: harmonised sectors vs . overall manufacturing sectors (2008 -2014, EU-
28), ub
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If the size of enterprises is considered, micro and SMEs active in harmonised sectors
accounted for 279% (i.e. 3% plus 24%) of turnover generated within the entire manufacturing

economy (ul, 238 billion out of 04,564 billion).
Table 6 - Turnover per size of enterprises: harmonised sectors vs . overall manufacturing
(2011 -2013, EU-28)

Size of enterprises Harmonised Manufacturing a/b

sectors
Tot al ( % Tot al ( % %
gt e
Micro enterprises (0 -9 employees) 146.15 4% 251.03 5% 3%
SMEs (10 -249 employees) 1,091.72 33% 530.30 34% 24%
Large enterprises (> 249 employees) 2,067.94 63% 2,782.93 61% 45%
Total 3,306 .81 100% 4,564.26 100% 72%

Source: Authorsd elaboration on SBS (2016)

5.1.2  Analysis at product level

We have identified 1,850 harmonised products , representing around 46% of all products
(around 4,000) included in the PRODCOM list.

The analysis at product level has been performed over the period 2008 -2015 .

In particular, the  research, on average,  value of harmonised produc ts traded within the EU
Internal Marketwas 02, 478 billion duri ng-20e(Figueer 9 andl Figui@ 0L8).
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Figure 9 - Value of harmonised products wit hinthe EU-28 (2008 -2014), uUbn
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The value of harmonised products corresponds to around 69% of the overall value of
manufacturing products traded . This value has been  computed considering the following values
for the identified harmonised products (Figure 10):

Value of sold production T Value of extra EU exports +V alue of extra EU imports.

To identify the economic sectors in which harmonised product rules are more relevant , the
NACE codes used so far have been aggregated using the International Standard Industrial
Classification of All Economic Activities (ISIC rev 4) 4°

The analysis shows (Table 7) t hat 80% of har moni sed products (01,
within the following sectors:

Basic metals and fabricated metal products (NACE codes 24 and 25)
1 Chemicals and chemical products (NACE code 20) ;

1 Rubber and plastics products, and other non -metallic mineral products (NACE codes 22
and 23) ;
1 Computer, electronic and optical products (NACE code 26) ;

1 Machinery and equipment (NACE code 28) ;
1 Transport equipment  (NACE codes 29 and 30)

Tab le 7 - Value of harmonised products per sector (ISIC rev 4/NACE rev.2)
2 2008 -2014

Manufacture of textiles, apparel, leather and related 13to0 15 120.40 4.9%
products
Manufacture of wood  and paper products, and printing 16 to 18
Manufacture of coke, and refined petroleum products 19 : :
Manufacture of chemicals and chemical products 20 362.47 14.6%
Manufacture of pharmaceuticals, medicinal chemical and 21 103.16 4.2%

botanical products  *’

48 hitp://ec.europa.eu/euros tat/documents/3859598/5902521/KS -RA-07-015 -EN.PDF (page 44).
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ISIC rev 4 NACE rev Average val %
2 2008 -2014

Manufacture of rubber and plastics products, and other 22 +23 324.72 13.1%
non - metallic mineral products
Manufacture of basic metals and fabricated metal products, 24 +25 459.96 18.6%
except machinery and equipment
Manufacture of computer, electr onic and optical products 26 242.03 9.8%
Manufacture of electrical equipment 27 165.76 6.7%
Manufacture of machinery and equipment n.e.c. 28 309.13 12.5%
Manufacture of transport equipment 29+ 30 323.79 13.1%
Other manufacturing, and repair and installation of 31to 33 67.28 2.7%
machinery and equipment
Total 2,478.69 100%
Source: Authorsdéd elaboration on PRODCOM
Furthermore, 30% of the value of harmonised products (U756 billion on
period considered) is related to goods imported from non -EU countries (green bars in
Figure 10).
Figure 10 - Trade in harmonised products: sold production and trade with non -EU countries
(2008 -2014,EU -28) ,b «
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Source: Aut hor sdé el aPRODE®M iostatistica by product, Eurostat (2016)

The relevance of harmonised products also emerges if intra -EU imports are considered .
Eurostat statistics on international trade in goods “® show that products for which harmonised
product rules exist represent 66 % ( Figure 11) of the value of the overall intra  -EU impo rts of
manufacturi ng g3obdlidn. Anaek 8.148provide s the value of intra -EU imports of
harm onised products per Member State 9

(2016)
averag

47 Pharmaceutical products are not considered as falling within the scope of Regulation (EC) No 765/2008 except as far

as border - control provisions are considered. Nevertheless, this NACE sector is included because it encompasses other
product categories falling within the Regulation, such as medical devices.
48 EU trade since 1988 by SITC:, http://ec.europa.eu/eurostat/web/international -trade -in-goods/data/database

4® The value of extra EU trades (used in Figure 9) is only available at EU28 level from PRODCOM database.
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Figure 11 - Value ofintra - EU imports: harmonised products vs . non -harmonised products
(annual value and annual average 2008 -2015, EU -28, ub)
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5.2  Implementation of the Regulation
This section is mainly descriptive and summarises the current situation in terms of structures
relevant to implementation of Regulation (EC) No 765/2008, in particular: the organisation of
market surveillance at the national level, market surveillance  acti vities to detect non  -compliant
products, the existing coordination and cooperation mechanisms withinfamong Member States ,
and the measures taken against non -compliant products.

5.2.1 Organisation of market surveillance at the national level

Organisational models
Accordingto Article 16(1) of Mémber Btates wshath organise ,and ftarry out

market surveillance as provided for in this Chapter [i.e. on General requirements] 0. The
Regulation does not set explicit obligations on how market surveillance sha Il be organised at
the national l evel , this being |l eft to M&ehtueegillanBea at es 6

is organised differently at the national level in terms of sharing competences and powers
between MSAs. Table 8 summarise s the organisational structures in place in all EU Member
States, as resulting from the national programmes and based on the classification provided by
the European Parliament (2009)  .*°

0 European Parliament (2009), Effectiveness of Market Surveillance in the Member States. Directorate A: Economic
and Scientific Policies , IPOL/A/IMCO/ST/2009 -04.
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Table 8 - Organisational structures for market surveillance in the EU - 28 Member States
Organisational structure for market surveillance

AT Market surveillance is performed by Land or federal authorities depending on the legal provisions that apply. Federal authorities perform market
surveillance in all the sectors covered by the New Approach, with a few exceptions, which is where the Lands are responsible. For instance, they
are responsible for market surveillance in the pyrotechnics and explosives for civil use sectors. Finally, other national age ncies carry out
inspections in sectors such as radio and telecommunication equipment under R&TTE, and fertilisers.

BE  The Belgian Interministerial ~ Economic Commission within the Federal Public Services coordinates market surveillance at the national level.

Various federal government departments, agencies and institutes are responsible for market surveillance implementation.

BG  The Bulgarian State Agency for Metrological and Technical Supervision (DAMTN) is the main authority responsible for market su rveillance of
products covered by the New Approach Directives, except for medical devices and health -related products , the responsibility for which falls
under the Executive Agency for Medicines (IAL) and the Regional Health Inspectorate (RZI). The Consumer Protection Commission (KZP) is
responsible for consumer protection and for surveillance in t he aerosol dispenser, tyre labelling, other products under GPSD, and textile and
footwear labelling sectors, while the Technical Control Inspectorate (KTI) is responsible for agricultural and forestry machi nery and the Regional
Inspectorates for the Enviro nment and Water (RIOSV) are responsible for fluorinated greenhouses gases and ozone -depleting products.

CY Cyprus has a semi -decentralised market surveillance  structure, whereby ministries  and their departments are competent for a number of
sectors covere d by the Regulation. The Ministry of Labour, Welfare and Social Insurance and the Ministry of Transport, Communications and
Works are responsible for the largest number of sectors (eight each).

Ccz The Czech Trade Inspection Authority carries out surveillance in 19 sectors. °! Other authorities have sector -specific market surveillance
responsibilities in the remaining sectors. For instance, the Ministry of Health performs controls on cosmetic products and the Rail Authority
carries out market surveillance for cableway products.

DE Germany has a regional = market surveillance  structure, as each of its 16 Lands is responsible for implementing market surveillance. Each has a
competent ministry per sector. However, market surveillance  responsibilities for some sectors are managed at the federal level. 52

1 Toys, transportable protective equipment , construction products, aerosol dispensers, simple pressure vessels and pressure equipment, transportable  pressure
equipment, machinery, lifts, noise emissions for outdoor equipment, personal protective equipment , appliances burning gaseous fuels, measuring instruments, non -
automatic weighing instruments and pre -packaged products, electrical equipment under EMC, radio and telecom equipment under R&TTE, electrical appliances and
equipment under LVD,  recreational crafts, marine equipment, other consumer products under GPSD, textile and footwear labelling .

52 Construction products, cableways, electrical equipment under EMC, radio and telecom equipment under R&TTE, electrical and electronic equipment under RoHS and
WEEE and batteries, other chemicals (detergents, paints, persistent organic pollutants, fluorinated greenhouse gases, ozone - depleting substances, etc.), tyre labe lling,
marine equipment, motor vehicles, fertilisers.
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Organisational structure for market surveillance

DK

EE

EL

ES

Fl

FR

HR

Denmark has a decentralised market surveillance  structure as activities are divided between 11 authorities, each having expertise in a particular
area. This structure, aimed at ensuring strong technical and specific skills, also implies that activities are managed in dif ferent ways depending
on the competent authority and sector.

Estonia has a semi -decentralised structure with seven MSAs established under four ~ ministries. However, the Technical Regulatory Authority is
the main authority responsible for carrying out market surveillance in 18 sectors.

There are 10 MSAs. Eight are represented by the competent ministries and two are natio nal agencies : the National Organisation for Medicines

and the National Telecommunications & Post Commission (EETT). The Ministry of Economy, Development and Tourism and the Minist ry of
Development and Competitiveness are the main authorities as they are re sponsible for market surveillance of 13 and seven sectors,
respectively.

Market surveillance  activities are coordinated by the Spanish Agency for Consumer Affairs, Food Safety and Nutrition (AECOSAN). As Spain is

organised into autonomous communities, the autonomous community authorities have executive powers in the field of consumer products. For
the other sectors, national or regional authorities are responsible for market surveillance. SOIVRE (the Official Service of Surveillance,
Certification and T echnical Assistance of Foreign Trade) is involved in performing controls at the borders, checking products before their arriv al
to Custom s ffices.

There are nine MSAs. Market surveillance is generally carried out at the national level. However, exceptions are  market surveillance of a number

of products for professional use (PPE, machinery, cableways, non -road mobile machinery) where the Department for Occupational Safety and
Health at the Ministry of Social Affairs and Health as well as Regional State Administrative Agencies6 occupat
out activities at the regional level.

The Directorate -General for Competition, Consumer Affairs and Fraud Repression (DGCCRF) and the Directorate -General for Customs and
Indirec t Taxation (DGDDI) are responsible for market surveillance activities with cross -sectoral competences. However , other institutions
contribute  to market surveillance by performing specific checks or on -site services , such as the Directorate -General for Comp anies for
Measuring Instruments, the Directorate -General for Risk Prevention, the Directorate for Maritime Affairs, and the National Agency for the Safety

of Medicinal and Health Products.

Market surveillance is organised according to the sectoral comp etences of six ministries. On 1 January 2014, the Ministry of the Economy took
over the main  market surveillance  tasks 1 namely the protection of consumers, product safety and pressure equipment and the tasks of the

mining and electricity inspectorate . Oth er relevant authorities are the State Office for Metrology (responsible for measuring instruments, non -
automatic weighing instruments and pre -packaged products), the Ministry of the Interior (pyrotechnics), the Croatian Regulatory Authority for

Network Ind ustries - HAKOM (radio equipment and telecommunications terminal equipment), the Ministry of Agriculture (fertilisers) and the

Ministry of Health (cosmetic products, toys and chemical products).
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Organisational structure for market surveillance

HU  Hungary has a decentralised market surveillance  structure, made up of 14 MSAs. Market surveillance in  a number of sectors is managed at
national level by the competent agencies (e.g. National Media and Infocommunications Authority, Hungarian Trade Licensing Off ice) or by the
competent government office . In most sectors, market surveillance activities are carried out at the regional level .>®

IE Overall , 19 government departments and state agencies are in charge of market surveillance. The Health and Safety Authority carries out
surveillance in 11 sectors, although for some of these it is not the only responsible authority.

IT Italy has a decentralised market surveillance  structure , with eight ministries carrying out surveillance activities, helped by several national
agencies and Custom s dependin g on the sectors. Product safety controls within national borders are assigned to the Guardia di Finanza, while
Custom s are responsible for product checks at the border.

LT The state non-food inspectorate performs market surveillance activities in 18 sectors covered by the Regulation, while 10 other MSAs
(ministries or national agencies) share surveillance duties for a number of sectors covered by the Regulation.

LU Market surveillance is mainly managed by the Institute for Standardi sation, Accreditation, and the Safety and Quality of Products and Services
(ILNAS). Like France, several ministerial departments and administrations are nonetheless responsible for specific market surveillance  activities.
The Ministry of Health, for instan ce, is responsible for the implementation of specific Directives in the field of health.

LV There are 11 different authorities subordinated to seven different ministries. In addition, some market surveillance  activities are performed by
the Customs Board  of the State Revenue Service and the State Police.

MT  Malta has a centralised market surveillance  structure. In 2013, the Malta Competition and Consumer Affairs Authority (MCCAA) was set up,
replacing the existing Malta Standards Authority and the Consumer and Competition Division. The former comprises the Regulatory Affairs
Directorate, responsible for the transposition of European technical regulations and Directives into Maltese la w, and the Market Surveillance
Directorate (MSD -TRD), which is the sole MSA for Malta for non -food and non -medicinal products.

NL There are six MSAs under different ministries, each performing surveillance on a different set of products covered by the Reg ulation. They are
the Social Affairs and Employment Inspectorate (| -SZW), Human Environment and Transport Inspectorate (ILT), the Netherlands Radio -
communications Agency (AT), Verispect B.V., Health Care Inspectorate (1GZ), and the Netherlands Food and Con  sumer Product Safety Authority
(NVWA).

53 personal protective equipment, aerosol dispensers, simple pressure vessels and pressure equipment, machinery, explosives for civil uses, chemicals under REACH and

other chemicals, motor vehicles, and fertilisers.
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Organisational structure for market surveillance

PL Poland has 10 MSAs , some of which carry out market surveillance  activities for a number of sectors while others have a specific area of
competence. The Office of Competition and Consumer Protection (OCCP) supervising trade inspection , for instance, manages surveillance
activities related to 14 sectors ,>* while the National Sanitary Inspection controls products in the cosmetic sector.

PT Six authorities are responsible for the mainlandds market sur vei [Adtiatiascobthe w
Azores - IRAE Acores - and Regional Inspection of Economic Activities of Madeira - IRAE Madeira) are responsible for market surveillance in the
autonomous regions. In mainland Portugal, the authority for food and economic security performs activities and inspections in all sectors
concerned by the Regulation, while the remaining five authorities carry out market surveillance in the other sectors covered b y the Regulation
(e.g. the National Communication Authority deals with products under the R&TTE). The Tax and Customs Authority, wh ich is not considered  an
MSA, is responsible for border controls.

RO  Romania has 14 MSAs with sector -specific competences. These comprise 11 national agencies and institutions, the Ministry of Health and the
Ministry of Agricultural and Rural Development and the State Inspectorate for Construction.

SE Market surveillance is  decentralised at sectoral level and is carried out by 16 MSAs affiliated to a total of seven ministries, each competent for a
specific area of products, and 290 municipalities.

Sl There are nine MSAs | Market Inspectorate of the Republic of Slovenia (TIRS), Metrology Inspectorate, Health Inspectorate, Chemicals Office,

Public Agency for Medicinal Products and Medical Devices (JAZMP), Labour Inspectorate, Internal Affairs Inspectorat e (IRSNZ), Agriculture and
Environment Inspectorate, Transport, Energy and Environment Inspectorate I subordinated to six ministries. The TIRS is the main authority in
charge of the supervision of 15 sectors covered by the Regulation.

SK  Slovak ia has a centralised market surveillance  system in which the Slovak Trade Inspectorate is the main authority in charge of consumer
protection for non -food products in the internal market. Other authorities, such as the Slovak Metrological Inspectorate and th e National Labour
Inspectorate, perform market surveillance related to specific products. Market surveillance for cosmetic products is enforced at both national
and regional level, as the Public Health Authority of the Slovak Republic together with 36 Regi onal Public Health Authorities are the responsible
authorities. Interestingly, products are divided into two groups I consumer products and products used by businesses T which means that some
product categories fall under the responsibility of two differen t MSAs, depending on their final users.

UK  MSAs operate at national or regional level depending on the sector of competence. More than 200 UK local authorities (Trading Standards in
Great Britain and District Councils in Northern Ireland) are responsible for ensuring the safety of consumer and construction products. The
Health and Safety Executive (HSE) in Great Britain and the Health and Safet y Executive for Northern Ireland (HSENI) are in charge of market
surveillance related to the safety of goods for workplaces and linked aspects. Other national agencies are responsible for su pervision in other
sectors.

54 Personal protective equipment, packaging and packaging waste, pressure equipment, GPSD, measuring instruments, machinery, pro ducts under Low voltage Directive,

pyrotechnic articles, non  -automatic weighing instrument, toys, simple pressure ve ssels, eco -design products, gas burning appliances, energy labelling.
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Resourc es available to MSAs at the national level

According to Article 18 ( 3) of t he RViergherl States chal] entfust market
surveillance authorities with the powers, resources and knowledge necessary for the
proper performance of their tasks .0

Financial resources available for market surveillance  activities

Data on the total budget available to MSAs in nominal terms , as reported in  Figure
12, indicate that the overall amount available at the EU level declined annually between
2010 and 2013. The figures refer to 18 EU Member States, excluding Austria, Cyprus,
Estonia, Greece, Croatia, Luxembourg, Slovenia and the United Kingdom which have not
included these data in their national reports. Moreover, Hungary only reported values
since 2011 , and Sweden reported incomplete data for 2010 and 2011. T  herefore , they
were not considered as the lack of data for 2010 and 2011 would have created a different
perspective on the 2010  -2013 trends.

Figure 12 - Total budget available to 19 MSAs in nominal terms during 2010 -2013 m u
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As suggested by the st u d $téesing Committee , the declared budget should reflect all
financial resources assigned to market surveillance and enforcement activities, including

related infrastructures and projects and measures aimed at ensuring economi c operator :
compliance with product legislation. These measures range from communication activities
(consumer/business information and education) to enforcement , and should include the

remuneration of staff, direct costs of inspections, laboratory tests, training, and office

equipment costs. Enforcement activities at regional/local level should also be reported.

However , national reports do not always specify the methodology used to  measure costs
and types of costs included . As a result, some inconsistencies appear across countri es
and throughout the years for which data are available (2010 -2013).

At the national level, during 2010 -2013, information analysed  shows that :

1 More than 80% of the total budget available to the 18 MSAs reporting data in
nominal terms is concentrated in se ven Member States ( Figure 13);

1 More than half of the Member States providing data had an available annual
budget ofless t han (010 Fgutelld)p n (

i1 Only three countries (Portugal, the Netherlands and Spain) declared an annual
budget allocated to market surveillance activities equal to or greater than
U 2 GOnillion ( Figure 14).
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Figure 13 - Contribution of each MS to the total budget availabl e in nominal terms to MSA
at EU level from 2010 -2013
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Figure 14 - Annual budget available to MSAs in nominal terms, average 2010 -2013, UM
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As shown in Figure 15, over the period considered the total budget allocated annually to

market surveillance activities increased in eight Member States ** and decreased in
seven .°® In other countries (Ireland , the Netherlands and Lithuania ) the budget remained
stable over the period 2010 -2013. The magnitude of reduction and increase in the total
budget available to national MSAs also differ s. On a three -dimension scale (0 -10% 7
limited, 10 -30% 1 moderate, 40 -50% 71 high) the variations in total budget (both in
positive and negative terms) was:

1 Highin two Member States (Belgium -32% and Latvia + 40.5 %);

1 Moderate in five Member States (increase in Romania and Poland, reduction in
Bulgaria, Spain and Portugal);
1  Limited in more than half the Member States, i.e. in 12 out of 18.

% FI,FR, IT, LT, LV, MT, PL, RO, SE.
¢ BE, BG, CZ, DE, ES, PT, SK.
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Figure 15 1 Variation (%) in the average annual budget available to MSAs in nominal
terms 2010 -2013, UM
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Human resources available for market surveillance  activities
The staff resources available to MSAs (FTE units) are relevant for measuring
enforcement costs incurred by MSAs. A reduction in number can also be observed here
(Figure 16), potentially as a result of the budget decrease discus sed above.
Consequently, the costs incurred by MSAs to enforce the Regulation in terms of FTEs
were lower in 2013 compared to 2010. The analysis considered 19 Member States , since
data on the other  were not available over the entire period; as stated befor e, Hungary
did not provide all  the necessary data.
Figure 16 1 Total staff resources available to MSAs (FTE units) during 2010 -2013 atEU
level %
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The analysis at the Member State level of the total number of staff resources

available to MSAs (FTE units) revealed the following:

1 On average, 7, 741 staff resources (FTEs) were available for the MSAs of 18 EU
Member States during the period 2010  -2013 ( Figure 16);

" The analysis includes: BG, CZ, DE, DK, EE, ES, FI, IE, IT, LT, LU, LV, MT, NL, PL, PT, RO, SE and, SK; the
other MS have not provided complete and reliable data.
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1 86.3% of staff resources ( 6,679) were based in seven Member States (Poland,

Estonia, Czech Republic, Portugal, Romania, Slovakia and Bulgaria, Figure 17 and
Figure 18);
1 More than 30% of total staff resources we re based in one country (Poland, Figure

17 and Figure 18);

1 There were significant differences among countries in terms of total staff resources
available over the pe riod 2010 -2013. On the one hand, a large number of Member
States ( 15 out of 18) involve lessthan 1,000 FTEs in market surveillance  activities.
On the other hand, Poland reported a significantly greater number of FTEs
available to the MSAs, more than five times higher than staff resources declared
by most countries.

Figure 17 1 Total staff resources available to MSAs at country level (average 2010 -
2013),F TEs
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Figure 18 T Total staff resources available to MSAs (FTE units) per country over 2010 -
2013
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The highlights of the analysis concerning the variation  in total staff resources available
to MSAs (FTE units) over the period 2010 -2013 include (Figure 19):

1 More than half of the Member States considered (11) displayed a relatively stable
trend in the number of staff resources available to MSA (FTE units) with a variation
of less than 5% of the value registered in 2010;

1 Three Member States (Latvia, Lithuania and Belgium
between 12.2% and 16.3% ;

1 The magnitude of total staff reduction was very different: the largest percentage
decrease ( -60.6% - Luxembourg) was almost twice as high as the second largest
percentage reduction (33.3% - Spain) and 202 times higher than the smallest
reduction (0.3% - Ireland).

) declared an increase

in total staff resources available to MSAs (FTE units) over 2010 -
2013

Figure 19 71 Variation
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While at the EU level the budget available for market surveillance  activities experienced
continuous adjustments and the total staff resources available to MSAs (FTE units)
registered a negative trend, the number of inspectors (FTE units) followed a
fluctu ating trend ( falling one year, rising in the next, then  falling again) which could be
translated into fluctuating staff costs during this period ( Figure 20). In this case, only 16
Member States provided completed data and were included in the analysis 8

8 BE, BG, CZ, DK, EE, ES, FI, IE, IT, LT, LU, LV, PL, PT, RO, SK
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Figure 20 - Total number of inspectors available to MSAs (FTE units) over 2010 -2013 at
EU level
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Figure 21 - Total number of inspectors (FTE units) available to MSAs per country over

2010 -2013
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Regarding the total number of inspectors (FTE units) available to MSAs over 2010 -2013
at the country level, the following data emerged:

i1 On average, 4,506 inspectors were available to the 16 Member States considered
for inspection activities (  Figure 20);

1 The majority (90%) of inspectors ( 4,019) were based in six Member States -
Poland, Italy, Czech Republic, Romania, Portugal and Slovakia ( Figure 21);

i1 Around half (2,372) of the FTEs dedicated to inspection activities were employed in
two Member States (Poland and Italy);

1 The magnitude of the costs derived from the number of inspectors (FTE units)
varies across for instance , in Luxembourg and Lithuania (included in the @®thers 6
category in  Figure 21) only 4.6 and 21.74 FTEs, respectively, were allocated to
market surveillance  activities, while Poland involved 5,822 FTEs.
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Figure 22 - Variation in total number of inspectors (FTE units) available to MSAs per
year, during 2010 -2013
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At the country level, analysis of the change in the number of inspectors available to MSAs
annually reflects the follow  ing:

1 In mostM ember States (10 out 16) the number of inspectors fell ;
1 Six countries (Bulgaria, Italy, Denmark, Estonia, Finland and Romania) had

relatively stable trends, with the increase or decrease in the number of inspectors
no higher than 5% of the number of inspectors available to MSAs in 2010;
1 A significant increase (263.8%) was registered in Ireland.
With the exception of two Member States (Ireland and Poland), the overall trend in the
total inspectors available to MSAs duri ng the four years considered tends to be aligned
with that for the total staff available to MSAs.

Technical resources

In relation to technical resources  in particular , many MSAs * do not have their own
laboratories for product testing in a large number of  sectors (i.e. more than 20), and
thus outsource these activities to accredited laboratories. However, some MSAs do have
in-house test laboratories. Based on the available data, MSAs in Germany and Bulgaria

have test facilities for most sectors covered by the scope of the Regulation (i.e. 27 and

18 sectors , respectively). Table 9 below presents an overview of test laboratories
available in each Member State.

60

Table 9 i National MSA laboratories across Member States
Number of sectors where Number of sectors where Number of sectors for
MSAs have own test MSAs do not  have own which noinfo was
laboratories test laboratories available
DE 27 0 6
BG 18 14 1
Ccz 13 19 1
NL 12 12 9
PL 10 23 0
% Based on the information collected through the targeted surveys and directly requested to IMP -MSG

representatives : CY, EE, FI, HR, IE, LU, LV, PL, RO, SE, and SI.

% No adequate information was available for AT, BE, EL, ES, FR , HU, I T, LT, MT, PT, and SK. The reference list
of sectors is that provided in Table 1, section 4.2.1 .
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MS Number of sectors where Number of sectors where Number of sectors for
MSAs have own test MSAs do not  have own which noinfo was
laboratories test laboratories available
HR 7 22 4
LU 6 26 1
EE 5 21 7
RO 5 28 0
UK 4 19 10
CcY 3 23 7
SE 3 28 1
Fl 2 24 7
LV 1 26 6
Sl 1 32 0
DK 0 18 15
IE 0 33 0
Source: Targeted surveys
There are also differences across sectors . For instance, the electrical equipment under
EMC, radio and telecom equipment under R& TTE i RED, cosmetics and toys are sectors
where in -house laboratories are available, although only in a few Member States (i.e.
either 8 or 7). In contrast, very few MSAs have in -house laboratories in the PPE,
construction products, aerosol, simple pressur e equipment, and lifts sectors.
Table 10 - National MSA laboratories across sectors !
Number of MS Number of MS Number of MS
where MSAs where MSAs do for which no
have test not have test info was
laboratories laboratories available
2. Cosmetics 8 6 14
18.Electrical equipment under EMC 8 10 10
19.Radio and telecom equipment 8 11 9
under R&TTE - RED
3.Toys 7 12 9
17.Measuring instruments 7 11 10
15.Explosives for civil uses 6 10 12
20.Electrical appliances and equipment 6 13 9
under LVD
21.Electrical and electronic equipment 6 11 11
under RoHS and WEEE and batteries
22.Chemicals 6 10 12
12.Noise  emissions  for  outdoor 5 11 12
equipment
31.Biocides 5 11 12
4.PPE 4 16 8
9.Machinery 4 14 10
10.Lifts 4 15 9
13.Equipment and protective systems 4 11 13
intended for wuse in potentially
explosive atmospheres
14.Pyrotechnics 4 13 11
1.Medical devices 3 13 12
5.Construction products 3 15 10
51 The following sectors we re not considered as too many data were missing: 26.Ma rine equipment,  27.Motor
vehicles and tractors , 28.Non -road mobile machinery, 29.Fertilisers, 30.0the r consumer products under GPSD.
The reference list of sectors is that provided in Table 1, section 4.2.1 .
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Sector Number of MS Number of MS Number of MS
where MSAs where MSASs do for which no
have test not have test info was
laboratories laboratories available
8.Transportable pressure equipment 3 13 12
11.Cableways 3 13 12
25.Recreational craft 3 13 12
6.Aerosol dispensers 2 16 10
7.Simple  pressure  vessels and 2 15 11
pressure equipment
16.Appliances burning gaseous fuels 2 14 12
23.Eco -design and energy labelling 2 12 13
32.Textile and footwear labelling 2 13 13
33.Crystal glass 2 12 14
24.Tyre labelling 1 13 14

Source: Targeted surveys

Annex 8.8 gives a complete overview per individual Member State and per sector of
available test facilities.

5.2.2 Market surveillance activities

Approaches to market surveillance

All Member States have both proactive and reactive approaches to market
surveillance.

Proactive market surveillance refers to activities that are specifically planned,
organised and implemented by MSAs under their own enforcement powers. Proactive
surveil lance can relate to targeting either economic operators (based on criteria such as
history of non -compliance, results of audits, market share, and distribution of products

and/or users) or products. According to Article 18(5) of the Regulation, the proacti ve
planning of market surveillance is shared with the EC and other MSAs via national
programmes. This exchange of information can facilitate  cooperation and sharing
resources bhetween MSAs in different Member States while helping to avoid the
duplication of activities. Reactive  market surveillance is normally triggered by an
outside event and in relation to a specific suspected offence.

While both types of approaches are used, Member States refer to different criteria to
select a particular sector as a prior ity , as reported in the table below.

Table 11 - Criteria as the basis for proactive and reactive approaches in market
62

surveillance
Proactive approach Reactive approach

i1 Risk assessment to determine product/ 1 Noatifications received via RAPEX and ICSMS

sectoral priorities of market surveillance (29)

(14) f Customsé6 checks or notif
I Planned monitoring campaigns (8) o3 1 Complaints received from consumers/users,
i Sectoral market surveillance programmes economic operators  and public organisations

2 The numbers in brackets represent the number of MS expressly cit ing the criterion 1 in their national

programmes - as a basis for proactive or reactive surveillance.

% Market surveillance campaigns are also tools for implementing proactive market surveillance. These
campaigns can be conducted at the national level or j ointly with other ~ MS Joint market surveillance campaigns
are strongly recommended as they improve the effectiveness of national efforts in the Single Market and can
reduce costs. To encourage joint market surveillance campaigns, the EC offers financial support for actions that
fulfil certain requirements and which are selected under the relevant grant procedures.
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Proactive approach Reactive approach

and specific strategies (5) 9)
1 Monitoring of complaints from consumers/ i Accident reports (8)

users, economic operators and public 1 Media news (6)

organisations (4) 1 Notifications  from other national or
' Monitoring of RAPEX and ICSMS (3) international authorities (3)
| Experience gained from previous market 1 Reports from competing enterprises, from

surveillance activities (3) consumerso6 associations
il Legislative changes (3) 1 Knowledge gained from  coordination
1 Results of laboratory tests from previous meetings (1)

years (2) 1 Requests for investigation of suspect or
1 EU market surveillance  campaigns (2) hazardous non-compliant products (1)

1 Market research (1)

Source: National programmes

In particular, as provided by Article 19(1  ),®* risk assessment is at the core of proactive

surveillance in several Member States. % In light of the lack of resources, risk assessment
helps MSAs to prioritise  sectors and control initiatives. Some Member States, for
instance, carry out regular surveillance activities on mass products or on products
targeting sensitive classes of consumers. Consequently , sectors such as toys, plant
protection products and electr ical appliances are given a high priority due to the
significant number of consumers/users involved and their vulnerability (children or
untrained users).

MS A spéwers of inspection

According to Article 19(1) of Regulation (EC) No 765/2008, MSAs s h a | perforri
appropriate checks on the characteristics of products on an adequate scale, by means of
documentary checks and, where appropriate, physical and laboratory checks on the basis

of adequate samples 0 .

In general , all M ember States have the power to perform:

1 Documentary and visual checks , if or e xegandind tke CE marking and
its affixing, the availability of the EU declaration of conformity, the information
accompanying the product and the correct choice of conformity assessme nt
procedures. More profound checks may be necessary however to verify the
conformity of the product, for example , regarding the correct application of the
conformity assessment procedure, the compliance with the applicable essential
requirements, and the contents of the EU declaration of conformity 0; %

1 Physical checks of the products , aimed at verifying basic characteristics of the
goods either in situ or at commercial, industrial, and storage premises, workplaces
or other premises where the products are in use; ®

i1 Inspections of business premises ;

“ Stating t hahall tAkS Acsounfiof established principles of risk assessment, complaints and other
information 6, when deci denfargemdnomedsards.e

% AT, BE, DK, EE, IE, NL, PL, RO, SE, SI, SK, and UK.

% COM(2016)1958 final. The 6Bl ue Guided on the i mpl ememtp/seteduropaeud f grew)
th/ tools -data bases/ newsroom/cf/itemdetail.cfm?item_id=7326

67 WELMEC (2007), Market Surveillance Guide. http://www.welmec.org/fileadmin/user_files/publications/ WELM
EC 5.2 Issue_2 final.pdf

44

product


http://ec.europa.eu/growth/tools-data‌bases/‌newsroom/cf/itemdetail.cfm?item_id=7326
http://ec.europa.eu/growth/tools-data‌bases/‌newsroom/cf/itemdetail.cfm?item_id=7326
http://www.welmec.org/fileadmin/user_files/publications/WELMEC_5.2_Issue_2_final.pdf
http://www.welmec.org/fileadmin/user_files/publications/WELMEC_5.2_Issue_2_final.pdf

Evaluation of Regulation (EC) No 765/2008

1 Product testing through laboratory examination, aimed at verifying product
compliance with basic health and safety requirements.
However, there are other powers of inspection that are attributed differently to
nati onal MSAs (and across sectors within the same Member State) as they are based on
different national legislative frameworks.

1 Carry out sector inquiries : based on the information available, this power is
granted in most Member States and in the majority of sectors. Irish MSAs are
granted this power for the lowest number of sectors (i.e. only in five: medical
devices, cosmetics, measuring instruments, electrical and electronic equipment

under RoHS and WEEE and batteries , and chemicals). In eight Member States ,°®
this power is granted in all sectors (see also Table 35 in Annex 8.8).
1 Do mystery shopping: this is the least common power among MSAs and across

sectors, since itis only available to 10 of the MSAs and on average is granted in
seven sectors in  just 11 Member States . The Member States granting it most are
the Czech Republic (in 30 sectors), Latvia, Slovenia (in 26 sectors each), and

Finland (in 25 sectors). The personal protective equipment sector has the highest
coverage by Member States, although only 11 of them grant this power in the

sector (see also Table 36 in Annex 8.8).

1 Request information/cooperation by any possible natural or legal person: based on
the available data, this power is generally granted to half of the MSAs in more than
14 sectors. In partic  ular, in the Czech Republic, Estonia, Poland and Romania it is
granted in all sectors, while in Belgium, Lithuania, Luxembourg and Slovenia it is
granted in almost all sectors (i.e. more than 30 sectors). In Ireland , this is applied
in a limited way (only in five sectors), but there are no Member States where this
power is not granted at all (see also Table 37 in Annex 8.8).

i1 Seize and detain products: based on available information, this power is granted in
14 sectors in a significant number of Member States  and in five of them " itis
available t o MSAs in more than 30 sectors ; in 12 Member States " it is granted in
fewer than seven sectors. Personal protective equipment is the sector covered
most , with 17 Member States granting this power. In Bulgaria and Ireland , itis not
granted in 26 and 29 sec  tors, respectively (see also  Table 38 in Annex 8.8).”

i1 Seize documents: the distribution of this power is similar to the previous one.
Based on the information available, it is granted in 14 sectors in more than 12
Member States. ® In the personal protective equipment and lifts sectors it is
granted by the highest number of Member States (i.e. 16). In Bulgaria and
Ireland , this power is granted in the lowest number of sectors, i.e. eight and five,
respectively (see also  Table 39 in Annex 8.8)."

% CZ,EE, HR, LT, LU, PL, RO and SI.

% je. 14 MS: CY, CZ, DE, DK, EE, FI, HR, LU, LV, NL, PL, RO, SI and UK.
" CZ, EE, LU, PL and RO.

™ AT,BG, EL, ES,FR, HU, IE,IT,LT, MT,PT and SK.

2 |n particular, in Bulgaria this power is granted in sectors 2. Cosmetics, 10. Lifts, 17. Measuring instruments,
22. Chemicals, 29. Fertilisers, 31. Biocides. In Ireland, it is granted in sectors 1. Medical devices, 2. Cosmetics,
17. Measuring instruments, 22. Chemicals.

8 CY, CZ, DE, DK, EE, FI, HR, LU, NL, PL, RO, SE SI and UK.

™ In particular, in Bulgaria this power is granted in sectors 6. Aerosol dispensers, 10. Lifts, 11. Cableways, 17.
Measuring instruments, 24. Tyre labelling, 30. Other consumer products under GPSD, 32. Textile and footwear
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1 Take samples for free: based on ava ilable information, this power is granted in 14
sectors in more than 10 Member States . Those with the highest number of sectors
in which MSAs can use it are Estonia, Germany, Poland and Slovenia (granting it in
32, 28, 32 and 29 sectors  , respectively). The sectors covered most are toys, radio
and telecom equipment, electrical appliances and equipment under LVD, chemicals
and crystal glass, where this power is granted in 14 Member States (see also Table
40 in Annex 8.8).
1 Make use of test reports by MSASs in other EU countries: as previously noted , the
average number of Member States granting this power is 10. Ireland is the only
Member State where this power is not granted in a particularly high number of
sectors (i.e. 30 out of 33), > while MSAs in the Czech Republic, Estonia, Lithuania,
Luxembourg and Slovenia can use it in more than 28 sectors. The sectors covered
most are toys, machinery, measuring instrum ents, radio and telecom equipment
under RTTE - RED, electrical appliances and equipment under LVD, with 14
Member States granting it (see also Table 41 in Annex 8.8).
Table 12 below presents an  overview of the abovementioned powers of inspection
granted to MSAs at the national level.

Table 12 - MSAs' powers of inspection

Number of MSAs having Number of sectors where this
Powers this power in more than 14 power is granted in a significant
sectors number of MS 7®
Carry out sector inquiries 16 16 sectors (in more than 14 MS)
Do mystery shopping 10 7 sectors (in more than 11 MS)

Request information/
cooperation by any possible 14 15 sectors (in more  than 13 MS)
natural or legal person

Seize and detain products 14 14 sectors (in more than 12 MS)
Seize documents 13 14 sectors (in more than 12 MS)
Take samples for free 13 14 sectors (in more than 10 MS)

Make use of test reports by

MSAs in other EU countries 12 14 sectors (in more than 10 MS)

Source: Targeted surveys

Customs and control of imported products

According to Article 27 of Regulation (EC) No 765/2008, external - border -control
authorities  controls Authorities are endowed with the following main tasks:

i Carrying out appropriate checks on the characteristics of products;

I Suspending the release of a product for free circulation in the internal market
when the product : (a) displays characteristics which give cause to believe that the
product, when properly installed, maintained and used, it presents a serious risk to

labelling, 33. Crystal glass. In Ireland, it is granted in sectors 1. Medical devices, 2. Cosmetics, 17. Measuring

instruments, 21.  Electrical and electronic equipment und er RoHS and WEEE and batteries , 22. Chemicals.
S In particular, it is granted only in the medical devices, cosmetics and measuring instruments sectors.
8 The reference list of sectors is that provided in Table 1, section 4.2.1 .
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health, safety, the environment or any other public interest ; (b) is not
accompanied by the written or electronic documentation required by the relevant

EU harmonisation legislation or is not marked in ac cordance with that legislation ;
and (c) the CE marking has been affixed to the product in a false or misleading

manner;

1 Ensuring efficient cooperation and exchange of information among external -
border -control authorities  controls Authorities.

Although Cus toms are responsible for targeting shipments and carrying out physical
checks of goods before they gain access to the national market, the final decision on the
safety and compliance of products is to be taken by MSAs.

The case of France is particularly re levant as Customs are an MSA in their own right.
Depending on the applicable legislation, French Customs may take samples of products,

have them tested in a laboratory and decide, depending on the results, on the
appropriate follow -up, thereby enhancing th e overall efficiency of market surveillance
procedures .’" The coordination between French MSAs and French Customs is particularly
relevant in light of the role played by the latter, as explained in section 5.23.

Based on the available data, all Customs except the Dutch Customs, have the power to
request businesses to provide information and exhibit documents on products
presented for release. Moreover , according to Articles 197 and 198 of Regulation
952/2013 (the Union Customs Code), Customs are authorised to destroy products in
and to recover from economic operators the costs borne to store/destroy

products  in all Member States for which information i s available. Finally, only six
Customs authorities  can recover the costs  of testing  non -compliant products % As a
potential consequence of this, the guarantees provided are not always sufficient to cover

possible costs linked to market - surveillance checks. °

Table 13 -Cust oms o6 p®Hwers

Request business to provide info Recover costs to test Destroy Recover costs
and exhibit documents on products products found to be products borne to store or
presented for release for free non - compliant destroy products
circulation

AT a a a

BE a a n.a.

BG a n.a. a a

CY a a a

cz a a a

DE 581 x 82 3

" Panteia and CESS (2014), Good Practice in Market Surveillance Activities related to Non -Food Consumer

Products sold Online, Annexes, p. 39.
® EE, FI,IT,MT,PL and SK.

" This question rec eived a very low share of responses (i.e. nine). More in detail, Customs in Finland, Latvia
and Sweden state that guarantees are sufficient, Customs in Austria, Cyprus, France and Italy deem that they

are insufficient, while Customs in Germany and Luxembou rg declare that no guarantees exist.
8 A blank cell means Customs do not have the relevant power ; .admeans dnformation is not available 6 No
information was available for: EL, IE, LT, SI and UK.

81 Only in cases where  the declarant has  a legal obligatio n.

82 Customs may decide to destroy goods where release for free circulation is not allowed by MSAs AND the
goods are not placed under a Custom s procedure other than free circulation or are re-exported. Customs
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DK 58 n.a. n.a

EE a a a a

ES a n.a. a a

Fl a a a a

FR a a a

HR a a a

HU a a a

IT a a a a

LU a a a

LV a a a

MT a a a a

NL a a

PL a a a a

PT a n.a. a a

RO a a a

SE a a a

SK a a a a

Source: Targeted surveys

As shown in Table 34 in Annex 8.8 similarly to the situation for the MSAs, half of
Customs 2 do not have in  -house testing laboratories . Only Croatian Customs own

in-house laboratories to test products in all sectors covered by the Regulation, followed
by Estonian and French Customs, which respectively cover eight and seven sectors,
respectively.

Table 14 - Availability of test laboratories for Customs aut hor i acioss Mémber
85

States
Number of sectors where Customs have Number of sectors where Customs do not
own test laboratories have own test laboratories
HR 33 0
EE 8 0
FR 7 22
Fl 2 31
NL 1 32
AT 0 33
BE 0 33
BG 0 33
CY 0 33
Ccz 0 33
DE 0 33
DK 0 33
supervise destruction of goods where it is car ried out by the importer (on his own initiative or following a
decision from the MSA).
8 Only when required by the MSAs.
84 For which information was available . AT, BE, BG, CY, CZ, DE, DK, ES, LT, LU, LV, PL, RO and SE.
8 No information was available for EL, HU, IT, MT, SK, PT, RO, SI and UK. The number of sectors covered by
the table may not add up to 33 due to data availability. The reference list of sectors is that provided in Table 1,

section 4.2.1 .
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Number of sectors where Cpstoms have Number of sectors where Custo_ms do not
own test laboratories have own test laboratories
ES 0 33
LT 0 33
LU 0 33
LV 0 33
PL 0 33
RO 0 33
SE 0 33

Source: Targeted surveys

If the sector dimension is taken in consideration, the available information indicates that

test laboratories are not available in Customs in most Member States. In -house
laboratories in the majority of sectors (i.e. 20) are only available in one  Member State
(Table 14).
Table 15 - Customs aut horiti eso6 | aclosssextorsr fes
Sector Num. of MS Number of MS Number of MS
where Customs where Custom s do for which no
have own test not have own test info was
laboratories laboratories available
2.Cosmetics 4 15 9
3.Toys 4 15 9
32.Textile and footwear labelling 3 16 9
4.PPE 2 16 10
5.Construction products 2 16 10
9.Machinery 2 16 10
19.Radio and telecom equipment 2 17 9
under R&TTE - RED
20.Electrical appliances and 2 16 10
equipment under LVD
21.Electrical and electronic 2 16 10
equipment under RoHS and WEEE
and batteries
22.Chemicals 2 16 10
29.Fertilisers 2 16 10
30.0ther consumer products under 2 16 10
GPSD
31.Biocides 2 16 10
1.Medical devices 1 17 10
6.Aerosol dispensers 1 17 10
7.Simple pressure vessels and 1 17 10
pressure equipment
8.Transportable pressure 1 17 10
equipment
10.Lifts 1 17 10
11.Cableways 1 17 10
12.Noise emissions for outdoor 1 17 10
equipment
13.Equipment and protective 1 17 10
systems intended for use in
potentially explosive atmospheres
14.Pyrotechnics 1 17 10
15.Explosives for civil uses 1 17 10
16. Appliances burning gaseous 1 17 10
8 The reference list of sectors is that provided in Table 1, section 4.2.1 .
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Sector Num. of MS Number of MS Number of MS
where Customs where Custom s do for which no
have own test not have own test info was
laboratories laboratories available
fuels
17.Measuring instruments 1 17 10
18.Electrical equipment under EMC 1 17 10
23.Eco -design and energy labelling 1 17 10
24.Tyre labelling 1 17 10
25.Recreational craft 1 17 10
26.Marine equipment 1 17 10
27 .Motor vehicles and tractors 1 17 10
28.Non -road mobile machinery 1 17 10

33.Crystal glass 1 17 10
Source: Targeted surveys

5.2.3  Coordination and cooperation mechanisms

Member States are requested to establish coordination mechanisms between their MSAs
(Article 18(1)), and cooperation mechanisms with authorities from other Member States
(Article 24) and third countries ( Article 26).

As for coordination  between national MSAs , most Member States have a permanent,

ad -hoc body responsible for cooperation and coordination between national MSAs. 8 The
coordi nat i onembbre dane dissially MSA representatives .8 Qverall, there a re no
uniform working practices , and the frequency of meetings also varies
substantially. For instance , in Austria, Cyprus and Lithuania, coordination councils usually

meet twice a year, in Denmark three times a year, and in the Netherlands and Sweden
five times a year. The Spanish Market Surveillance Committee convenes every 40 to 60

days, while in Poland meetings are held at least once a year. Member States report that
coordination bodies are  mainly responsible for

1 Ensuring and strengthening coordin ation and cooperation among different MSAs,

with Customs Authorities and other national authorities responsible for border
89

controls;

i1 Ensuring the exchange of information between relevant institutions; %©

I Setting market surveillance priorities and strategic objectives, and discussing
proposals for improving market surveillance; o

1 Promoting the establishment of a common approach to market surveillance (e.g.
by planning coordinated actions among different inspection bodies, organising
exchanges of experience and best practice , and incentivising debate among
MSAs); %

1 Monitoring conformity assessment procedures and planning inspections. 9

8 AT, BG, CV, DE, DK, EE, EL, FI, FR, HR, IE, IT, LU, LV, NL, PL, RO, SE, SI, and UK.  HU and LT did not report
on the existence of any permanent bod y to ensure coordination between MSAs. Where this is not the case (i.e.

BE, CZ, ES, SK), there exist different coordinating bodies/working groups or ad -hoc bilateral agre ements to
enhance cooperation , further discussed below.

8 DE, EE, HR, IE, LU, NL, PL,RO  and SE. The remaining MS  did not provide any information.
8 AT, DE, DK, EE, HR, LV, and PL.

% DE, EE, LV, PL, and SE.

9 DK, EE, FI, LU, NL, and SE.

92 AT, DK, EELV, NL,PL, SE, and SI.

% FI, PL, and SI.
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In some Member States, coordination bodies fulfil additional tasks. More specifically, the
Austrian coordination body gathers information from businesses and consumers about

their market surveillance priorities. In Latvia, it focuses on ensuring a clear division of
competences among MSAs to prevent duplication of activities. Finally, the Polish
coordination body  reports on the fi ndings of inspections and maintains public
registers  of non -compliant products.
Besides more structured forms of coordination, there are several additional mechanisms
at the national level ~ which have the same purpose , such as:

1 Ad-hoc bilateral agreements; %

i1  Fora for deeper cooperation and/or dialogue; %

1 Working groups for the direct exchange of information and experience ;%

1 Regular contacts to coordinate market surveillance activities; o

i1 Joint actions on specific product categories. %
Within the same Member State, almost all MSAs cooperate with Customs on an ad -
hoc basis, through regular dialogue or joint surveillance actions. % A few Member States
have opted to establish a permanent body dedicated to cooperation with Customs. 100
% BE, CZ, EE, RO , and SK.
% Fora appear to be a good working tool especially for the UK, where different ones exist, such as: the sub -
group of the Market Surveillance Co -ordination Committee (MSCC), which focuses on bo rder controls; the
Product Safety Focus Group, acting as the contact point between local authorities, regions, central government

and other stakeholders; and the National Trading Standards Board (NTSB), which involves a group of
experienced local governmen  t heads of trading standards.

% CZ, EE, FI, SE, SI, SK , and UK. Estonia, for instance, set up an expert working group for borderline products

under the Health Board, while Sweden established the permanent d~orum for Customs -Related Issues @ Finland
set up the dvativa Network @ which meets twice a year and focuses specifically on cooperation related to RAPEX

and ICSMS systems. In the UK, the HSE (Health and Safety Executive) Product Safety Team is responsible for

enforcing the legislation on workplace goods.

° BE, NL and SE report that some departments hold regular meetings on surveillance of some product
categories. In CY and SI, MSAs frequent ly exchange communications on daily matters by phone, official letters

or electronic ally. EL created a specific integrated information system presenting multiple information such as

names and data of the registered test laboratories, registered products and names of inspectors, annual
budgets for inspections allocated by national legislation, ris k assessments and planning of costs.

% BG, CZ, EL, ES, HU,LT,NL and SI.

% A regular dialogue between Customs and MSAs in Greece is ensured through the exchange of information

sheets providing information on product compliance and provide guidance for rel easing/suspending products
for /from free circulation. Also, the Consumer Protection and Health Board exchange s information on an ongoing
basis, and difficulties encountered during inspections are discussed in annual meetings between MSAs and

Customs. Infor mation exchange is based on risk analysis to provide an expert assessment of products for

Customs dinspection. Similarly, the German MSAs create product -risk profiles in collaboration with Customs in
order to help the latter to decide on whether to defer t he placing of a product on the market and to inform the
MSAs. In both Poland and Romania, MSAs support Customs through training courses. An interesting form of

cooperation has been set up in Poland since 2011, where by all Customs appoint  product safety coordinators,
who are responsible for monitoring the correct and uniform application of market surveillance regulations and

cooperation with MSAs to improve the effectiveness of joint actions. Furthermore, Polish Customs usually

cooperate with MSAs in the dra fting of position papers on new EU legislative proposals. Information on the type

of cooperation with Customs was not available for FR, HU, LU, LV and PT.

10 This is the case in Belgium, where an ad  -hoc unit, made up of representatives from MSAs and the General

Administration of Customs and Excise (AGDA), meets several times a year to discuss potential improvements to
market surveillance. For instance, improvements such as checkl ists to assist Customs &monitoring and a table
breaking down the responsibilities among MSAs have resulted from these meetings. Similarly, the UK has

established an Intelligence Hub, which acts as a single point of contact for the liaison between all MSAs, Her

Maj estyod6s Revenue and Customs (HMRC) and the Border Foree for th
compliant products entering the country. The National Clearance Hub, which is responsible for the Customs

clearance of products entering the UK, als 0 acts as a single point of contact for importers and other
enforcement agencies for freight clearance queries. In Sweden, t he Market Surveillance Council also involves
the National Board of Trade and the Customs authorities .
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Other Member States have introdu ced bilateral cooperative agreements 2% In some

cases, there is cooperation between MSAs and Customs through regular  participation
in working groups at both national and EU levels. ' Notably, to ensure a close link
between all the authorities involved, cooperation mechanisms have been established
between French Customs and MSAs. These can be used during inspections carried out by
Customs in order to access information collected on the market by MSAs, and vice versa.

Moreover, a cooperation pro  tocol exists between Customs and the national MSA
(DGCCREF, Directorate -General for Competition, Consumer Affairs and the Combating of
Fraud). This protocol specifies the frequency of meetings between the two authorities
during which annual control plans ar e developed. More importantly, the protocol clearly
establishes geographical and sectoral competences. By knowing who to address for which
purposes, the regional, local and central units of both Customs and the DGCCRF can

quickly approach the relevant unit , making the market surveillance activities quicker and

more responsive.

As for cooperation with other countries (pursuant to Articles 24 and 26), the majority of

Member States '® engage in some form of cooperation with other EU countries ,
notably by means  of joint actions, i.e. specific market surveillance projects carried out

simultaneously between MSAs in different countries. However, joint actions co-funded by
the EU de facto require external support for the coordination of the MSAs involved and
manageme nt of the budget. Only a few'® Member States participate in cooperation
initiatives on market surveillance involving third countries , although cross -country
communication and cooperation is considered useful by nearly all public authorities
(PAs) .1%

AdCO gr oups (Administrative Cooperation Groups) are a relevant example of cross -
country coordination mechanisms . They are supported by the EC and involve MSA

representatives in a given sector. ADCOs meet regularly to discuss issues in their area of
competence and to ensure efficient, comprehensive and consistent market
surveillance .'® Thus, they enable flexible and efficient cooperation between Member

1 DK, EL, ES, FR, NL, MT, RO, SI, and SK. For instance, cooperation agreements between Customs and MSAs
are implemented systematically in Spain. The Spanish Agency for Consumer Affairs, Food Safety and Nutrition
(AECOSAN) is usually engaged in activities relating to the promotion of co nsumer and user rights regarding
goods and services. However, it acts as an MSA and undertakes actions only in cases where Customs
authorities request support on the basis of Articles 27 to 29 of the Regulation. Interestingly, there is also

another control  body, i.e. the Official Service Inspection, Supervision and Regulation of Exports i SOIVRE,
operating in Spain. This body is in charge of monitoring a series of products (e.g. through documentary checks,

inspections and testing) before they reach Customs 0 offices. Specific product categories (i.e. toys, textiles,
shoes, some personal protective equipment, some electrical products and wood products and their derivatives)

must receive formal approval (in the form of a safety certificate) from SOIVRE before C ustoms can let them
entering the country.

192 n particular, in Poland and Sweden , Customs participate jointly with MSAs in the EC Expert Working Group

on product safety and compliance checks for imported goods. Furthermore, Sweden has set up a permanent

working group for cooperation, the dorum for Customs -Related Issues & This Forum is convened twice a year
and i s open to all authorities in the Market Surveillance Council , the Swedish coordination body comprising the
16 national MSAs. It has the task of drawing up the national market surveillance plan and promoting

cooperation and efficiency in market surveillance activities.

103 AT, BE, CY, CZ, DE, DK, EE, EL, ES, FI, IE, IT, LT, LV, MT, NL, PL, PT, RO, SI, and UK.
104 AT, CZ, EE, EL, ES, FI, RO, and UK.

195 j.e. by 56 out of 77 public authorities responding to the question.

106 http://ec.europa.eu/growth/single -market/goods/building  -blocks/market -surveillance/organisation/  admini_str

ative -coop eration-groups/ index__en.htm
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States. ¥’

cooperation related to product
RAPEX and ICSMS

They are the most frequently used mechanism for market
categories subject to Union harmonisation legislation

are key tools provided by the Regulation to allow for cross

surveillance

108

-border

exchange of information and possible collaboration between MSAs. According to what

was stated in national programmes
of them utilise ICSMS

As regards existing databases for monitoring accidents related to products

, in accordance with

Bulgaria, Greece, Hungary and Liechtenstein seem to

collect data on injuries.

EU Member States ' plus Iceland and Norway.

5.2.4 Measures

Restrictive measures

As shown in the table below
impose d restrictive measures
the use of restrictive measures has

Interestingly, the most significant increases have been registered in the most

, Which is

on no n-compliant products

, all Member States make use of RAPEX
Articles 22 and 23, respectively

and most

, only

have no national databases to

19 The EU Injury Database systems are the most widespread
mechanisms for gathering injury information across Europe, as they are available in 16

based on RAPEX data , the most frequently
are withdrawal, recall and ban.
grown over the two periods by an impressive 52%.

The data show that

6coercivebd

measures (i.e. seizure, withdrawal, destruction). The use of other , such as
requests for information or corrective actions , has actually declined
Table 16 - Average number of RAPEX notifications on measures undertaken by Public
Authorities (PA s) over 2005 - 2009 and over 2010 -2015
Recall 184 4 56% 2,648
Withdrawal 428.2 803 88% 6,959
Destruction 11.8 18 55% 169
Ban 242 236 -2% 2,627
Seizure 10 27 167% 210
Corrective actions 21.2 16 -27% 199
Information 16 2 -91% 89
Total 913.6 1,389 52% 12,901
Source: Authorsd el aborati RAPEX database

The national reports

restrictive measures
2013, although
However, as

such measures

frame when compared to RAPEX.

Member States (19)

do not appear to confirm
showed a slight fall,

17 Four MSAs (DE, Fl, 2 SE), the German coordinating authority.
108 cOM(2013) 76 final. Product Safety and Market Surveillance Package

to the European Parliament, the Council and the European Econ

and compliant products for Europe: a multi

19 No information was reported in national programmes, therefore source for this data is DG JUST (2015)

averaging

the data from RAPEX, since
-0.33 % over

he low number of

overall
the period 2010 -
increas ed in R&T under R&TTe and in the toy sector.
noted in section 4.3.1, data from national reports
of limitations in terms of sectoral and geographical coverage

In this case, t
covered might explain this trend.

demonstrated
, and covered a smaller
both sectors (3) and

a number

- Communication from the Commission

Draft - Mapping injury and accident databases for market surveillance of products in the EU

10 AT, CY, DK, EE, FI, IE, IT, LT, LV, LU, MT, NL, PT, RO, SE

, and UK.

omic and Social Committee. 20 actions for safer
-annual action plan for the surveillance of products in the EU.

T Survey Results .
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