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FOREWORD BY THE EUROPEAN COMMISSIONER FOR CONSUMERS,  
MRS. MEGLENA KUNEVA

E�cient and e�ective market surveillance is the corner-
stone of a successful consumer product safety policy in 
the EU. Without the Member States‘ e�orts to �nd and 
remove unsafe products from our markets, our policy 
framework can not be properly implemented and en-
forced. This is not only to the bene�t of European con-
sumers. Reputable businesses require a level playing 
�eld to innovate and �ourish.

With product supply chains increasingly spanning the 
globe, coordination of market surveillance across nation-
al borders is not a luxury – it is a must. Without such col-
laboration scarce resources are wasted and unsafe prod-
ucts that are refused at one entry point could easily �nd 
access somewhere else, to the detriment of our citizens.

I am therefore delighted that the market surveillance au-
thorities involved in the Enhancing Market Surveillance 
through Best Practices (EMARS) project have succeeded 
in gathering a wide range of best practices in market 
surveillance from across Europe. This project, which has 
been �nancially supported by the European Commis-
sion, has shown that cross-border cooperation between 
the Member States is not only highly desirable but also 
eminently feasible.

I hope that this best practice Book1 will be an inspiration 
for all those involved in ensuring consumer product safe-
ty, be they public authorities, regulators or businesses. 
Only by strengthening our cooperation and raising our 
game can we ensure that global markets deliver safe 
products and that the health and safety of European 
consumers is protected.

1 The information contained in this Book does not necessar-
ily re�ect the opinion or the position of the European Com-
mission. Neither the European Commission nor any person 
acting on its behalf is responsible for any use that might be 
made of the information contained in this Book.

Meglena Kuneva
European Commissioner for Consumers
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Enhancing and protecting the welfare of European con-
sumers has been the cornerstone of the EU Consumer 
Policy strategy 2007–2013, as is clearly shown by its sub-
title: ‘Empowering consumers, enhancing their welfare, 
e�ectively protecting them’.

Market surveillance is an important tool to achieve the 
aims of this strategy. Consumer protection is the most 
immediate outcome of market surveillance activities, 
when dangerous products are removed from the hands 
of consumers. But market surveillance also plays an im-
portant role in ensuring a well-functioning Internal Mar-
ket with fair and open competition.

Market surveillance is the responsibility of the Member 
States, who conduct their activities in an e�cient and 
professional way. However, experience has shown the 
need to enhance market surveillance and to encourage a 
more uniform approach. In fact, this is the aim of several 
of the European Commission’s initiatives. The General 
Product Safety Directive 2001/95/EC sets up the Member 
States’ obligations with respect to market surveillance 
of consumer product safety. The recent revision of the 
New Approach builds upon and complements the exist-
ing framework for consumer products and establishes a 
comprehensive system for industrial products.

The need for cross-border cooperation has become in-
creasingly evident. The EU Consumer Policy Strategy 
aims at increasing cross-border trade in Europe. As a re-
sult, the fragmented national market will gradually be re-
placed by an EU-wide market, the biggest retail market in 
the world. This process necessitates a reinforced EU-wide 
cooperation between market surveillance authorities.

Furthermore, the fact that the resources available for 
consumer protection are limited should call for Member 
States to exchange experiences and best practice exam-
ples, so as to ensure that existing resources are spent ef-
fectively and the highest level of consumer protection 
possible is attained. Thus, it seems necessary to focus on 
developing procedures for the practical part of market 
surveillance actions, including cross-border cooperation 
and cooperation with stakeholders.

On the national level market, surveillance will contribute 
to achieving EU objectives with respect to increasing 
the free movement of goods. On the EU level, this will 
increase the e�ectiveness of EU legislation and hence 
contribute to a greater extent to achieve EU objectives.

In light of the above-mentioned challenges, the idea 
to develop a set of recommendations to assist and en-
hance market surveillance in Europe was conceived. It 
was �rst presented at the PROSAFE meeting in Vienna in 
2005, leading to an application from Voedsel en Waren 

Autoriteit (VWA) to the Directorate-General for Health 
and Consumers of the Commission (DG SANCO) in 2005 
for the funding of a project. Of the overall scope of this 
project, developing ‘Best Practices’ would be one of six 
topics, all of them dealing with various aspects of mar-
ket monitoring and surveillance. This project was named 
EMARS (enhancing market surveillance in Europe).

Since autumn 2005, a working group called ‘Work Pack-
age 3’ has been collecting and compiling best practices 
in market surveillance from Member States. The result of 
this work is the ‘Best practice techniques in market sur-
veillance’ (hereinafter, this Book). Even though the main 
purpose of this Book is to support the market surveil-
lance and enforcement authorities, the Book will also be 
available to all stakeholders to ensure transparency and 
understanding between all interested parties. 

This Book contains recommendations on best practices 
for the authorities in the Member States and EFTA/EEA 
countries concerning consumer products. The recom-
mendations re�ect the ‘state of the art’ existing at the 
time this Book was written.

Through the �nancial programme under Article 10 of 
the GPSD, DG SANCO has contributed comprehensively 
to the EMARS project. The funding from DG SANCO has 
made it possible to achieve the objective to provide the 
best practices in market surveillance.  

EMARS would like to thank DG SANCO for their gener-
osity in the funding of this project and also the partici-
pating Member States for their e�orts in developing this 
Book. EMARS is also grateful for comments received from 
stakeholders representing businesses, standardisers and 
consumers. 

We sincerely hope that this Book will guide and inspire 
you in your future work regarding market surveillance.

Gunnar Wold
Chair WP 3

FOREWORD BY CHAIRMAN OF WORK PACKAGE 3,  
MR. GUNNAR WOLD
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 EXECUTIVE SUMMARY

In 2006, the Product Safety Enforcement Forum of Eu-
rope (PROSAFE) started a three-year project aimed at 
ensuring a basic level of expertise and practical experi-
ence within the market surveillance organisations of the 
Member States of the European Economic Area (EEA). 
The project, entitled EMARS (‘Enhancing Market Surveil-
lance through Best Practices in Europe’), received �nan-
cial support from the Directorate General for Health and 
Consumers as well as from the European Free Trade As-
sociation (EFTA) and several other European countries. 
Fifteen Member States were involved as full participants 
and several more contributed actively to the work.

This Book is one of the main deliverables of the project, 
which also developed a number of other tools including 
a forum providing rapid, practical advice to market sur-
veillance o�cers and a knowledge base of documents 
related to market surveillance.

The purpose of the Book is to present information on 
best practices in market surveillance that has been col-
lected from Member States as well as other countries. 
The main target audience is the enforcement authorities 
in Europe who will �nd descriptions of procedures and 
best practices to inspire their organisations’ continuous 
development. Nevertheless, other interested parties in-
cluding policymakers, regulators, businesses and con-
sumer representatives will �nd that this Book provides 
them will additional insights into the practice of market 
surveillance.

The approach adopted in this Book is 
based on the following principles:

Taking a preventive approach to enforcement and em-1. 
ploying e�ective communication strategies to advise 
and to protect consumers and businesses.
Using data capture and risk analysis to target unsafe 2. 
products, services and practices and to establish en-
forcement priorities.
Taking a coordinated approach to enforcement pro-3. 
grammes and practices across the EU to ensure greater 
operational e�ciency and consistency.
Dealing swiftly and proportionately with problems 4. 
identi�ed to ensure o�ending products, services and 
practices present minimum risk.
Resolving problems at source and in a co-ordinated 5. 
manner by adopting a home/lead authority approach.
Ensuring that market surveillance o�cials are appro-6. 
priately trained, are aware of the economic context 
in which they operate, employ best practices and are 
supported by continuing professional development.
Ensuring that all policies and strategies are relevant 7. 
and clearly understood by a process of appropriate 
consultation.

The following overview summarizes the contents for 
quick reference on where to �nd what.

The contents of the chapters are introduced below to al-
low the reader to focus on the parts of the Book that are 
of particular interest.

Part A of the Book introduces the legislative background 
for market surveillance and the framework for non-food 
consumer product safety in the EU. The basis for the 
discussion is the provisions as laid down in the General 
Product Safety Directive.

Part B discusses the management of market surveillance 
activities. The discussion follows a top-down approach 
beginning with the management level (in Chapters 3 and 
4) and moving towards the operational level (Chapters 5 
through 10).

Chapter 3 presents the organisational issues that must 
be addressed when setting up a market surveillance 
organisation. The chapter includes discussions of infra-
structure, approaches to market surveillance, compe-
tences, external relations (to stakeholders, media and 
others) and operational risks. It also discusses the consid-
erations behind a number of essential standard operat-
ing procedures, e.g. quality assurance, intervention poli-
cies, handling of noti�cations and consumer complaints, 
and procedures for inspections, sampling and testing.

Chapter 4 describes the planning cycle in market sur-
veillance and how the market surveillance vision is bro-
ken down into long term programmes and further down 
into short term programmes (or annual plans). It also dis-
cusses the prioritising of market surveillance activities, 
including a presentation of tools that can be used for this 
purpose, and it discusses where to focus the activities to 
ensure the largest e�ect. The chapter �nally includes a 
description of how key performance indicators can be 
used by management to monitor the progress in the ac-
tivities.

Chapter 5 shifts the perspective to a more operational 
one. It describes how a project plan is developed and 
outlines a number of issues to be considered when plan-
ning the project, e.g. the setup of the investigations in 
the project, the use of check lists, the involvement of test 
laboratories, the risks that are addressed in the project 
and how they are evaluated, the sta�ng of the project 
and the �nancial aspects. The chapter also addresses the 
communication from the project including the coopera-
tion with di�erent stakeholders.

Chapter 6 discusses reactive market surveillance. Reac-
tive market surveillance is de�ned as the market surveil-
lance activities that can not be planned, e.g. investigation 
of accidents, noti�cations, consumer complaints, etc. 
The chapter outlines the di�erences between reactive 
market surveillance and planned (or proactive) market 
surveillance and it discusses the di�erent sources that 
trigger reactive market surveillance and the measures 
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that the authority can apply to prioritise. It also discusses 
the organisational impact i.e. the �nancial and human re-
sources required for reactive market surveillance.

Chapter 7 discusses implementation of a market sur-
veillance project plan. The chapter presents examples 
of procedures and checklists for the inspectors. It also 
describes the basic equipment to be used by market 
surveillance inspectors and gives examples of how to 
make screening tests for consumer products, electrical 
products, toys and personal protective equipment for 
consumers. It describes practical ways to handle sam-
ples, including procedures for sampling, registration, 
packaging and labelling of collected samples. It discuss-
es cooperation with test laboratories and addresses the 
necessary involvement of the economic operators in the 
investigations and the follow-up.

Chapter 8 describes how to report, analyse and follow 
up the results from market surveillance operations. It dis-
cusses di�erent applicable measures including destruc-
tion of dangerous products as well as the follow-up in 
the market in general and for the speci�c product. The 
chapter also includes a description of the Member States’ 
obligations to exchange information. Finally it discusses 
the information that must be retrieved from a project to 
allow reporting and analysing the outcome.

Chapter 9 discusses how to review, report and analyse 
a market surveillance project. This discussion includes a 
generalised table of contents for a �nal report. A signi�-
cant part of the analysis is an evaluation of the e�ects of 
a project and the need for further measures. This is ad-
dressed in the part of the text that also considers the need 
to pro�t from the experience gained in the project, which 
will ensure that the authority learns from the project. Fi-
nally the chapter addresses considerations regarding the 
publication of a �nal report from the project.

Chapter 10 discusses risk assessment of consumer prod-
ucts. The chapter is closely linked to the revised RAPEX 
guidelines and it utilises the method from these guide-
lines. The chapter contains an introduction to risk assess-
ment and it discusses how and why risk assessment is 
applied in the context of market surveillance (e.g. as op-
posed to production control). It describes the data that 
are necessary and discusses how they can be obtained. A 
large part of the chapter is devoted to a thorough presen-
tation of a case of a risk assessment of a dangerous prod-
uct, a hammer with a broken shaft. The chapter discusses 
a number of pitfalls in risk assessment and presents guid-
ance and useful tools to avoid them and it presents an 
example of a risk assessment report. Finally it introduces 
two other common risk assessment methods, the origi-
nal RAPEX method and the nomograph method.

Part C of the Book discusses cross-border market sur-
veillance activities, in particular the role of customs in 
market surveillance. It introduces the legal basis and 
presents several examples of best practices in coop-
eration between customs and market surveillance au-
thorities, e.g. exchange of information about dangerous 
products, setting up risk pro�les, customs’ inspection of 
products and noti�cation of arriving consignments. The 
chapter also discusses counterfeiting and its relevance 
for market surveillance.

The Book contains ten annexes presenting miscellane-
ous information that was found relevant for the reader 
but so detailed that it did not �t into the �ow of the main 
text of the Book:

Annex  A discusses mechanisms that can be applied 
in cross-border market surveillance actions and gives 
examples taken from three joint actions.
Annex  B presents di�erent frameworks of risk assess-
ment.
Annex  C presents six examples of ‘model risk assess-
ments’.
Annex  D discusses risk communication and presents 
miscellaneous tools and other ways to exchange infor-
mation on dangerous products.
Annex  E presents a theory on the targeting of market 
surveillance.
Annex  F gives an example of how intervention limit 
values for electrical products have been set up by the 
Nordic countries in a ‘Failure Code List’.
Annex  G introduces the main European and interna-
tional stakeholders within market surveillance.
Annex  H gives detailed descriptions of a number of 
cross-border information systems.
Annex  I includes the legislative references and gives a 
list of appropriate literature to consult.
Annex  J contains an overview of standards applicable 
to quality assurance.
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1 AIM AND SCOPE

In 2006, PROSAFE (The Product Safety Enforcement 
Forum of Europe), with support and funding from the 
European Commission, established the EMARS project 
(‘Enhancing Market Surveillance through Best Practices 
in Europe’).

The project’s goal was to help increase safety for consum-
ers and enhance operational e�ciency in market surveil-
lance with minimal encumbrance of good business. This 
will enhance enforcement e�ciency and collaborative 
impact and contribute to consumer and business con�-
dence in the European market.

This Book focuses in particular on market surveillance 
systems related to the safety of non-food consumer prod-
ucts as covered by the General Product Safety Directive 
(GPSD1), Low Voltage Directive (LVD2), Personal Protective 
Equipment Directive (PPE3) and Toys4 Directive, although 
in some parts reference is made to other Directives or 
products for the sake of more complete information. 

1 Directive 2001/95/EC of the European Parliament and of the 
Council of 3 December 2001 on general product safety [5] 
– OJ L 11, 15.1.2002, p. 4.

2 Directive 2006/95/EC of the European Parliament and of 
the Council of 12 December 2006 on the harmonisation of 
the laws of Member States relating to electrical equipment 
designed for use within certain voltage limits [6] – OJ L 374, 
27.12.2006, p. 10.

3 Directive 89/686/EEC on the approximation of the laws of the 
Member States relating to personal protective equipment [9]
– OJ L 399, 21.12.1989, p. 18.

4 Directive 88/378/EEC on the approximation of the laws of the 
Member States concerning the safety of toys [7] – OJ L 187,  
3.5.1988, p. 1.

As such, the content does not address other issues such 
as environment or workplace safety. The Book‘s purpose 
is to share and disseminate best practices and hands-on 
advice to o�cials charged with market surveillance ac-
tivities. Nonetheless, it is not only aimed at practitioners 
but also at senior managers of the Member States’ mar-
ket surveillance authorities, by describing the necessary 
elements of an e�ective surveillance system and by iden-
tifying best practices in this �eld. This Book will play a 
signi�cant role in underpinning e�ective and informed 
implementation of EU legislation on market surveil-
lance.

It can therefore be used as a guide and reference book 
by senior management in the Member State authority 
to further enhance and develop their own surveillance 
strategy. At the same time, it will also be helpful to mar-
ket surveillance practitioners and inspectors as a refer-
ence for improving their surveillance approach in spe-
ci�c areas.

The Book has been prepared on the basis of practical ex-
perience and the up-to-date knowledge of o�cials from 
across Europe. Moreover, it is intended to be continu-
ally updated and revised according to the most recent  
experience and developments. Therefore the audience 
is cordially invited to contribute in this process by sub-
mitting comments and ideas. Feedback will be validated 
and used as appropriate.

Finally, this Book may also be used by businesses and 
consumers to enhance their understanding of the way 
market surveillance is carried out. Indeed, no market 
surveillance system can work e�ectively without intro-
ducing a high level of cooperation and coordination bet-
ween government, businesses and consumers. 

PART A  INTRODUCTION
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2 THE EC LEGISLATIVE BASES FOR MARKET SURVEILLANCE

2.1 Background – the framework  
for non-food consumer product safety 
in the EU

The legislative framework for the safety of non-food con-
sumer products in the EU is to be found in the General 
Product Safety Directive (GPSD). The Directive lays down 
a general safety requirement whereby producers are 
obliged to place only safe products on the market.

The provisions of the GPSD apply generally except inso-
far as there are more speci�c provisions laid down in oth-
er Community laws covering the same aspects and risks 
or categories of risks. Such provisions can be found in 
certain sector-speci�c Directives such as those for toys, 
electrical equipment (LVD) and cosmetics.

The GPSD lays down many requirements for the various 
participants in the supply chain:

producers may place only safe products on the mar-
ket;
all economic operators are responsible for the safety 
of the products that they market;
economic operators must inform the authorities if 
they have placed unsafe products on the market and 
cooperate with authorities to remove unsafe products 
from the market. 

The producer has the responsibility to verify and de-
clare compliance with all European legislation applica-
ble through a process of Conformity Assessment. The 
responsibility of the market surveillance authorities ex-
tends to the surveillance of products that are about to be 
or have already been placed on the market, performing 
a so-called Compliance Assessment. The responsibilities 
and roles of economic operators and market surveillance 
authorities before and after placing a product on the EU 
market are shown in Figure 1 below:

2.2 Ensuring the safety of products
The ultimate purpose of market surveillance is to ensure 
the safety of products placed on the market. The GPSD 
provides some guidance for the process of determining 
compliance with the general safety requirement con-
tained in the Directive. In the absence of speci�c Com-
munity provisions relating to the safety of the product, it 
is deemed safe if it complies with speci�c rules of national 
law of the Member State in whose territory the product is 
marketed. There is also a presumption of safety extend-
ing over the risks and risk categories that are covered 
by relevant national standards which transpose harmo-
nised European standards, the reference of which have 
been published by the Commission in the O�cial Journal 
of the European Communities. In all other circumstances 
the following elements must be considered in particular 
when carrying out the conformity and compliance as-
sessments:
(a) voluntary national standards transposing relevant Eu-

ropean standards other than those referred to above; 
(b) the standards drawn up in the Member State in which 

the product is marketed; 
(c) Commission recommendations setting guidelines on 

product safety assessment; 
(d)  product safety codes of good practice in force in the 

sector concerned; 
(e) the state of the art and technology; 
(f) reasonable consumer expectations concerning safety.

Please note that the competent authorities of the Mem-
ber States may take action if there is evidence that the 
pro duct is dangerous even though it conforms to the 
above mentioned criteria.

Product-speci�c legislation may contain further pro-
visions to guide the assessment of the safety of a pro-
duct. New Approach Directives contain essential safety 
requirements. Under the New Approach, standards can 
also provide the basis of a presumption of the safety of 
a product with respect to the risk and risk categories ad-
dressed by the standard. 

Where a European standard has had its reference pub-
lished in the O�cial Journal, it is considered a harmo-
nised standard; compliance with such a standard gives 
presumption of conformity with the applicable legal 
requirements laid down in the GPSD and in product-spe-
ci�c legislation. National authorities can rebut this pre-
sumption where products present an unacceptable risk 
to the public even when the products are manufactured 
in compliance with the standard. Harmonised European 
standards thus form the basis of market surveillance ac-
tivities for many products.

The Commission can propose standardisation mandates 
to the relevant European Standardisation Organisations 

Figure 1: Responsibilities and role of economic operators and of market surveil-
lance authorities before and after placing a product on the EU market.

 Market surveillance  Producer
 authority

Before
placing
the product
on the 
market

After
placing
the product
on the 
market

Conformity assessment

(Risk assessment)

Compliance  
assessment

Risk assessment

Conformity  
assessment

(production control
and follow-up on 
products in the 

market)
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and invite them to develop a new standard or to improve 
existing standards.

When there is no relevant standard or the safety of a 
product can not be adequately determined simply with 
regard to the compliance to harmonised standards, risk 

assessment plays an important role in conjunction with 
the elements laid out in the GPSD or in the essential 
safety requirements contained in the New Approach Di-
rectives. Risk assessment is covered in greater detail in 
Chapter 10.

2 THE EC LEGISLATIVE BASES FOR MARKET SURVEILLANCE (Continued)

Figure 2: Product safety learning loop with mutual in�uence  
between  market surveillance and standardisation.

2.3 Market surveillance authorities and 
standardisation

Participation of Member State authorities in the stand-
ardisation working groups that deal with product safety 
is highly desirable. Market surveillance authorities play 
an important role in the ‘product safety learning loop’ 
(see Figure 2 below) since they can share their experi-
ence on the actual performance of standards. 

The standardisation bodies develop standards setting 
safety provisions, based on the essential requirements 

laid down in EU legislation. The manufacturers apply 
these legal requirements and safety standards when 
developing new products. The consumers buy and use 
the products. Finally, the market surveillance authorities 
analyse and report the experience with the functioning 
of standards expressed in accidents, incidents, nearby 
accidents, consumer complaints, etc. and can feed this 
into the standardisation work.

Market surveillance authorities are considered to be im-
partial as they have no direct economic interest in stand-
ards. Furthermore, market surveillance authorities ac-
tively collect experience from the market on the practical 
functioning of standards. They have a broader picture 
than the other stakeholders as market surveillance cov-
ers many di�erent products and the experience of the 
stakeholders should be taken into account in the stand-
ardisation work. This will subsequently also facilitate the 
work of the surveillance authorities themselves.

Participating in standardisation work increases the mar-
ket surveillance authorities’ knowledge of standards and 
their interpretation, which is of value in their daily work 
applying the various safety standards. Furthermore, 
standardisation committees produce valuable docu-
ments and information representing state-of-the-art 
knowledge concerning a particular product, class of risk 
or hazard. Cooperation in standardisation work enhanc-
es the �ow of information.

2.4 Market surveillance provisions
The provisions of the GPSD provide a framework for the 
enforcement of the Directive through market surveil-
lance. As noted above, the GPSD encompasses all non-
food consumer products insofar as sector-speci�c direc-
tives do not regulate them. Most of the product-speci�c 
directives do not specify the way market surveillance 
should be performed. As a result the market surveillance 
provisions of the GPSD fully apply. 

The GPSD lays down the obligation for the Member States 
to do the following:

 Establish or nominate authorities competent to moni-
tor the compliance of products with the general safety 
requirements;

 Arrange for such authorities to have and use the nec-
essary powers to take the appropriate measures in-
cumbent upon them under this Directive;

 De�ne the tasks, powers, organisation and cooperation 
arrangements of these competent authorities; 
 Grant the competent authorities the legal powers to 
organise checks and take speci�c measures for prod-
ucts failing to comply with the safety requirements;
 Encourage cooperation and information exchange 
between the market surveillance authorities within 
the Member States and between the authorities of the 
Member States.

Article 8(1)(a) of the GPSD provides that the competent 
authority in the Member State must take appropriate 

Standar disation  
Committee

Market  
Surveillance

Consumers buy  
and use products

Manufacturers  
produce products

Experience on 
use, incidents,  

accidents

Balanced Input 
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actions, depending on the risks posed by the product 
under certain conditions or for certain persons or on the 
fact that it can be considered dangerous. In particular, the 
competent authorities must take the necessary actions, 
such as those mentioned in paragraph 1(b) to (f) of the 
GPSD, in a case where products pose a serious risk. For 
detailed information on risk evaluation see Chapter 8 of 
the GPSD.

Article 9 requires that appropriate means and proce-
dures are put in place for the establishment, periodic up-
dating and implementation of surveillance programmes, 
the follow-up and updating of scienti�c and technical 
knowledge concerning the safety of products, and the 
periodic review and assessment of the functioning of the 
control activities and their e�ectiveness and, if neces-
sary, revision of the surveillance approach and organisa-
tion put in place. In addition, authorities responsible for 
market surveillance activities must give consumers and 
other interested parties the opportunity to submit com-
plaints concerning product safety, as well as to follow up 
on such complaints.

For consumer products, the provisions contained in the 
GPSD provide the market surveillance authorities with 
the minimum requirements necessary to meet their obli-
gations. On 23 June 2008, the New Internal Market Goods 

Package1 was adopted by the European Parliament and 
Council. Part of the Package addresses the revision of 
the so-called New Approach to technical harmonisa-
tion. Much of the product-speci�c European legislation 
has been promulgated under the New Approach. A new 
Decision lays down a general framework for future leg-
islation harmonising the conditions for the marketing of 
products and a reference text for existing legislation. A 
new Regulation 765/2008 setting out the requirements 
for accreditation and market surveillance relating to the 
marketing of products, contains provisions on market 
surveillance, accreditation and control of products enter-
ing the EU. The Regulation comes into force on 1 January 
2010. Though not completely identical, the new provi-
sions bring the requirements for market surveillance un-
der the New Approach in line with those in the GPSD.

1 The New Internal Market Goods Package, also known as New 
Legislative Framework (NLF) is composed of the three follow-
ing legislative acts published on OJ L218, 13.08.2008, p. 30:
– Regulation (EC) No 764/2008 of the European Parliament 
and of the Council of 9 July 2008 laying down procedures 
relating to the application of certain national technical rules 
to products lawfully marketed in another Member State and 
repealing Decision No 3052/95/EC.

 – Regulation (EC) No 765/2008 of the European Parliament 
and of the Council of 9 July 2008 setting out the require-
ments for accreditation and market surveillance relating to 
the marketing of products and repealing Regulation (EEC) No 
339/93 [4].
– Decision No 768/2008/EC of the European Parliament and 
of the Council of 9 July 2008 on a common framework for 
the marketing of products, and repealing Council Decision 
93/465/EEC.

2.5 The legal basis for  
cooperation with customs

Council Regulation (EEC) No 339/931 regulates checks on 
products imported from third countries. It de�nes rules 
regarding the suspension of the release of products by 
customs authorities and further proceedings involving 
market surveillance authorities.

The Regulation aims to provide market surveillance au-
thorities and customs with the legal basis to intervene 
and stop the release of unsafe products and to introduce 
rules regarding the suspension of the release of products 
and the subsequent procedure.

1 Council Regulation (EEC) No 339/93 on checks for conform-
ity with the rules on product safety in the case of products 
imported from third countries [12]– OJ L040, 17.02.1993, p. 1.

From 1 January 2010, this Council Regulation will be 
replaced by the new Regulation 765/2008 mentioned 
above.

The new Regulation prescribes that the customs au-
thorities can block the release of products that do not 
comply with legal requirements for three days. Generally 
the three days are used by market surveillance authori-
ties to investigate the products to decide if they can be 
released, if they must be blocked or if further investiga-
tions are necessary. If the products are found to be dan-
gerous import can be banned and customs will mark the 
consignment and the accompanying papers with a no-
tice that import of the product is forbidden. Customs will 
also notify the customs authorities in the other Member 
States of the consignment.
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2 THE EC LEGISLATIVE BASES FOR MARKET SURVEILLANCE (Continued)

2.6 Sources of further information 
Further information on the relationship between the 
GPSD and other directives can be found in the ‘Guid-
ance Document on the Relationship between the Gen-
eral Product Safety Directive (GPSD) and Certain Sector 
Directives with Provisions on Product Safety’1. Further 
information on the New Approach can be found in the 

1 Guidance Document on the Relationship between the Gen-
eral Product Safety Directive (GPSD) and Certain Sector Di-
rectives with Provisions on Product Safety [15]– Directorate 
General Health and Consumer Protection (DG SANCO) No-
vember 2003.

Guide to the implementation of Directives based on the 
New Approach and the Global Approach (the so-called 
‘Blue Guide’2). This document contains further informa-
tion related to market surveillance and producer obliga-
tions with respect to conformity assessment. 

Following the adoption of the New Internal Market Goods 
Package, these guidance documents will be revised.

2 Guide to the implementation of directives based on the New 
Approach and the Global Approach [1], published by Euro-
pean Commission in 2000.

At a major international conference on preventing im-
ports of dangerous products held in Saalfelden, Austria 
in April 2008, a number of concrete actions were agreed 
in order to improve target customs controls via increased 
cooperation between customs and market surveillance 
authorities, particularly in the area of risk management. 
Among other things, it was agreed: 

to enhance the cooperative network between customs 
and market surveillance authorities; 
to improve targeting of controls of unsafe products by 
greater exchange of risk information;
to share experience, knowledge and best practices on 
co-operation and controls. 

2.7 The principles of conformity  
assessment and CE marking

Before putting a product on the European market, the 
manufacturer or importer is required to make sure that the 
product ful�ls the safety requirements in the EU legisla-
tion. This process is called conformity assessment.

The process by which the conformity with legislation is 
veri�ed varies between the di�erent directives and some-
times between the categories of products within a direc-
tive. In general, the requirements for conformity assess-
ment procedures provided for by the directives depend 
on the hazards the speci�c product categories covered, 
with stricter requirements for products presenting greater 
hazards.

The various procedures for conformity assessment under 
the New Approach directives can be divided into eight 
‘modules’.

Module A – Internal Production Control
Module B – EC Type Examination
Module C – Conformity to Type
Module D – Production Quality Assurance
Module E – Quality Assurance for Final Testing
Module F – Product Veri�cation
Module G – Unit Veri�cation
Module H – Full Quality Assurance

The following Figure 3 gives an overview of the procedures 
for conformity assessment.

Figure 3: Modules of conformity assessment for CE marking.

Module A – Internal Production Control

Production PhaseDesign Phase

Module B – 
EC Type  

Examination
Manufacturer

Module H – Full Quality Assurance

Module G – Unit Veri�cation

Module C –  
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Module D –  
Production Quality Assurance

Module E – Quality  
Assurance for Final Testing

Module F –  
Product Veri�cation
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Some of these Modules (A, G or H) are normally applied 
individually, while others like Module B are applied in con-
junction with Modules C, D, E or F. It is beyond the scope of 
this Book to fully discuss these procedures; details can be 
found in the ‘Blue Guide‘ and in the speci�c guides for in-
dividual directives. However, the di�erences between the 
modules required for the conformity assessment proce-
dure for speci�c products are important for market surveil-
lance authorities and should be taken into account when 
planning market surveillance on these products.

Module A – Internal Production Control is more familiarly 
known as ‘self-declaration’. Essentially, the manufacturer 
or importer is required to assert the conformity of the 
product with the applicable directive(s), generally via as-
sessment of conformity with a European or other standard, 
after which he writes the required declaration of conform-
ity. He can then a�x the CE-marking on this product and 
place the product on the market. No independent third 
party veri�cation is needed. This module is applied for 
electrical products under the Low Voltage Directive, for 
many machines under the Machinery Directive and for 
most toys, for example.

However, declarations of conformity can be easily falsi�ed 
and CE-marking can be a�xed unlawfully.  It is not there-

fore possible to rely on document checks alone to assess 
the safety of the products for which self certi�cation is al-
lowed. Further investigations are thus needed, including 
sampling and laboratory testing of the products them-
selves. The GPSD recognises this by imposing an obliga-
tion for market surveillance to include sampling and safety 
testing.

If third party intervention by a noti�ed body is required 
for the conformity assessment, document checks are the 
primary instrument of market surveillance. For example, 
the Gas Appliances Directive1 and the Personal Protective 
Equipment Directive require a type-approval by a noti�ed 
body, before the declaration of conformity can be issued 
and CE-marking a�xed. The type-approval generally in-
volves checking the conformity of the appliance against 
the relevant European standard and the results of these 
tests and the type-approval certi�cate are forwarded to 
the manufacturer and added to the technical �le. Check-
ing these documents is far easier and cheaper than labora-
tory testing. The validity of the documents can easily be 
veri�ed at the noti�ed body that issued the certi�cate.

1 Directive 90/396/EEC on the approximation of the laws of the 
Member States relating to appliances burning gaseous fuels 
[8] – OJ L 196, 26.07.1990, p 15.
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3 MARKET SURVEILLANCE ACTIVITIES  ORGANISATION & INFRASTRUCTURE

3.1 Introduction
Market surveillance authorities must be organised and 
equipped to cope with the obligations and requirements 
discussed in Chapter 2. However, the EU legal framework 
does not prescribe how the Member States are to im-
plement the directives or how the legislation should be 
enforced. How the requirements in the treaties are to be 
ful�lled is up to the Member States, since market surveil-
lance is a national responsibility and falls under the prin-
ciple of subsidiarity.

Subsidiarity allows the Member States to organise market 
surveillance in a way that suits their own particular cul-
tural and political situation, as well as their legal system. 
Moreover, in most countries the current organisational 
structure also re�ects the historical development of their 
enforcement organisations. In many Member States the 
organisation of market surveillance is frequently adapt-
ed to cope with evolving needs, changing environment 
or di�erent political conditions.

As a result, there is no single organisational model that 
�ts all individual needs of the Member States and conse-
quently the ways in which market surveillance is organ-
ised and performed in the European Union varies greatly 
bet ween the Member States. In some, market surveil-
lance is centrally organised while in others it is decen-
tralised and operates regionally or locally. A vertical or-
ganisation of market surveillance occurs where for each 
directive (or groups of directives) speci�c market surveil-
lance organisations exist, typically under the Ministries 
responsible for the implementation of that particular 
directive. Other Member States have a single organisa-
tion for all le gislation regarding consumer products (and 
often other legislation as well). 

PART B 
MANAGEMENT OF MARKET SURVEILLANCE ACTIVITIES

3.2  Infrastructure for  
market surveillance activities

Performing market surveillance requires speci�c func-
tions, knowledge and responses which are basically 
the same for all market surveillance organisations. The 
following issues should be considered when setting up 
such organisations or when the aim is to secure and en-
hance market surveillance authorities’ e�ectiveness and 
e�ciency.

3.2.1 Legislative infrastructure
To establish a proper and e�cient market surveillance 
structure in each Member State requires looking into 
the legislative and enforcement structures, and the 
economic aspects of enforcement bodies. Since one of 
the main objectives of market surveillance is to ensure  
equal conditions between economic operators, it is very 
important to establish a structure that enables all en-
forcement bodies to carry out market surveillance under 
the same conditions. This means the same legal pow-
ers and su�cient �nancial support to perform e�ective 
market surveillance within all product safety �elds. The 
legislative framework regarding market surveillance in 
each Member State should cover all market surveillance 
authorities and be based upon the legislative framework 
provided for by the relevant EU legislation.

3.2.2 Hard infrastructure
To perform the tasks required for e�ective and e�cient 
market surveillance the organisation needs facilities and 
equipment:

Information Technology (IT) systems and applications
Although in principle the administration could be pa-
per-based, IT systems and applications are mandatory 
from an e�ciency point of view. IT enables e�cient 
work �ows and allows swift and easy retrieval of in-
formation needed for many tasks in the process. The 
role of IT in market surveillance can be summarised as 
follows:

1. Facilitating the market surveillance processes
  The core of market surveillance is a chain of interde-

pendent processes such as inspections, sampling, 
laboratory testing, interpretation of results, decision 
making, intervention and the execution of ensuing le-
gal processes, which may culminate in imposing sanc-
tions or other interventions. In all these processes data 
are generated which are required in the next or in par-
allel steps. Collecting, administrating and distributing 
the information required within the organisation can 
only be e�ciently done with the support of suitable  
IT systems. IT systems also serve to assure the quality 
and integrity of the data obtained. Software can for 
example require mandatory input, record metadata 
(history, date, time, operator references, create/change 
information etc.) and monitor process progress.
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2. Making data available where they are needed
  Quick access to information is a necessity in many of 

the stages of the process. This applies to the �eld o�c-
er, the laboratory and the departments involved in the 
legal follow-up. IT can greatly speed up and improve 
the accessibility of the required information. It enables 
�eld inspectors to access the histories of the business-
es they inspect, to be aware of previous samples taken 
and of the results of the investigation of those samples. 
This information can be retrieved from the IT system 
before setting out for an inspection, but better still this 
can be downloaded to the �eld o�cer’s laptop, either 
directly from the system or via the Internet. Laptops 
for �eld o�cers are also useful to administrate the data 
from the inspection and the data on the samples. Such 
information can then be made available directly to the 
laboratory and the other departments involved.

3. Management tool
  Easy access to the information collected in the proc-

esses makes IT an important management tool. When 
implemented properly, the system can deliver instan-
taneous quantitative information on progress and the 
results of all ongoing and past market surveillance  
activities.

4. Exchanging information
  IT systems are also crucial for facilitating the exchange 

of information between di�erent applications, includ-
ing RAPEX, ICSMS, CIRCA and others. There are several 
existing systems which require almost the same data 
in slightly di�erent formats. To avoid entering the 
same information repeatedly for each application or 
database, the authority should aim for a compatible IT 
system which can communicate with the existing ap-
plications.

Laboratory capacity
Monitoring the market involves taking product sam-
ples and investigating those samples in order to de-
termine their safety. For this purpose, su�cient labo-
ratory capacity must be available. Laboratory facilities 
can be part of the infrastructure of the authority itself 
or can be subcontracted.

Tests
For assessing the safety properties of products, the 
authority needs tools and tests enabling it to carry out 
the more basic investigations on site or during desk 
examinations. Laboratory capacity and test probes will 
be discussed more extensively in Chapter 7.

In addition, other basics such as o�ce infrastructure (of-
�ce space, o�ce equipment), communication infrastruc-
ture (Internet, email, telephones) and suitable means of 
transport (motor vehicles suited for moving equipment 
and samples) are needed to be able to perform tests and 
investigations.

3.2.3 competences and skills
Buildings, laboratories and computers do not make a 
market surveillance organisation. More important are 
the people who work for the authority, their culture, 
their knowledge, their contacts and the procedures and 
organisation that govern their activities.

The core processes of market surveillance are the moni-
toring of legal compliance and safety of products on the 
market and intervention in case of non-compliance. To 
perform the tasks associated with these processes, the 
sta� of market surveillance authorities needs particular 
competences and skills. These include not only speci�c 
legal and technical knowledge necessary for performing 
the actual inspections, but also, for the organisation as a 
whole, knowledge of the markets and an understanding 
of hazard identi�cation and risk analysis.

Personnel involved in market surveillance activities must 
have a suitable educational or professional background 
and/or the necessary experience to deal with the tasks 
they perform in the enforcement body.

In particular enforcement o�cers who carry out market 
supervision must have the necessary quali�cations and 
experience, must show exemplary behaviour, and have 
good administrative skills and the ability to use those 
skills in the daily business of market surveillance.

1. Legal competences and skills
  Enforcement o�cers and other personnel involved 

in the legal procedures need thorough knowledge of 
the applicable legislation and the legal framework in 
which they operate. The national implementation of 
the applicable legislation varies considerably between 
the Member States. Therefore, much of the expertise 
required depends on the national situation, but in 
general the following aspects need attention:

Knowledge of the national legal framework, includ-
ing the relations of national product legislation to 
criminal law and/or administrative law;
Knowledge of the legal procedures and relationship 
to other institutions involved in the legal proce-
dures, e.g. prosecution o�ce, courts;
Thorough awareness of legal powers and the condi-
tions under which these can be used;
Familiarity with the relevant Directives and the Es-
sential Requirements in those Directives; and
Knowledge of the relevant (European and national) 
standards and their interpretation.

2. Technical competences and skills
  For e�cient and e�ective market surveillance, en-

forcement o�cers must have profound knowledge of 
the re levant markets involved, the characteristics of 
consumer/user groups, the properties of the products 
supervised and the risks of the products.
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3. Administrative competences and skills
 Sta� should also be instructed regarding their role in 

the organisation and taught the administrative skills 
required. For enforcement o�cers this would for ex-
ample include knowledge of the internal procedures 
used in connection with their tasks, awareness of the 
roles of other departments in the processes they are 
part of, the ability to draft letters to external stake-
holders, and the skills to collect and process the data 
required. Enforcement o�cers should also master the 
skill of writing the legal documents required for the 
follow-up of investigations, such as reports for the 
prosecution, etc.

4. Personal competences and skills
 Market surveillance o�cials must also possess a 

number of personal skills such as the ability to interact 
and communicate with consumers and business rep-
resentatives in a professional and diplomatic way un-
der all circumstances. Furthermore, in today‘s working 
environment language skills are an important asset.

3.2.4 Training of personnel
Market surveillance authorities should set up a training 
programme speci�c to enforcement o�cers covering 
amongst others legal aspects, technical issues such as 

standards or other technical requirements, methods for 
risk assessment and skills regarding information, com-
munication and relationship management.

Moreover, it is important to organise continuous training 
on developments regarding legislation, standards, results 
from scienti�c research and technological progress, and 
cross-border information related to dangerous products. 
This includes familiarity with the roles of administrative 
cooperation and the functions of RAPEX (Annex H.1.1).

Ideally, practicing inspectors convey their knowledge 
and experience to newcomers. Next to incorporating 
their experiences in course material, they can also be im-
portant for additional training on the job and mentoring 
of new personnel.

There should be an active and systematic exchange of 
experience from market surveillance projects between 
national and international colleagues. Transfer of experi-
ence regarding methodology and procedures is impor-
tant to advance the development of market surveillance 
as an instrument and a profession. Market surveillance 
o�cers should meet regularly to share experiences, both 
at a national and international level.

3.3 Market surveillance strategy
The way market surveillance is performed is heavily in-
�uenced by a set of underlying assumptions and phi-
losophies about its position, its role and the functions it 
performs in a Member State. Partly, these assumptions 
and philosophies lie outside the control of the market 
surveillance authority as they are determined by EU and 
national policies and organisational limitations. Because 
they a�ect the authority’s e�ectiveness and position, 
consideration of these basic assumptions is important. 
Within these boundaries the authority itself de�nes the 
approach to market surveillance. 

Market surveillance plays an important role in imple-
menting the EU policy objectives regarding consumer 
protection and establishment of the single EU market. 
Whereas there is wide agreement between the market 
surveillance authorities for consumer products that con-
sumer safety is the primary aim of the market surveil-
lance activities, there are di�erent views with respect 
to the exact role of market surveillance in achieving this 
policy objective: from a role that is restricted exclusively 
to law enforcement to a broader vision that sees market 
surveillance as a complex of activities that ultimately 
aims to promote consumer safety. In the latter case other 
approaches besides law enforcement, for example com-
pliance assistance and consumer education, are consid-
ered part of the activities. 

The vision and goals of a market surveillance organisa-
tion largely determine the choice of strategies it will 
follow to achieve results. Typical examples of strategic 
choices for which the market surveillance vision gives a 
framework include: 

Enforcement or compliance assistance?
– Enforcement approach: 
   The role of market surveillance can be seen primarily 

as the enforcement of legislation. If enforcement is 
the starting point, the organisation is likely to focus 
on tracing and sanctioning o�ences and o�enders 
as e�ciently as possible. It will expend few resourc-
es to make the target groups aware of their legal 
obligations or help o�enders to comply. In planning 
and controlling, goals will be formulated and suc-
cess measured in terms of the number of o�ences 
identi�ed and sanctions taken. 

–  Compliance and compliance assistance approach: 
   An alternative view holds that overall compliance 

of companies might be better served if sanctions 
are applied to businesses not willing to comply and 
that the businesses that want to comply but lack 
the competence are supported in obtaining the 
required knowledge (compliance assistance). Obvi-
ously such an approach leads to di�erent working 
methods and di�erent control parameters than in 
the enforcement approach.
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Product, business or risk focused approach?
–  In practice most authorities will use a mix of all 

these approaches; market surveillance of consumer 
products has traditionally focused on the products 
themselves. For that reason it is also the approach 
that receives most attention in this Book. It should 
be realised that the unconscious adoption of this 
approach (‘That is the way we have always been  
doing market surveillance’) might blind the eye to 
alternative approaches, such as business oriented 
and risk oriented approaches (a detailed discussion 
on the di�erent  approaches to market surveillance 
can be found in 3.5). 

–  Presently the possibilities of market supervision via 
system audits in businesses are investigated in sev-
eral Member States. System auditing is already rou-
tinely applied in the �eld of food safety and in the 
cosmetics industry. At least one market surveillance 
authority performs system audits at importers in the 
product safety area.

–  If there is no possibility to perform system audits at 
the producers site, as is the case where manufac-
turing takes place outside the European Union, at-
tention may be shifted from producer to importer. 
When performing system audits it is important to 
audit importers with reference to products already 
on the market and thus available for the consumer. 
By following this strategy all audits will have rel-
evance to the importer‘s procedures for ensuring 
that only safe products are placed on the market. 
The major advantage of system audits is that they 
cover the importer‘s quality and safety procedures 
regarding products on a generic basis. Any �ndings 
reported back from such an audit will ultimately 
lead to improvement in the importer‘s procedures 
related to product safety.

Document checks, product tests, or both?
–  The checking of documents approach is a very cost 

e�cient way of doing market surveillance. A single 
o�cer can check many products per day and docu-
ments can be ‘sampled’ by email or mail. Further-
more, documentary checks will reveal shortcom-
ings in the administrative procedures, which are an 
indicator of compromised product safety. It is also a 
well-established fact that most dangerous products 
also have shortcomings in the administrative proce-
dures.

–  The checking of products approach stipulates that 
the only way to check product safety is to test the 
product itself. Such an approach is more costly and 
time consuming than documentary checks, since 
testing will often involve test laboratories and an of-
�cer will only be able to check a few products per 
week (excluding the follow-up activities).

In practice the two approaches are almost always used 
complementarily. Most authorities will include some ru-
dimentary testing in their sampling procedure. This is to 
ensure that the products sent for laboratory testing are 
more likely to be found unsafe. Many authorities will send 
sampled products for laboratory testing to challenge the 
compliance assessment carried out by the producer. If, 
on the other hand, the testing of a product reveals non-
compliances, the natural �rst step in the dialogue with 
the producer would be to request the technical �le and 
examine the documents to �nd out if the shortcom-
ings are due to design faults or production errors. This 
will have an impact on the question of which corrective 
measure will most e�ciently �x the shortcoming.

Therefore, in general both approaches should be applied 
simultaneously, as documents should in fact be checked 
as part of any kind of market surveillance activity. The au-
thority should however decide on the priority between 
the two approaches.

The choice will also depend upon the kind of products to 
be checked. The requirements for technical documents 
are in general more detailed for products falling under 
the New Approach Directives (e.g. electrical products 
and toys) whereas they are more general for products 
falling under the GPSD.

Other aspects that relate to the authorities’ basic market 
surveillance vision include: 

Position on laboratory tests, whether performed in-
house or outsourced;
Position of the authority with respect to outside pres-
sure to decrease the inspection burden on industry;
Position on con�dentiality of the information ob-
tained: should results from inspections and laboratory 
tests be made available to the general public, since 
market surveillance is funded by taxpayers’ money? 
Views and national legislation on this vary enormously 
across Europe: some Member States publish a lot of in-
formation, while others hardly do at all; and
Degree of transparency the authority wishes to live up 
to.

Not all of these issues are under the control of the market 
surveillance authority itself; for some there are bounda-
ries de�ned by EU or national legislation, for others na-
tional policies restrict the choices market surveillance 
authorities can make. Nevertheless, they all have (major 
or minor) implications for the way the market surveil-
lance authority approaches its tasks and therefore de-
serve consideration. 

The vision of the authority on these issues deserves to be 
explicitly formulated in a ‘vision document’, as it provides 
guidance for the processes of planning and prioritising. 
The ‘vision document’ is considered a best practice.
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3.4 Approaches to market surveillance
The primary goal of market surveillance in the consumer 
product area is the reduction of the risks these products 
present to the consumer. At present for market surveil-
lance of non-foods consumer products, �ve approaches 
can be discerned. They di�er in how they deal with the 
monitoring of the market and may cause di�erences in 
the way the activities involved are planned and in the or-
ganisational framework.

3.4.1 Reactive market surveillance
Both the GPSD and the Regulation EC 765/2008 require 
that consumer complaints be investigated and, where 
appropriate, action taken. Reports on potentially dan-
gerous or non-compliant products may come from other 
sources too, including complaints about products from 
competitors, noti�cations from other market surveil-
lance authorities in the same or other Member States or 
from the media.

All these reports require similar reactions from the mar-
ket surveillance authority; they must be investigated, 
conclusions must be drawn, action must be taken if nec-
essary and results must be reported back.

As such investigations are started by outside ‘events‘, 
they can not be planned in advance. The authority there-
fore needs the capability to improvise and that capability 
must be built into the organisation. How to do this is de-
scribed in Chapter 6 on reactive market surveillance.

3.4.2 Product focused market surveillance
Traditionally market surveillance on non-foods con-
sumer products has been product focused, due to leg-
islation that formulates product requirements. To prove 
an o�ence, it must generally be shown that the product 
does not comply with the safety requirements of a given 
directive.

Demonstrating non-compliance usually requires labo-
ratory investigations, which can be performed more ef-
�ciently when a series of products is tested. Therefore, 
there is a strong incentive to work in projects on speci�c 
products. This approach is proactive as projects can be 
selected for their relevance to consumer safety, planned 
in advance, and tuned for maximum e�ciency. 

Together with reactive market surveillance, the product 
focused approach is currently the one most often used 
by market surveillance organisations in the European 
Union. The major part of this Book describes the best 
practices currently in use for product oriented market 
surveillance (See also the ‘Joint action on cigarette light-
ers’ described in A.2 as an example of a product focused 
market surveillance action).

3.4.3 Risk focused market surveillance
Market surveillance activities can also follow a risk based 
approach. Since the �rst priority of most market surveil-
lance authorities is the protection of the consumers’ 
safety and health, the goal of prioritising the activities 
can be the reducing of speci�c risks. Where information 
is available (for example from accident statistics) indicat-
ing that speci�c hazards are prominent in determining 
the risks of products for consumers, attention can be  
directed towards reducing these hazards.

An example of a risk focused approach is the current 
activities in several Member States to decrease the �re 
hazards in private houses. While casualties from the 
use of consumer products are relatively rare in Europe, 
home �res still cause many casualties and signi�cant 
economic and property damage. Nationally available 
�re statistics show that a number of consumer prod-
ucts are potential �re sources and some of these prod-
ucts are mentioned in the literature as ha ving caused 
�res. Candles, electrical equipment, especially tel-
evision sets, and gas appliances are mentioned regu-
larly in this context. The authority can target market 
surveillance at reducing �re hazards by undertaking  
activities focused mainly on products with a potential 
�re hazard.

Of course, this approach converges with the product 
oriented approach, because it requires the identi�ca-
tion of consumer products that are potential �re sources 
and the subsequent market surveillance of these types 
of products.

3.4.4 Business focused market surveillance
Especially in the context of market surveillance of the 
food chain, inspections are business focused, since busi-
nesses along the chain from ’farm to fork‘ decisively in-
�uence the safety of the foods they are handling. Food 
legislation tends therefore to be system oriented and 
market surveillance is also targeted at the operational 
management and the quality systems in place. An exam-
ple of such an approach is the so-called HACCP (see box 
below).

HACCP (Hazard Analysis and Critical Control Points) is 
a systematic preventive approach to assure food safety 
and pharmaceutical safety, which addresses physical, 
chemical and biological hazards during the production 
phase as a means of prevention rather than �nished 
product inspection. HACCP is used in the food industry 
to identify potential food safety hazards, so that key 
checks and actions, known as Critical Control Points 
(CCP‘s) can be taken to reduce or eliminate the risk of 
the hazards being realised. Inspections of this system by 
market surveillance authorities are the best example of 
system oriented market surveillance.
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A number of recent developments in this area could be 
important for the non-food product safety �eld as well. 
Most interesting in this context is an emerging theoreti-
cal framework that is based on the reasons businesses 
have for complying or not complying, in conjunction with  
approaches to improve the incentives to comply. This 
provides important levers for market surveillance to di-
rect e�orts at those ‘high risk’ businesses more likely to  
violate  the applicable requirements. A high risk business 
in this context is de�ned as being known from previous 
�ndings or from available data as potentially non-com-
pliant with the rules. Aiming resources at those business-
es that are most likely not in compliance improves the  
e�ciency of market surveillance and is also in line with 
the developments in several Member States where the 
governments try to reduce the inspection burden on 
‘good’ companies and direct market surveillance towards 
the non-compliers. Chapter 4.3 will discuss these devel-
opments in more detail and indicate how product safety 
market surveillance can make use of this knowledge.

Several Members States are also investigating the pos-
sibilities of a system oriented approach in the consumer 
product safety �eld. At present the legal possibilities for 
performing for example system audits in companies pro-
ducing or importing non-food consumer products are 
limited, but document checks and checks of the obliga-

tory technical �le underlying the conformity assessment 
procedure can generally be performed, especially when 
there is a legal cause justifying the action. 

As an example the Norwegian authorities run audits of 
importers based on the national ‘internal control regu-
lation’ which obliges the importers to monitor all safety 
aspects of imported products. For cosmetics, system 
checks are explicitly allowed and system audits are per-
formed by several Member States in this �eld.

3.4.5 Screening projects – market monitoring
Screening projects are a special category of market 
surveillance actions. The main purpose of a screening 
project is to monitor the status of a particular part of the 
market, for example a product category, a category of 
businesses or a category of risks. Even though the main 
purpose of such projects is not to remove all dangerous 
products, the authority most likely will come across non-
conforming products that can not be left in the market.

Screening projects will often form the �rst part of a market 
surveillance action to allow the authority to gather know- 
ledge about a particular area and thus increase the e�-
ciency of the action. Screening projects can also be a use-
ful tool for checking the e�ectiveness of new legislation, a 
new standard or previous market surveillance activities.

3.5 Quality management
Quality management systems originated in industry to 
assure the quality of manufactured products. The useful-
ness of such quality management systems for improving 
and substantiating the results of clinical laboratory tests 
was recognised, and laboratories for clinical and ana-
lytical chemistry adopted quality management systems. 
These systems developed over the decades and have 
been codi�ed, inter alia, in the ISO 9000 and ISO 17000 
series of standards (see Annex J).

3.5.1 Quality management system
In essence, a quality management system can be summed 
up as a veri�able organisation of activities where the va-
lidity and quality of the processes involved in producing 
the output of the activities can be demonstrated. This 
implies amongst others that:

All key processes are meticulously described in proce-
dures and are documented;
Indicators are de�ned to monitor these processes; and
Corrective procedures are implemented in case the 
processes are found to be out of control.

Implementation requires an independent quality man-
ager who, under the control and with the support of the 
top management, is responsible for the whole quality 
management system, including the execution of internal 
audits to verify that the system is well implemented, the 
preventive actions based on the feedback from internal 
audits, management reviews or customer complaints 
and the actions undertaken to correct deviations found. 
Part of the system should also address policies and pro-
cedures that ascertain the (documented) competence of 
the personnel involved in the processes. 
Generally, a central part of a quality system is a ‘quality 
manual’ which describes:

Management statements concerning quality assur-
ance policies of the organisation and the support of 
these policies by the management;
Standard operating procedures;
Responsibilities of personnel involved;
Procedures detailing the processes running in the or-
ganisation; and
Mechanisms to intervene if deviations from the proce-
dures are detected.
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An important part of the quality manual is formed by the 
description of the main processes in the form of ‘stand-
ard operating procedures’. Standard operating proce-
dures include the following:

Meticulous description of the process steps;
How to perform and document the process steps;
How to measure and report; and
Steps to take if process is found to be out of control.

3.5.2 Certi�cation and accreditation
Organisations working on the basis of a quality system 
which conforms to the ISO 9001 standard can have this 
formally checked by a ‘third party‘ certi�cation body. 
The certi�cation body performs an audit during which 
the conformity of the procedures, the work processes 
and the quality assurance manual are checked. In case 
of a successful audit, the certi�cation body issues a cer-
ti�cate of compliance with ISO 9001. To be able to issue 
certi�cates of compliance the certi�cation body must be 
accredited by an accreditation body.

Accreditation bodies are independent bodies that are 
allowed to accredit organisations against the ISO 9001 
and the relevant ISO 17000 series of standards. In Eu-
rope nearly all Member States have established a single 
national accreditation body that performs a public task 
and operates relatively independently. Presently, the 
European accreditation bodies operate a peer evalua-
tion system to safeguard the quality of their activities. 
Under the New Legislative Framework [4] a number of 
legal precautions are to be implemented assuring the 
public character of the accreditation bodies, as well as a 
number of other measures to assure independence and 
responsibility. Further, the Member States are required 
to monitor the functioning of their national accreditation 
bodies. 

3.5.3 Quality management in market  
surveillance organisations

The basic market surveillance processes are always simi-
lar, regardless of the organisation that is performing 
them. Especially in larger market surveillance organisa-
tions that cover a wider range of Directives and product 
categories, the market surveillance processes have to 
maintain a high degree of uniformity and consistency to 
assure the equality before the law for all inspected busi-
nesses. Similarly, precautions must be taken to maintain 
proportionality and consistency in the interventions and 
sanctions imposed in case of o�ences. To accomplish this 

while operating under a quality management system is 
of increasing importance for market surveillance authori-
ties. 

O�enders are sanctioned based on the results of inspec-
tions and laboratory tests and, considering the economic 
interest involved, the authority must be able to substan-
tiate the validity of its �ndings. Many manufacturers 
have their products certi�ed by noti�ed bodies. There 
are an increasing number of such bodies that are able to 
substantiate the validity of their results in turn. In case of 
con�icting evidence, working under a quality manage-
ment system strengthens the position of the authority in 
court. Indeed, operating under such a system may be a 
prerequisite for market surveillance authorities.

Market surveillance authorities are engaged in enforce-
ment of product legislation. No speci�c standard for the 
quality management for such organisations is available, 
but the general principles of quality management as 
stipulated in the ISO 9000 series apply. Furthermore, the 
processes are closely related to those performed in the 
�eld of inspections for which ISO 17020 applies.

For authorities operating their own testing facilities and 
laboratories, best practice dictates that these be oper-
ated under a quality system according to ISO 17025. It is 
re commended that those authorities have this system 
certi�ed. Increasing numbers of noti�ed bodies are ac-
credited, which strengthens the need for the market sur-
veillance authorities to be able to demonstrate the va-
lidity of the test results. Where lab tests are outsourced, 
the authority should ascertain that the test laboratory 
has been certi�ed according to ISO 17025 for the tests 
performed.

ISO 17025 addresses both management requirements 
(comparable with the ISO 9000 series) as well as techni-
cal requirements. These technical requirements address, 
amongst other, the competence of sta�, methodology 
and test/calibration equipment. Typical requirements 
include monitoring the test methods to assure their 
performance is controlled, following standard operat-
ing  procedures for sampling and testing, validating the 
methods used, and calibrating test  instruments.

http://www.emars.eu/uploads/Rita_L_Abbate_ENTR.pdf
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3.6 Standard operating procedures
The usual way to assure uniformity and consistency in 
the working processes is by adopting organisation-wide
standard operating procedures (SOPs). The SOPs are an 
important part of the quality system of the organisation. 
Using SOPs will ensure that all actions are based on the 
same strategic principles and are planned, performed, 
reported and analysed within the same legal framework. 
A number of critical issues for which standard operating 
procedures should be developed are detailed below.

3.6.1 Intervention policies
Market surveillance authorities intervene if non-con-
formities are encountered. Such interventions and sanc-
tions typically include:

Providing information (compliance assistance);
Issuing formal warnings and �nes;
Initiating legal proceedings resulting in penalties;
Discontinuing sales;
Seizing products; and
Enforcing recalls.

To make sure that all businesses are treated equally across 
all directives and product categories under the responsi-
bility of the market surveillance authority, they must ad-
here to a number of intervention principles including:
–  Proportionality: the severity of the intervention cor-

responds to the severity of the o�ence; for small vio-
lations less strict measures are applied than for more 
serious o�ences.

–  Consistency: for similar o�ences equally strict inter-
ventions are applied.

Many market surveillance authorities monitor and con-
trol markets regulated by several directives and are thus 
dealing with a large variety of products. Since a single 
company may market various product types, consistency 
in the measures taken is important. Diverging measures 
issued by the market surveillance authority for compa-
rable violations in di�erent product categories are not 
understood; it will adversely a�ect con�dence in the 
market surveillance system. The same applies for incon-
sistent measures taken by di�erent inspectors or for re-
gional di�erences.

To assure proportionality and consistency in the legal 
measures taken over the whole �eld covered, the market 
surveillance authority should de�ne formal intervention 
policies. The intervention policies must apply for the 
entire organisation. These issues are best addressed in 
standard operating procedures. They may include the 
following elements:
1.  Proportionality between o�ence and sanction

–  Where product safety is the �rst priority, intervention 
policy should evidently be based on risk analysis: 
stringent measures for non-conformities that im-

mediately jeopardise the safety of the consumer and 
less stringent measures for non-conformities that do 
not directly lead to major hazards. Article 8 of the 
GPSD clearly supports this principle: the more dan-
gerous the product the tougher the intervention.

2. Recidivism
–  It is common practice in nearly all �elds of law that 

repeated o�ences are sanctioned more severely 
than �rst o�ences. Again, in the interest of equality 
before the law, the intervention policies should ad-
dress this in such a way that all repeated o�ences are 
treated equally.

3. Intervention limit value
–  In practice product requirements laid down in legis-

lation and in (harmonised) standards are either qual-
itative requirements or quantitative limit values for 
selected parameters. Qualitative requirements are 
either assessed as being ful�lled or as failing to ful�l 
the requirement.  

–  Quantitative requirements necessitate the measure-
ment of the relevant product properties. The result 
of the measurement is a value that either exceeds or 
ful�ls the limit value given in the requirement. The 
interpretation of the gravity of the failure to pass the 
requirement is not straightforward. In general, one 
way to verify the gravity is to apply risk assessment 
as described in Chapter 10 or to compare the results 
with examples of classi�cation of non-compliances, 
for example as given in the ‘Failure Code List’ in  
Annex F. 

Example ‘qualitative requirement’: 
A typical qualitative requirement is the tilting test in 
Clause 20.1 of EN 60335-1.
The appliance is placed in its normal position of use on 
a plane that is inclined at an angle of 10 degrees. The 
appliance should not overturn.

Example ‘quantitative limit value’: 
EN 71-3 for the maximum migration of heavy metals in 
toys requires that the amount of lead released for migra-
tion is less than 90mg/kg. Clearly an amount of 90.2 mg/
kg does not ful�l the requirement, but the exceeding of 
the limit is small. In fact, it is so small that the risk of lead 
poisoning hardly increases in comparison with a sample 
which is just in compliance with the requirement. How-
ever, if the amount released for migration is 450 mg/kg, 
the risk of poisoning of course would increase notably. 
Similar reasoning holds for most quantitative limits: a 
small exceeding of the limit value corresponds to a small 
increase in the risk presented by the product. The higher 
the deviation from the limit value is, the higher is the risk 
emanating from the product.
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–   In the interest of consistency and proportionality of 
the intervention activities, the market surveillance 
authority should provide general guidelines relating 
to the degree of exceeding of the limit value and to 
the sanctions imposed.

–  Measurement variability must be taken into consid-
eration when setting the intervention limit values. No 
physical property can be measured with absolute accu-
racy. Before taking action against a product, the inaccu-
racy of measurement methods should be considered.

4.  Classi�cation of shortcomings against standards and 
gravity of o�ence
–  Some authorities have developed the idea of inter-

vention limit values into systems linking a given 
’distance‘ from a threshold value of a given test 
to a severity ‘code’. The code itself is linked to the 
necessary measure. The intervention policy should 
prescribe how the di�erent codes are translated to 
measures. The lists can be shared with test laborato-
ries, for example. One such case is the Nordic Failure 
Code List (see Annex F) which has been discussed in 
The Low Voltage Directive Administrative Co-opera-
tion Group (LVD ADCO). (See box below and Annex F 
for more details about the Failure Code List).

5. Deciding on sanctions after detection of o�ences
–  Once it is determined that the legal requirements 

are violated, the authority must decide if and what 
sanction will be imposed. The sanction must ful�l 
the requirements of proportionality and consisten-
cy. Also it must be asserted that the process leading 
to the proposed sanction ful�ls all the requirements 
de�ned in the intervention policies.

–  The intervention policies should clearly identify how 
decisions to impose sanctions are taken and which 
employees are authorised to take the �nal decision. 
Good practice is to involve in the decision the �eld 
o�cer who did the inspection leading to the sanc-
tion and the laboratory. Good practice is also to have 
a proposal for the sanction drawn up (for example 
by the head of laboratory in consultation with the 
�eld o�cer) and to have the �nal decision taken by a 
senior o�cer. Where possible the legal department 
should be involved. This procedure enhances impar-
tiality and equality before the law.

6. Follow-up inspection
–   If an inspection and the associated investigations  

result in an intervention or sanction, good prac-
tice requires follow-up after the sanction has been 
made.

–   Since the intervention was made because of non-
compliance either of a product or in the way the 
business is run, an inspection must be made after a 
certain period of time to check that the non-compli-
ance has indeed been discontinued. 

–   This necessity extends to even the lightest measures 
taken. A warning that a product is not in compliance 
must be taken seriously by the o�ender. He must ei-
ther discontinue the sale of the o�ending product 
or bring it in compliance.

–  If on renewed inspection the o�ence still persists, 
a repeated and stricter sanction should be issued. 
This is reasonable: the business was aware of the 
non-conformity and is therefore more culpable and 
recidivist.

3.6.2 Noti�cations and consumer complaints
Both the GPSD and the New Legislative Framework re-
quire that consumer complaints be investigated. Con-
sumer complaints call attention to safety problems with 
products on the market, especially if there is a signi�cant 
increase in the number of complaints.

Repeated consumer complaints about the same prod-
uct indicate a problem, in particular if the complaints 
concern similar de�ciencies or incidents. This product 
should then be carefully investigated and subjected to 
risk analysis, tests and intervention if necessary.

Data from investigating consumer complaints also con-
tribute to the prioritising of proactive market surveillance 
activities: complaints indicate categories of products 
where consumers’ safety and health may be compro-
mised. The more complaints are investigated, the more 
valuable such information.

Reports from other sources, for example traders’ and 
manufacturers’ complaints about competing products, 
RAPEX noti�cations and safeguard clauses, are dealt with 
in a similar way. Reacting to consumer complaints, noti-
�cations and other reports from outside sources is called 
‘reactive market surveillance’. See Chapter 6 for details 
on reactive market surveillance. 

1.  How to handle consumer complaints and other external 
reports

The market surveillance authority should approach con-
sumer complaints uniformly and consistently. The me-
thods de�ned to handle complaints must be imbedded 
in the market surveillance organisation, ideally by using 
a standard operating procedure. RAPEX noti�cations and 
information from safeguard clauses may be addressed in 
a separate standard operating procedure. The latter may 

Example ‘Failure Code List’:  
In electrical products live wires must be separated from touchable parts 
with a distance that is called the creepage distance (d). For many appli-
ances the requirement is d > 5 mm.
The Failure Code List prescribes the following scale:

d between 4.5 and 5.0 mm (deviation of 10% from requirement) –  
code 1.
d between 2.5 and 4.5 mm (deviation of 10–50% from requirement) 
– code 2.
d < 2.5 mm (a deviation of more than 50% from the requirement) 
– code 3.
(Code 1 being the least severe and code 3 the most severe.)
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be the case if RAPEX noti�cations and safeguard clauses 
need to be channelled through a central coordinating 
point for European noti�cations.

The procedure should address the collection of com-
plaints (see also below), actions to be taken, reporting 
and follow-up. Other issues that may be addressed are 
the �ltering of incoming reports and complaints, as well 
as con�dentiality issues.

a) Collecting consumer complaints and other reports
The procedure that describes the way in which consumer 
complaints are collected and accepted for further inves-
tigation may address the following items:

Regardless of the entry point used by the consumer 
(i.e. tele phone, mail, fax or email), the organisation 
should make sure that it is forwarded to quali�ed per-
sonnel that is familiar with the procedures and proc-
esses for the handling of complaints.
The information needed to start the investigation has 
to be collected. This includes name and address of the 
complaining consumer (or other complaining source), 
the particulars of the product involved, the complaint 
in as much detail as possible and any information avail-
able about the source (retailer, distributor or importer) 
of the product.
If and how consumer complaints and other reports are 
submitted to an initial assessment in order to decide 
on the follow-up (see also b) below: �ltering com-
plaints and noti�cations).
The administrative procedures; i.e. what information is 
stored and how.
The procedure for forwarding the dossier for further 
investigation.

b) Filtering complaints and noti�cations
Consumers not only complain about products because 
of safety de�ciencies or because they suspect non-con-
formities. Frequently complaints concern disappoint-
ing product performance or lack of expected quality 
of the product. Poor performance or lack of quality do 
not necessarily imply safety problems or non-conformi-
ties. Reports from other sources may also be of little rel-
evance from the point of view of product safety and even 
RAPEX noti�cations may vary in the urgency with which 
they have to be handled. The investigation of irrelevant 
reports and incidents wastes resources which could be 
spent on more useful activities.
An operational procedure should be established that al-
lows �ltering of incoming reports. The �ltering method 
should distinguish relevant from irrelevant complaints/
reports and classify the relevant reports’ urgency. Con-
scientious judgement is imperative, because misclassi�-
cation of a serious problem as irrelevant or unimportant 
fails to deliver good market surveillance and could result 
in negative publicity. The system must assure that the 
initial classi�cation and the decisions about the follow-
up are taken by competent personnel.

Initial assessment would normally involve risk assess-
ment. Familiarity with the technical properties of the 
products involved and the applicable legislation is also 
indispensable. If there are still doubts after the initial as-
sessment, the possibility to consult an expert should be 
provided for in the procedure.

c) Follow-up
Follow-up obviously depends on the initial assessment 
of the complaint or report. Incidents with products that 
present high risks for the public or which potentially at-
tract signi�cant media attention need more urgent reac-
tions than simple consumer complaints that are likely to 
result in minor legal sanctions.

For the critical cases it is advisable to have a contingency 
plan available addressing the responsibilities of key per-
sonnel involved, people and organisations to contact 
(prosecutor, ministries, media etc.) and handling of the 
investigation.

For normal consumer complaints that are initially judged 
not to be critical, follow-up would usually involve a hear-
ing of the consumer by a �eld o�cer who can also sam-
ple the product involved for investigation. Note that the 
consumer must be informed that further investigation 
of the product may damage the product. Therefore the 
consumer’s formal consent and possibly a statement 
that he cedes his possession of the product should be 
requested befor the investigation. 

Standard procedure should also be that a second sample 
of the product be obtained from the regular trade chan-
nel for comparison. It is after all possible that the sample 
obtained from the consumer was damaged for unknown 
reasons or was tampered with.

Depending on the results of the investigation, interven-
tion may be necessary. In principle, the course of action 
followed in these cases does not deviate from the gen-
eral and speci�c intervention policies de�ned in 3.6.1, 
even if outside pressure for speci�c interventions may be 
strong in cases with intense media attention.

Follow-up should always include reporting the results 
back to the consumer (or organisation) who submitted 
the complaint in the �rst place. The extent to which this 
can be done should be carefully considered and may 
vary between the Member States, depending on the ap-
plicable legislation, the way the legal procedures have to 
be handled and con�dentiality requirements.

d) Con�dentiality issue
Although Member States di�er in their approach to con-
�dentiality in the handling of consumer complaints, the 
con�dentiality of the consumer submitting the com-
plaint may need particular protection.
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e) Organisation
Examples of implementation: call centres, decentralised 
handling, email entry.

The best way to organise the handling of consumer com-
plaints and other reports depends on the organisation of 
the authority. In decentralised organisations complaints 
and reports can (and for legal reasons sometimes must) 
also be handled regionally, provided the required exper-
tise is available.

Chances are that regional authorities combine product 
safety surveillance with other tasks, like food safety, and 
do not have all the required knowledge in-house. They 
should then be able to fall back on colleague authorities 
that do possess the expertise and equipment to handle 
such cases.

In centralised organisations consumer complaints and 
reports may still be handled regionally, but central hand-
ling can have considerable advantages. Uniformity in 
handling is easier to attain and e�ciency is likely to be-
ne�t, too. Central handling makes it also much easier to 
archive complaints in a way that makes it easier to analyse 
them, which is important for planning future activities.

3.6.3 Inspections, sampling and testing
Inspections, sampling and testing are part of the primary 
working processes of market surveillance. Meticulous ex-
ecution of these steps is decisive for a reliable outcome 
of the market surveillance process. Reliable results are 
necessary to assure fair and equal treatment of econom-
ic operators and ultimately determine the reputation of 
the market surveillance authority.

It is highly recommended to include standard operating 
procedures for inspections, sampling and testing in the 
quality management system. Relevant standards that 
provide a framework for drafting these procedures and 
the requirements which they must adhere to are the ISO 
17000 series. For laboratories ISO 17025 is particularly 
relevant, while ISO 17020 provides guidelines on how to 
handle inspections.   

1. Inspections
Inspections must be properly executed in order not 
to jeopardise the potential legal follow-up. Attention 
should be paid to the following items:

how to issue an advance warning that an inspection 
will take place (required in some jurisdictions),
formal identi�cation of the �eld o�cer to the spokes-
man of the business,
adherence to any legal requirements to inform the 
business,
identi�cation of the legally responsible representative 
of the business,
handing over of information material (letters or lea�ets),
collecting and recording of information required in 
the possible legal follow-up (who, where, when etc.),
instructions as to when and how immediate sanctions 
have to be taken,
administrative settlement of the inspection,
when, what and how to report to the manufacturer 
after the inspection, and
whom else to report to (i.e. importer, producer, others)

2. Sampling
Market surveillance requires sampling of products for in-
vestigation. How to take samples should be prescribed in 
a standard operating procedure de�ning the following 
(where applicable and depending on national legisla-
tion):

the number of samples,
whether the sample is paid for, borrowed or taken with-
out payment,
documents to request along with the samples (i.e. 
Declaration of Conformity, technical �le etc.),
selection of samples after a pre-check or screening 
test or without, and
information to be handed to the manufacturer (i.e. re-
ceipt, information on the procedures followed).

And make sure that: 
the samples taken are packaged in a way that pre-
cludes tampering on the way to the laboratory, 
the samples are unequivocally identi�ed,
all required information about the samples is collected 
and  recorded properly,
the proprietor of the business can have a reference 
sample taken for second opinion testing where legally 
required or prescribed by the authority, and
the proper procedure for forwarding the samples to 
the laboratory is respected.

Since sampling generally takes place during inspections, 
one may choose to make these procedures part of the 
SOP for inspections. In addition, it may be preferable to 
formalise in the SOP only the general aspects valid for 
the whole organisation for inspections, sampling and 
laboratory tests. Aspects related only to single projects 
or actions can be standardised in speci�c SOPs.

Example: the centralised handling of consumer complaints and reports 
in one of the Member States is organised around a call centre, where con-
sumers can submit complaints via a toll free number. The centre is a small 
department, which also handles reports that arrive via mail or email. 

Complaints handled include reports on food safety, product safety 
and veterinary noti�cations. The centre is sta�ed by a small number 
of  specially trained employees, with all areas of expertise covered. The 
 department itself is responsible for the �rst assessment of the incoming 
reports. Simple questions are answered by the employees of the centre, 
who also forward routine complaints to the (regional) departments which 
can handle them according to the procedures described in 3.6.2.a.
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3. Tests and laboratory investigations
Laboratory tests for market surveillance purposes are ei-
ther performed in the authority’s laboratories or are sub-
contracted to private or other state laboratories. In the 
latter case the authority must assure that the laboratory 
operates under a quality management system and pref-
erably that it is accredited. In particular cases it may be 
necessary for quality management reasons to make sure 
that tests are witnessed by a representative from the au-
thority. Chapter 5.7 gives additional information on the 
selection of laboratories.

Authorities that operate their own laboratories bear the 
responsibility for quality management and should pref-
erably be accredited as well. In all cases the hand ling of 
the samples during the laboratory investigations should 
be the subject of a standard operating procedure, i.e. 
collecting samples, records to keep for the samples, re-
sponsibilities of personnel etc. 

Test methods should be described and applied accord-
ing to the relevant standard if available. If there are no 
standard based test methods available, standard oper-
ating procedures covering testing procedures must be 
developed and validated.

3.7 External relations
Market surveillance authorities perform a speci�c func-
tion within a set of wider policies aimed at establishing 
the single market and facilitating the free circulation  
of goods while at the same time ensuring a high level  
of product safety in the European Union. The set of poli-
cies includes legislation, dissemination of information to 
stakeholders, promoting consumer awareness, etc. Mar-
ket surveillance authorities are therefore part of a wider 
social system where other actors play important roles, 
too. To function properly in that system communication 
with the other players is a necessity. It is necessary for the 
authority to communicate with other relevant players  
including:

3.7.1 Ministries
The ministries responsible for the implementation of 
the Product Directives that the authority must enforce 
are important partners. Depending on the responsibili-
ties of the authority this may be one or more ministries.  
The ministries determine the way legislation is imple-
mented which in turn determines the ease with which the  
legislation can be enforced. Therefore, input and feed-
back from the market surveillance authority is advisable. 
Frequently the mi nistries will also determine part of the 
priorities and the enforcement policies for the authority 
or have at least a say in them.

It is recommended to establish close national coopera-
tion on market surveillance between ministries and to 
establish a network of enforcement bodies. Such coop-
eration groups should ideally have the power to estab-
lish procedures for practical cooperation both nationally 
and on a European level.

3.7.2 Other authorities
In most Member States product legislation is the respon-
sibility of more than one market surveillance authority. 
The authorities are then each responsible for one or more 
directives, or cover for example consumer or profession-
al markets for certain directives. Frequently this leads to 
grey areas in the sharing of responsibilities. Regular com-

munication between the authorities to coordinate the 
activities in these areas is highly desirable.

However, even where no grey areas exist, coordination 
between the market surveillance authorities is needed, 
because the division in responsibilities between the au-
thorities is unlikely to be re�ected in the market. Many 
companies are therefore confronted with inspections 
by multiple market surveillance authorities. Inspections 
are a burden for businesses because they translate  into 
extra costs. Political consensus is that these costs should 
be minimised. Reduction of administrative burden calls 
for a coordinated approach of the authorities which can 
only be achieved through regular communication and 
coordination between the authorities. Authorities which 
perform inspections at the same businesses, like labour 
and environmental inspectorates, but whose main task 
is other than market surveillance of product legislation, 
should also be involved.

Ideally this leads to cooperation between the authorities, 
which minimises the number of inspections in a business, 
for example by agreement to perform inspection tasks 
for the colleague authority or by combining inspections.

3.7.3 Legal authorities, prosecution
Depending on the legal systems and procedures used 
in market surveillance, close cooperation and coordina-
tion with the legal authorities handling the prosecution 
and the courts may be needed. Where the prosecutor 
is instrumental in imposing sanctions, the intervention 
policies should be discussed with the prosecutor’s of-
�ce. Indeed, the prosecutor should agree with such poli-
cies. Intervention of the prosecutor may also be required 
when product stocks are to be seized or destroyed. The 
work �ow should be coordinated with the prosecution to 
assure minimum turnover times.  

3.7.4 Standardisation organisations
Although the New Approach Directives provide the le-
gal framework for certain consumer products by estab-
lishing essential safety requirements, technical product 
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requirements are speci�ed mainly in European harmo-
nised standards. These harmonised standards determine 
to a large degree not only the actual safety level of the 
pro ducts manufactured, but also how easy or di�cult it 
is to enforce the requirements. 

Market surveillance authorities in�uence standardisation 
on the European level via the AdCo’s and the European 
Commission. However, interaction with the standardisa-
tion institutes at the national level is recommended, if 
only to monitor the developments in the most important 
standards. Participation in the standardisation commit-
tees responsible for drafting standards should also be 
considered as this would be the most e�ective and direct 
way to apply the practical experience gained through 
market surveillance into the standardisation process.

3.7.5 Noti�ed Bodies
Market surveillance authorities should have good work-
ing relationships with the noti�ed bodies in their Member 
State. Regular contacts are desirable to align di�erences 
in the interpretation of legislation and standards. Such 
di�erences are highly undesirable, because businesses 
should rightly be able to trust that products certi�ed by 
a noti�ed body do comply with the applicable require-
ments. It is also important to feed back and discuss with 
the Noti�ed Bodies information about products found 
to be non-compliant, even though they were certi�ed 
by them to comply with the relevant standard (N.B., no-
ti�ed bodies and test laboratories frequently also give 
out ‘safety marks’, for which it is also important to pro-
vide feedback with regard to non-compliances that have 
been determined). Note that this need not always in-
volve mistakes from the noti�ed body, because changes 
in product speci�cations after the tests frequently occur, 
as do downright falsi�cations. Feedback allows the noti-
�ed body to rectify such a situation, or to discontinue the 
certi�cates.

3.7.6 Media
Professional interaction with the mass media is increas-
ingly important. The media are the means to inform the 
public of safety problems in products and of recalls and 
are the main channel for public relations. On the other 
hand mass media can be very critical towards the au-
thorities when there is a general feeling that they are not 
handling incidents properly.

3.7.7 Business
It is of vital importance to have stakeholders like manu-
facturers or importers on board on the issue of market 
surveillance. Business is responsible for product safety 
and good relations between business, and national en-
forcement bodies will clearly ease the work of product 
safety authorities.

Good national contacts with business on a regular basis 
will surely have a positive e�ect by reducing the occur-
rence of dangerous products in Europe. 

3.7.8 Consumer associations
Consumer associations hold considerable expertise in 
several product areas. Therefore, it is useful to estab-
lish national cooperation regarding product safety with 
consumer associations on a regular basis. Issues for such 
cooperation might include information to consumers, 
market surveillance campaigns, publishing in consumer 
magazines etc. 

3.7.9 Co-operation with stakeholders
In order to establish good relations with all stakeholders 
it is recommended to arrange regular meetings at nation-
al level. It is envisaged to arrange at least one meeting 
per year with di�erent stakeholders. Meetings may have 
the form of workshops, seminars or any other setting, de-
pending on the nature of the content of meetings.

Issues for regular meetings may include:
Legal development nationally and in Europe
Report from enforcement bodies on product safety 
activities 
Report from stakeholders on safety promoting activi-
ties 
Discussions on how to improve safety aspects, chal-
lenges and problems
RAPEX 
Noti�cation activities by business

3  MARKET SURVEILLANCE ACTIVITIES 
ORGANISATION & INFRASTRUCTURE (Continued)
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3.8 Integrity policies
The daily practice of market surveillance regularly leads 
to interventions with considerable economic conse-
quences. It is therefore conceivable that in some cases 
bribes could be o�ered in order to in�uence those in-
volved in making the decisions about the interventions. 
Market surveillance authorities should be aware of these 
risks and formulate policies to minimise these risks and 
preferably avoid them completely.

The possibility of fraudulent behaviour of employees 
should be taken into account; this can range from accept-
ing bribes to taking advantage of bene�ts. The manage-
ment should be transparent with regard to procedures 
for investigating suspected cases and decision making. 
To underline the importance of integrity in dealing with 

trade and industry the formulation of a ‘code of conduct’ 
or an ‘ethical declaration’ in which it is made clear what 
is allowed and, in particular, what is not, needs to be con-
templated. 

To minimise the risk of falling prey to corruption several 
practical measures can also be taken. Firstly, decisions on 
interventions should not be taken by a single employee, 
but always require a second opinion to con�rm the  
decisions.

It is also advisable to regularly shift the work districts of 
the inspectors, to avoid the development of a an overly 
close relationship between the inspector and the busi-
nesses surveyed.

3.9 Operational risks
Market surveillance authorities take measures to protect 
the consumer from risks associated with products found 
to be unsafe. These measures are based on non-confor-
mities found in tests and risks assessments, which con-
stitute part of the legal basis to impose these measures. 
The measures imposed may cause signi�cant �nancial 
damages and pose reputational risks to the companies 
involved. Especially sales bans and mandatory recalls 
may cause considerable costs and loss of pro�ts to the 
businesses a�ected. 

Whenever taking measures, the authority risks that those 
measures can not be upheld in court. If by that time dam-
ages have occurred to the interests of the company, it 
may well demand compensation.

The authority should always aim to minimise the risk 
of being held liable for damages. The �rst safeguard 
against such liability is to perform a proper job, which 
means getting the facts right and following procedures 
meticulously. Tests should be reliable, substantiated by 
the use of accredited laboratories where possible. If in 
any doubt, have the results checked.

It is sometimes advisable to have risk assessments car-
ried out by a second independent institution. Risk as-
sessment is based on (subjective) estimates of the sever-
ity of injuries and their probability of occurring. A second 
opinion can then support the conclusions drawn from 
the assessment, making a stronger case in court.

One must verify that all o�cial documents ful�l the legal 
requirements and that references to standards and leg-
islation are correct. A double check made by a second 
person can be useful.

Especially when the stakes are high the legal department 
or an expert lawyer must be involved in all the steps tak-
en. The company involved in the proceeding will prob-
ably refer to expert lawyers and the market surveillance 
authority has to consider the need to be ready to react 
properly. 

The precautions above are always applicable, but they 
are especially important in trade bans and recalls, be-
cause the damages may be particularly large. 

Despite all precautions and procedures safeguarding 
against the eventuality, the authority may still be put in 
the wrong and (in some jurisdictions) is ordered to pay 
compensations. The authority must prepare for that 
eventuality. How this is done depends on the situation. 
It may be possible to insure against damages caused, as 
the noti�ed bodies are obligated to do. The government 
of the Member State may also cover the liability of the 
authority. If none of this is possible, the authority could 
designate part of its budget for a fund to cover such (and 
other) eventualities.
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4 MARKET SURVEILLANCE  THE PLANNING STAGE 

The Member States expend considerable �nancial re-
sources to organise and perform market surveillance. 
These resources must be spent properly and e�ciently. 
Therefore, careful planning, setting the proper priorities, 
and controlling the planned activities are an important 

part of the market surveillance authority‘s task. A large 
part of the rest of this Book will be devoted to the way 
in which market surveillance projects are planned and 
organised.

4.1 Planning
Market surveillance activities include a number of proc-
esses which must be carefully planned to make the over-
all e�ort e�cient, including inspections, sampling, labo-
ratory testing, evaluating results, legal follow-up and 
communication about the project. They require meticu-
lous preparation and need to be set up depending on 
the speci�c businesses or products under consideration.

This is best illustrated by considering the preparations 
involved in setting up a test programme for a speci�c 
product in the laboratory. This requires the selection of 
suitable tests from the standard, setting up the meas-
uring equipment and taking precautions for quality 
management. It is much more e�cient to test an entire 
series of products at once. The preparations have to be 
made only once for the whole series. Performing sur-
veillance activities on similar products or businesses in 
series almost naturally leads to working in well-de�ned 
projects.

Interventions work best when the time between inspec-
tion and intervention is short. This is why some organisa-
tions de�ne a time span in which the whole process has 
to be accomplished. To achieve this goal, the sub-proc-
esses need to interconnect smoothly. This can only be 
realised with careful planning. Adopting a project-cen-
tred working method facilitates the planning process.

The following paragraphs discuss a systematic approach 
to the planning process and to the issues particularly rel-
evant for planning in market surveillance organisations. 
Figure 4 summarises the main steps and relationships in 
the planning process, including:

long term planning
detailed planning of activities for restricted time peri-
ods (annual programmes)
planning of speci�c projects
feedback loops which allow control of the progress 
of the planned activities as well as adaptation of the 
plans where needed

The steps di�er in the time frames and issues they ad-
dress and in the level of detail of the plans. Long term 
planning covers the way the market surveillance organi-
sation reacts and adjusts to long term developments 
and changes. Within a long term programme, the short 
term programme de�nes which activities receive prior-
ity in a shorter time frame, usually a year. The short term 
programme also roughly divides the available resources 
over the planned priorities.

Once �xed, the short term programme must be planned 
in detail. The planning process as a whole ultimately 
leads to a set of project plans and other scheduled ac-
tivities (routine inspections, estimated capacity for con-
sumer complaints and noti�cations etc.) which de�ne 

the speci�c market sur-
veillance activities and ac-
tions for a certain period 
of time, usually one year. 
This programme speci�es 
at a higher level of detail 
than the short term pro-
gramme the projects and 
actions for this period: 
what has to happen, how 
often, when and where.

Evaluation

Governmental
Product safety

Policies

Market  
Surveillance

Vision

Long term pro-
gramme (3 years)

Short term pro-
gramme (1 year)

Project plans 
and other scheduled 

activities

Implement 
project plans and 

other activities

Figure 4: Framework for the planning cycle.
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4.1.1 Long term programme
In an ever changing environment, adapting the market 
surveillance organisation to keep it in line with its vision 
and to cope with expected future developments is a 
necessity. Market surveillance organisations are gener-
ally �ne-tuned to do their present job, with personnel 
trained to do that job optimally, and frequently have an 
infrastructure of laboratories and IT systems that is suit-
able for the present situation. It is di�cult to restructure 
the whole organisation at short notice, because person-
nel may need to be retrained and the hard infrastructure 
needs adjustment. Both require time and money. 

Market surveillance organisations should therefore con-
tinuously investigate both internal and external develop-
ments in order to plan adaptations necessary for the long-
term well in advance. Normally such developments and 
long term plans are described in a long term programme.

The long term programme then describes the projected 
development of the organisation over a longer period 
and indicates the direction in which the organisation is 
moving and adapting to expected new circumstances, 
environments and priorities.  Typically, such programmes 
are quite abstract and focus on major changes in the or-
ganisation, including major shifts in the allocation of re-
sources. They may set concrete aims, but do not describe 
how these aims can be attained. 

The time frame can vary; common periods are 3 and 5 
years. Less than 3 years may be too short to be able to 
adjust the organisation in time, while extrapolations for 
periods exceeding 5 years are uncertain. It is good prac-
tice to review the long term programme annually and 
correct it if new information justi�es this.

Typical issues to address in the long term programme 
include:

Political developments
 Changing political priorities may force market surveil-
lance authorities to adapt. 
 A current example is the political aim to diminish the 
administrative burden and costs to businesses of con-
formity checks and inspections by multiple surveil-
lance authorities. Other trends that have recently been 
initiated in several Member States include the empha-
sis politics has been putting on issues like ‘compliance 
assistance instead of sanctions’ and not to direct mar-
ket surveillance at companies that comply (to lower 
the admini strative burden for the good companies) 
but instead at the non-compliant companies. Another 
initiative of governments in many Member States is 
the relocation of services and resources.

  This kind of developments can have signi�cant conse-
quences for the working methods of the market sur-
veillance authority, for the resources available and for 
the training requirements of its personnel.

Internal developments
Changing perspectives and visions on market surveil-
lance within the organisation may also give reason 
to adjust the long term programme. Examples of in-
ternally initiated changes are a shift from an output-
managed organisation to an outcome-managed or-
ganisation or a shift in focus from product-oriented 
approaches to market surveillance to system-oriented 
approaches. Such long term developments are often 
related to the vision and should also be addressed in 
the ‘vision document’, as introduced and described in 
3.3 – Market surveillance strategy.
Radical changes in priorities may also require long 
term planning, because they may well require retrain-
ing of personnel and restructuring of the organisation, 
in particular of the laboratories.
Changing environment
The environment in which market surveillance func-
tions continually changes and proactive market sur-
veillance adapts to these changes. Example of trends 
that need long term adaptations in priorities and pos-
sibly knowledge infrastructure include:
–  demographic changes: both the aging of the west-

ern European population and the demographic 
changes due to immigration may have e�ects on 
the priorities for market surveillance, but also on the 
possibilities to engage personnel.

–  global developments like climate change and its ef-
fect on consumers.

New emerging safety issues
 Examples of such developments include nanotechnol-
ogy which may hold as yet unidenti�ed risks, the pos-
sibility to remotely control household appliances via 
the Internet, and the marketing of so called ‘intelligent 
appliances’.

4.1.2 Short term programme
Resources are usually allocated over relatively short 
periods of time in short term programmes. Mainly for 
practical administrative reasons short term programmes 
usually span a period of one year, as they can then be 
synchronised with the bookkeeping of the Ministries and 
the State. 

The main purpose of the short term (annual) programme 
is to allocate the resources over the di�erent market sur-
veillance activities. The short term programme de�nes 
which areas will get priority in the following period and 
which product categories will be subject to market sur-
veillance actions.

Short term programmes describe concrete activities and 
attribute resources to these activities. Planning aims to 
optimise the results obtained from the available resourc-
es, while keeping in line with the long term programme. 
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Where necessary, they can also address organisational 
issues such as personnel management, IT management, 
budgeting, training etc. The drafting of the short term 
programme is a management task. 

The short term programme generally takes the form of a 
document that de�nes the priorities and any other issues 
requiring capacity in general terms, while attributing ca-
pacity to the di�erent activities. The way to determine 
priorities is discussed in detail in 4.2. 

The process of prioritising does not directly result in fully 
developed project plans and a second step is needed to 
translate the global priorities determined in the short 
term programme into projects ready to be executed. 
Project speci�cations describe the activities to be un-
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dertaken in detail, including how many inspections and 
lab tests will be performed, which kind of companies 
will be inspected, what lab tests will be performed etc. 
The drafting of the projects must necessarily involve 
personnel with expert knowledge of the markets, prod-
ucts and tests involved, with management monitoring 
as to whether the projects designed re�ect the aims of 
the short term programme. The end result is a detailed 
programme of all the activities the authority plans to un-
dertake in the planning period: the activity programme. 
Note that it may be preferred to combine the short term 
programme and activity programme, instead of seeing 
them as separate phases of the planning process.

4.2 Prioritising
Market surveillance authorities must make a choice on 
where to allocate their resources to obtain maximum 
results. This prioritisation is necessary, because the avail-
able resources can not cover every product and all parts 
of the market at the same time. Therefore one part of the 
planning process involves choosing areas of priority and 
which share of the resources will be spent there.

The main objectives of market surveillance in the EU 
are consumer protection and ascertaining fair and free 
circulation of goods in the common market. These two 
objectives de�ne the boundaries within which priori-
ties must be chosen. For most of the market surveillance 
authorities in the EU consumer protection is the more 
important objective and priorities are chosen with this 
in mind. There are good reasons for this. All activities 
performed to promote product safety by market sur-
veillance automatically contribute to establishing the 
‘level playing �eld’ and fair competition. Nevertheless, it 
should be kept in mind that a level playing �eld for busi-
ness competition is also an important corner stone for 
the proper functioning of the internal market and there-
fore deserves due attention.

For most market surveillance authorities setting priorities 
is a two-step process. The �rst step is to divide resources 
over the variety of product categories covered by the au-
thority (e.g. which category deserves the most attention: 
toys, electrical appliances or cigarette lighters and how 
much resources should be allocated to the priorities).

Having made these choices for the top level categories, 
similar decisions have to be taken for the sub-categories 
(e.g. is consumer protection best served with the surveil-
lance of jig-saw puzzles, dolls or toy guns). The process is 
complicated by numerous constraints such as available 
human resources, technical capacities and funding.

Theoretically, the two-step process described above 
could also be accomplished in a single step; all di�erent 
 product categories should then be analysed at once and 
the results compared. In practice, the number of di�er-
ent kinds of products or surveillance to be made, each re-
quiring di�erent planning and/or test programmes and 
therefore di�ering in the resources needed, is so high 
that this is impracticable.

Ultimately, these choices result in a surveillance pro-
gramme. The surveillance programme preferably con-
tributes maximally to product safety and fair compe-
tition. There is no fail-safe procedure to arrive at an 
optimum market surveillance programme, but best prac-
tice in many Member States is that several considerations 
and sources of information are taken into account when 
prioritising. The following chapters describe some of the 
sources of information relevant for prioritising:

4.2.1 Accident reports & accident statistics
Product failure causing an accident or injury will often be 
reported to the authority either by the injured party or 
by the producer as part of the obligation to report safety 
problems with products. Regardless of how the author-
ity is noti�ed, such reports are important indicators of 
dangerous shortcomings, for example the product may 
not comply with the safety requirements or the safety 
requirements are not su�cient.

Accident statistics can show how often speci�c (kinds of) 
products are involved in accidents, what kind of injuries 
result from the accidents and which groups of people 
are most frequently a�ected. Accident statistics allow 
the comparison of frequencies and accident outcomes 
for products and product categories. Depending on the 
level of detail of the data, they may also be used to assess 
which products are most often associated with accidents 
in speci�c target groups, like children and older people.
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The data is also useful to identify products and product 
categories rarely involved in accidents causing injury. 
Market surveillance programmes for these products and 
categories do not contribute signi �cantly to consumer 
safety and therefore do not deserve a high priority. On 
the other hand, the fact that a speci�c category of prod-
ucts is frequently related to accidents does not imply 
that market surveillance focussing on that product cat-
egory automatically contributes to increased consumer 
safety. Accidents do happen even with products that are 
in conformity with legislation and standards, and market 
surveillance can not hope to reduce the number of acci-
dents in such cases. Prime examples are ladders which 
 notoriously cause many accidents, but not because they 
fail to comply. 

Analysis of accident reports augments the results of ac-
cident statistics. It reveals how products are involved in 
accidents and clari�es how a failure to comply with the 
legislation plays in the occurrence of accidents. In that 
way it gives valuable information about the possible 
contribution that market surveillance of these product 
groups can make to consumer protection. Analysis of ac-
cident reports is also valuable for the selection of those 
requirements in standards to be investigated in the mar-
ket surveillance action.

Caution is called for when extrapolating accident sta-
tistics from one region to another. The frequency of 
particular cau ses of accidents is related to lifestyle, and 
lifestyles vary considerably between the European coun-
tries because of factors such as di�erences in culture, cli-
mate and income per capita.

Injury statistics are compiled by various organisations. 
The European Commission has initiated the Injury Data-
base (IDB), previously known as ISS or EHLASS (European 
Home and Leisure Accident Surveillance System) for 
more information see: https://webgate.cec.eu.int/idb. 

Additional sources of statistics that are relevant in certain 
�elds of consumer protection include �re statistics (for 
electrical products, lighters etc.) and statistics on work 
related accidents (machines, garden equipment), which 
are being gathered in many countries.

4.2.2 Reports from consumers,  
consumer organisations or media

Reports from consumers are useful to indicate the �elds 
where surveillance action should be undertaken. The 
usefulness of the information from consumer reports 
increases with the number of reports investigated. A sin-
gle isolated consumer report about a speci�c product 
may indicate a problem associated with the product but 
gives little information about the overall situation in the 
market. Nonetheless it should be investigated whenever 

possible; the result of the investigation may indicate the 
need for direct measures against the product (reactive 
market surveillance). With growing numbers of investi-
gated reports on various products, information is collect-
ed on the kinds of products the population complains 
about, whether these complaints concern safety issues, 
and which target groups are a�ected. All this informa-
tion is valuable for prioritising market surveillance. 

Accident reports from the consumers or the media 
should be continuously assessed for market monitoring 
purposes. A fatal accident or more than two accidents 
connected to a single product merit serious investiga-
tion anyway. This investigation would include risk as-
sessment on the product, also taking into account the 
number of products sold to estimate the potential for 
injury present in the market. If risk assessment reveals a 
high probability of severe injuries to the consumer, the 
product category should receive high priority. Also reac-
tive market surveillance may be required immediately 
(direct measures against the importer and producer ac-
cording to national legislation).

Consumer TV programmes are a valuable source of infor-
mation, too. Many such programmes test various prod-
ucts and give recommendations to consumers. Often 
such testing includes safety aspects. The results can be 
the starting point for the authority to follow up.

Another important source of information are the reports 
published by consumer associations (e.g. the studies is-
sued by ANEC on balcony barriers and pool fences, child 
exclusion clauses survey and those published in consum-
er magazines).

Consumers may also report shortcomings in a product 
that has caused near-accidents, e.g. appliances that emit 
smoke but could be disconnected from the mains before 
catching �re. Media and consumer associations’ reports 
on comparable incidents with products require serious 
attention. Media attention raises consumer awareness 
of possible safety problems and it may be necessary to 
react to problems pointed out in the media. 

4.2.3 Reports from manufacturers,  
importers or retailers

Manufacturers, importers and retailers regularly com-
plain about products traded by competitors. Since mar-
ket surveillance also has the task of promoting fair com-
petition, these complaints have to be investigated to see 
if these products pose any risk to the consumer. Since the 
complaining entities are familiar with the market and the 
potential risks, their complaints may well point to serious 
de�ciencies.

https://webgate.ec.europa.eu/idb
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The information obtained may be valuable for de�ning 
market surveillance programmes. Note however, that 
the complaining entity has an economic interest, which 
might have motivated the complaint.

4.2.4 Data based information systems
Although RAPEX (Rapid Exchange of Information on 
Products posing a Serious Risk) is primarily meant to in-
form the authorities of the other Member States about 
speci�c products that have been found dangerous, anal-
ysis of the noti�cations also reveals which product cat-
egories regularly give rise to safety problems. Moreover 
valuable information on the speci�c shortcomings can 
be obtained which is useful for determining the test pro-
gramme for projects concerning such products.
Other systems where such information may be found in-
clude (see Annex H for more detailed information):

CIRCA (platform for exchange of information within 
the ADCO groups)
The safeguard clause procedures (often exchanged via 
the CIRCA system)
ICSMS (IT tool for cooperation between authorities)

IT system for economic operators’ noti�cation of vol-
untary measures
The EMARS knowledge base

4.2.5 Data from previous market surveillance 
activities

Over time, market surveillance organisations gather 
large amounts of data on the product categories and 
businesses they inspect. Generally this data is �led in da-
tabases and can be retrieved for analysis. Such analyses 
can give insight into the percentages of non-conformi-
ties for speci�c product categories in the market and 
thus allow the identi�cation of problem areas. Further 
analysis can also indicate which kinds of non-conformi-
ties exist and thereby facilitate the choice of tests for the 
product category to be investigated.  

Also, information can be extracted as to  which business-
es frequently violate the legal requirements and which 
businesses comply with legislation.

4.3 Targeting of market surveillance
The major part of the discussion on prioritising in this 
chapter has centred on the selection of product catego-
ries for market surveillance actions in such a way that the 
market surveillance contributes maximally to product 
safety. Making the right choice avoids expending re-
sources on activities that only marginally contribute to 
product safety.

After selecting what to do the question of where to do 
it has to be addressed. The practice of market surveil-
lance comprises checks at economic operators that trade 
the products. Limited resources generally do not allow 
checking all the operators active in the market segments 
that need to be covered. The market surveillance author-
ities must therefore decide which operators should be 
checked. The choices made determine the e�ectiveness 
of the market surveillance e�orts to a considerable ex-
tent. After all, market surveillance practice indicates that 
some operators follow the rules while others frequently 
break them. Targeting market surveillance at those op-
erators that are most likely to break the rules is more ef-
fective than inspection of randomly selected businesses. 
This is also in line with political priorities concerning 
‘better regulation’ like those established at EU Level (see 
http://ec.europa.eu/enterprise/regulation/better_regu-
lation/index_en.htm) and the wish to reduce the admin-
istrative burden on European industry. 

Most market surveillance authorities are aware of this 
fact and take their previous experiences about the be-
haviour of speci�c economic operators into account 
when targeting their actions. However in most cases the 
approach adopted is rather ad hoc and systematic analy-
ses are hardly ever performed. A systematic approach is 

desirable and also possible aided by the fact that over 
the years a consistent empirical basis regarding the likeli-
hood for economic operators to comply with legislation 
has been compiled. This research has aimed to identify 
and describe the variables and parameters determining 
the level of compliance with legislation from the per-
spective of behavioural sciences.

The legislation investigated in this context varied from 
compliance with tax legislation to compliance with tra�c 
regulations, with product safety legislation being practi-
cally absent. However, the �ndings are quite general and 
can be extrapolated to compliance with product safety 
legislation. The scope of this research is not limited to 
law enforcement, but addresses the whole chain from 
de�nition of policy aims, design of legislation, communi-
cation of the legislation and law enforcement.

Although law enforcement in the strict sense restricts 
itself to the identi�cation of violations and imposing 
sanctions, there are many market surveillance authori-
ties who go beyond sanctioning by applying alternative 
intervention methods. The variables and parameters not 
directly related to law enforcement are therefore also 
of interest, if only because they can help to determine 
the optimal intervention mix. A typical example of such 
studies is presented in detail in Annex E.

Taking into account the ideas described above is in line 
with other developments, such as the programmes to 
decrease the administrative burden to economic opera-
tors, the better regulation initiatives across the EU and 
the realisation that compliance assistance contributes to 
improved compliance levels. To apply methods like those 
described in Annex E deserves consideration.
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4.4 Decision tools for selecting priorities
Evaluation of available information allows selecting the 
priorities for the short term programme. Once agree-
ment has been reached about the priorities, the available 
resources can be divided. Depending on the responsibil-
ities of the authority an initial division can be made be-
tween the areas covered, i.e. between the di�erent direc-
tives, and subsequently between the di�erent product 
categories. Constraints should be taken into account at 
this stage, i.e. the necessity to keep up a minimum e�ort 
for all the directives, constraints related to the possibili-
ties of the testing facilities or the availability of expertise 
in the di�erent areas.

4.4.1 Decision tools
When done conscientiously the choice of priorities and 
the resulting distribution of resources can be soundly ar-
gued. Nevertheless, the process leading to these choices 
can be criticised for making quantitative choices based 
on qualitative arguments and for being rather subjec-
tive. Especially with regard to accountability and justi-
�cation of the choices made in expending resources, 
a more objective and transparent procedure is highly 
desirable. Due to the lack of reliable quantitative statis-
tics on the relation between the occurrence of injuries 
and product non-conformities, a fail-proof quantitative 
method for prioritisation is unlikely to emerge in the 
near future. However, attempts to develop more objec-
tive and transparent procedures have been undertaken. 
Three approaches will be brie�y discussed.

1. Group decision support systems
Group decision support systems (GDSS) are based on the 
use of computers to support decision making by groups. 
These systems vary in the way they support access to data 
and the way they structure the communication proc-
esses leading to decisions. A typical setup, experimen-
tally used in one of the Member States for deciding on 
the general high level priorities for market surveillance, 
makes use of a system that allows the participants of a 
session to immediately express their opinion on ques-
tions or statements via a sort of ‘remote control’ to the 
computer. The computer then evaluates the results for 
the whole group in the form of statistics about the reac-
tions. The decision process can be carried out in a meet-
ing room or via the Internet. Initially, the main issues and 
data about the market surveillance performances in the 
previous year are made available to the participants, and 
in open discussions proposals and ideas from all experts 
are collected. The ideas and proposals are then struc-
tured so that they can be submitted to the group via the 
GDSS. In a series of such sessions the decision is reached 
by the group.

Participation in group decisions is not limited to experts 
and managers of the market surveillance organisation 
itself. Involving outside experts and stakeholders, such 
as policy makers from the ministry and experts from ex-
ternal institutions, broadens the outlook and precludes 
tunnel vision.

The advantages of the GDSS include more precise com-
munication, synergies (members build on and extend 
ideas of other participants), improved objectivity in the 
evaluation of ideas and stimulation of individuals to in-
crease participation. There are criticisms, too. Beside 
process oriented disadvantages such as information 
overload, lack of real participation, slower feedback 
and incomplete use of information, the main criticism 
when used in this context would be the reproach that 
the method exchanges the prejudices of a single expert 
for those of the group. It seems not unlikely that the 
outcome will be dependent on the composition of the 
group, with other groups leading to di�erent decisions. 
Nevertheless, from a management point of view the 
group decisions, with the main stakeholders involved, 
have the advantage that they can claim wide support. 
The result of GDSS is a product of the views of the group 
members. A higher reliability and a wider support of the 
decision can be reached by involving participants from 
the relevant stakeholders.

2. Workshop
Planning in workshops is another way of applying a 
group decision approach. The general concept is that 
the planning takes place within a group of people with 
di�erent perspectives on market surveillance. The work-
shop can be executed in a one-day meeting.

The decision workshop could include three main parts: 
generation of ideas, selection of the most promising 
ideas and drafting of outline project descriptions of the 
selected ideas. 
a) Brainstorming

 Ideas are generated in a brainstorming session. This 
part of the workshop could involve as many partici-
pants as practicable with as many di�erent perspec-
tives as possible. People working in market surveil-
lance are obvious participants as they can contribute 
with knowledge from the market. Analysts that look 
at accident statistics will also provide valuable input. 
Representatives from stakeholders such as test labora-
tories, business associations or consumer associations 
may be invited to contribute with their knowledge of 
market trends. The focus of the brainstorming should 
be to come up with ideas for areas where market sur-
veillance is needed.
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b) Selection of the most promising ideas
A brainstorming session often produces hundreds of 
ideas. To reduce the scope of ideas to be discussed 
against a given set of criteria, the participants assign 
a �nite number of points to a limited number of ideas 
they �nd most promising. When all participants have 
assigned their points, a list is generated with the ideas 
that have been given the most points. The participants 
should review the list to check for obvious omissions 
and to see if the ideas aim at building a plan for market 
surveillance activities. Again it is an advantage to have 
participants representing many di�erent perspec-
tives.

c) Drafting outline project plans 
This phase should only involve people with experi-
ence in running or participating in market surveillance 
actions. Firstly, the group should agree on the head-
ings for the project descriptions (see Chapter 5 for in-
spiration). Next, the group must go through the ideas 
one by one and provide input for each of the headings. 
The intention of this phase is to extract as much know-
ledge and experience as possible to include it in the 
�nal project plan.

After the decision workshop and as the output of it, 
project plans must be drafted from the outline plans.

3. Multi-criteria analysis
Prioritising implies that many con�icting interests and 
constraints must be taken into account. Prioritising there-
fore has all the features of a decision that must be made 
weighing multiple criteria. To support that kind of deci-
sion making a large number of multi-criteria evaluation 
methods have been developed and applied for di�erent 
policy purposes in di�erent contexts. In the selection of 
priorities for market surveillance of consumer products 
the goal of the multi-criteria analysis is the ranking of dif-
ferent groups of products in order of priority.

A crucial �rst step is the selection of the criteria relevant 
for assessing the order. These would of course include 
the (relative) risks of the product groups. There may be 
other criteria, derived from the market surveillance vision 
document or related to economical constraints. The lat-
ter would aim to avoid spending too much on very high 
risk items for which the situation can not be improved by 
market surveillance. Criteria found useful in this context 
that have been used in experiments with multi-criteria 
analysis in one of the Member States were risk, risk ac-
ceptance and cost. Each of these criteria itself actually 
represented a cluster of other more concrete criteria 
thought to provide a sound basis to score the cluster.

For the risk cluster the following criteria were used:
risk assessment of the product group
vulnerability of the user group (e.g. children or elderly 
population)
accident statistics: the number of emergency treat-
ments caused by incidents with the product group
cost of the medical treatment after these incidences
expected development of the risk in the near future 
(aging population, increasing possibilities to rent 
heavy equipment etc.)

The risk acceptance cluster provided an estimate of the 
priority given by society to the risks associated with the 
products. Risk acceptance comprised:

political and media attention regarding the product 
category
risk perception of the public with respect to the prod-
uct
frequency of consumer complaints

The cost cluster included:
presence of useful legal and standard requirements
observance level (from historical data)
resources required to address the risk

Once the criteria are de�ned, the di�erent risks associ-
ated with the speci�c product categories have to be 
scored on all sub-criteria in all clusters. Scoring can be 
done in di�erent ways: ranking, relative scores, score ta-
bles. Where possible, scoring should be based on quan-
titative data, which is available in the form of accident 
statistics, historical data on observance levels etc. If no 
reliable quantitative data can be obtained, qualitative 
data or expert judgement is used.

The criteria have to be weighted. Weighting is done on 
the level of the criteria clusters, where the relative weight 
of the criteria clusters must be determined. To reduce the 
element of subjectivity in this step, performing a group 
decision process (see GDSS group decision support sys-
tems above) is advised. In the group decision process 
instantaneous feedback on the in�uence of di�erent 
weighting of the criteria should be provided, so that the 
in�uence of the decisions made is immedia tely clear. The 
process is then iterated until satisfactory weighting fac-
tors are established.

For added con�dence a sensitivity analysis can be per-
formed in which the sensitivity of the �nal criteria values 
for changes in the weighting factors is investigated. This 
stage can be combined with the calculation of the over-
all product risks and their rankings, �nally giving a list of 
priorities. 

4 MARKET SURVEILLANCE  THE PLANNING STAGE (Continued)
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Table 1 below shows an example of a multi-criteria analy-
sis. The table lists the scores for three clusters and the re-
sulting score for the composite criterion for two product 
safety �elds: products with chemical/toxicological risks 
and risks of Do-it-yourself products under the LVD. The 
conclusion is that the procedure is quite useful for priori-
tising within product groups. Indeed the high rankings 
of chain saws and circular saws, as well as that for rubber 
teats correspond to expectations.

Product hazard risk
0.50

perception
0.25

cost
0.25Rank Score

1 Rubber teats – plasticizers – toxicity 4.18 4 4.3 4.4

2 Toys for the bath – plasticizers – toxicity 3.30 3.4 3.9 2.4

3 Wood preservatives – toxicity 3.21 3.6 2.8 3.1

4 Dolls etc. – plasticizers – toxicity 3.02 2.9 3.9 2.4

4 In�atable toys – plasticizers – toxicity 3.02 2.9 3.9 2.4

6 Phenol in �oating toys – toxicity 3.01 3.6 3 2

7 Isophoron in �oating toys – toxicity 2.88 3 3 2.5

8 Cadmium in wooden toys – toxicity 2.71 2.9 3 2.1

9 Scoubidou strings – organic tin – toxicity 2.69 2.4 3.5 2.4

10 Scoubidou strings – plasticizers – toxicity 2.45 1.7 3.9 2.4

11 Key rings – plasticizers – toxicity 2.22 2.3 1.9 2.4

Do it Yourself equipment risk
0.50

perception
0.30

cost
0.30Rank Score

1 Circular saws – amputation 3.89 4.3 3.1 3.8

2 Chain saws – amputation 3.86 4 3.1 4.4

3 Electric grinders – eye injuries 3.43 3.6 2.1 4.4

4 Tile sawing machines – amputation 3.18 3.3 2.3 3.8

5 Wallpaper steamers – burns 2.78 2.9 2.5 2.9

6 Pneumatic jackhammers 2.73 2.8 2.1 3.2

7 Mitre saws – cuts 2.56 2.2 2.5 3.2

8 Circular saws – cuts 2.49 2.6 2.8 2.1

9 Tackers – eye injuries – �nger injuries 2.29 2 2.5 2.6

10 Rough service luminaires – electrocution 2.29 1.4 1.9 4.4

11 Electric hedge trimmers – cuts 2.27 1.9 2.1 3.2

4.4.2 Selection and prioritisation
The result of this stage of the planning e�ort is a division 
of resources between the di�erent terrains and within 
these terrains between the di�erent product categories 
which can serve as the basis for specifying the activities 
and projects for the coming period.

Table 1: Results of multi-criteria analysis for two product categories (example).
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4.5 Overall planning –  
consolidation of project plans

Once the priorities have been selected and the short 
term programme �nalised, it can serve as the basis for 
specifying the activities and projects for the coming pe-
riod. To reach a detailed working plan, speci�c market 
surveillance projects must be developed, the resources 
need to be attributed to speci�c projects and person-
nel and laboratory resources must be assigned to these 
projects and activities.

The time frames during which the activities are performed 
are also important in this phase. Detailing the short term 
programme into a detailed ‘activity programme’ is a con-
siderable planning e�ort. It will require expertise from all 
areas involved, not only management.

At this stage, it is necessary to obtain an overview of the 
total portfolio of activities for the coming period, their 
cross-links, and the demands they put on the organisa-
tion to ensure that the market surveillance organisation 
can manage all the activities foreseen for the coming pe-
riod. This requires that project outlines are drafted and 
consolidated.

For many authorities, detailing the short term pro-
gramme into speci�c activities and projects is consid-
ered part of the short term programme; the project plans 
are incorporated in the short term programme. Since the 
planning period is generally one year, the short term pro-
gramme is in most cases an annual programme.

Drafting the project outlines requires a translation of 
the still rather general priorities de�ned in the short 
term programme into precisely de�ned activities. The 
activities speci�ed can be well-described projects (as is 
customary with most authorities), speci�c enforcement 
actions, import controls in cooperation with customs or 
any other activity requiring resources and listed in the 
short term programme.

Similar outlines should be made for all activities includ-
ing reactive market surveillance, as this also uses resourc-
es. Reactive market surveillance can not be planned in 
detail, but a good idea about the required capacity can 
be derived from historical data.

Where the short term programme attributes resources to 
market surveillance activities aimed at speci�c product 
categories (the priorities) these now have to be �lled in, 
usually in the form of projects. At this stage it is not nec-
essary to draft detailed project plans; project outlines 
(project summaries) will su�ce as long as they include all 
information needed for �ne tuning the overall planning:

estimated number of inspections
approximate number of samples taken
initial estimate of tests needed
estimated human resources and competences re-
quired to run the project; basic �nancial requirements 
for the project
time constraints, time frames and deadlines (if neces-
sary)

4 MARKET SURVEILLANCE  THE PLANNING STAGE (Continued)
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Such project outlines must be compiled for all activities 
listed in the short term programme, including the ex-
pected activities for reactive market surveillance. Once 
available, the total resources needed can be compared 
to the resources available and a check can be made as 
to whether the attribution of resources is in line with the 
original intent. Further �ne tuning can then be done in 
an iterative pro cess, taking into account time constraints 
and phasing (i.e. not all activities can be done at the 
same time).

The �nalised planning is best conceived as a document 
comprised of the short term programme and the cata-
logue of project outlines and other activities (i.e. reactive 
market surveillance estimates). It is then available for ref-
erence by all employees involved in the execution of the 
programme. The planning document also serves as basis 
for management control of the progress of the planned 
activities over the planning period and for purposes of 
accountability and justi�cation. See also Chapter 5 for 
detailed project planning.

4.6 Controlling using key performance 
indicators

It is not uncommon for the execution of the planned ac-
tivities to deviate from the schedules the planners had in 
mind. Therefore proper management requires that the 
execution of the activities be monitored, to see if the ex-
ecution needs adjustment or if adjustments in the plan-
ning are necessary. Similarly it is necessary to monitor 
the budgets to avoid overspending.

Monitoring the progress of the planned activities can be 
seen as a cyclic process as depicted in Figure 6 for the 
annual programme. Information about the progress of 
the planned activities is fed back to the management at 
regular (monthly or quarterly) intervals. To this end data 
related to the progress of the processes involved are col-
lected at regular intervals and reduced to information 
that summarises the progress of the activities for the 
management, without causing information overload. 

Reporting the results of all inspections, lab tests and le-
gal cases by transmitting the case �les is not useful for 
process control purposes. A set of parameters is required 
which can serve as an indicator for the progress; for this 
the data collected are translated into key performance 
indicators.

On the basis of the key performance indicators the per-
formance of the organisation is regularly evaluated. When 
discrepancies with the planning are identi�ed corrective 
action can be taken. Corrective action can involve:

shifting manpower or other resources from one to an-
other activity
adaptations to the annual programme or the project 
plans

Performance indicators
Possible indicators to measure the performance of an 
organisation can be divided in output and outcome indi-
cators. Output indicators are indicators that summarise 
the performance of the organisation. There is no direct 
relationship with the intended results of the activities 
in terms of output. Outcome indicators are indicators 
that focus on the intended e�ect of the activities by the 
organisation. Which parameters are useful in a speci�c 
case depend on the organisation of the market surveil-
lance authority and the goals de�ned in the short term 
programme.  

a) Output based performance indicators
Traditionally the performance of a market surveillance 
organisation is measured through output indicators as 
they are easy to obtain.

Annual Programme

How to intervene Collect data

Translation to 
 Performance indicators

Analysis of problems and 
deviations from planning

Evaluation of  
Performances

Project3
Project 2

Project 1
Other 

activities

Other 
activities

Other 
activities

Figure 6: Control cycle of short term planning.
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Typical output indicators are (in absolute �gures or per-
centages):

number of inspections
number of products investigated
number of laboratory tests
number of measures taken against unsafe products
number of voluntary actions taken by economic op-
erators
number of items withdrawn from the market
number of sanctions imposed
accumulated size of product batches a�ected by other 
measures
processing time (from sampling a product to conclud-
ing the case)

All of these indicators measure output of the market sur-
veillance organisation. Measured against the resources 
spent, such parameters also give an indication of the ef-
�ciency by which the activities are performed. The pa-
rameters can be used for reporting the activities of the 
market surveillance authority in general and they can 
immediately be used in the management‘s periodical 
follow-up on the activities.

The advantage of using numbers of inspections and 
laboratory tests as performance indicators is that they 
are generally easily available from the IT systems and 
that complicated translation from basic data is avoided. 
A disadvantage is that they do not directly relate to the 
e�ectiveness of the e�orts, because they do not give 
any information on the in�uence of the activities on the 
compliance behaviour of economic operators. Another 
problem associated with using these indicators for con-
trolling purposes is that they neglect the quality of the 
items measured. Steering on these indicators to bring 
results in line with the planning may result in increasing 
numbers of inspections and tests performed at the cost 
of reduced quality, i.e. the personnel ‘work for numbers’ 
instead of doing market surveillance.

Output indicators are assumed to correlate with the 
organization‘s impact on society. As an example, the 
number of measures taken by the authority against dan-
gerous products is an output indicator. Taking measures 
against dangerous products reduces the exposure of 
consumers to those products, which is likely to decrease 
the number of accidents as well.

This output indicator may therefore provide an indirect 
measure of the impact or outcome of market surveil-
lance. 

b) Outcome based performance indicators
In a recent development several Member States are ex-
perimenting with outcome based performance indica-
tors. Outcome based performance indicators are seen as 
being more relevant, because they measure the resulting 
e�ects of the activities of the organisation, rather than its 
output. Obviously outcome parameters used as indica-
tors for the e�ects should be related to the policy aims of 
the responsible ministries and the authority. 

Since most market surveillance authorities in the �eld of 
consumer products set product safety as their �rst prior-
ity, a suitable outcome parameter would be the reduc-
tion in product related injuries thanks to the activities 
of the authority. Regrettably there are no statistics avail-
able that directly relate changes in the number of injuries 
to speci�c market surveillance activities. Indeed even the 
statistics on product-related incidents do not identify the 
injuries directly caused by product non-conformities.

Although obtaining information about the e�ect of mar-
ket surveillance activities on the general health and safe-
ty of the consumers remains important, at present there 
is no practicable performance indicator available based 
on this type of outcome.

Observance levels
A more useful outcome indicator is the ratio between 
compliant products and products that do not comply, 
hereafter called the observance level. E�ects of enforce-
ment actions are likely to be re�ected in the observance 
levels measured, but measuring outcome in this way also 
has the advantage of measuring the e�ect of other ac-
tivities designed to increase the observance levels. The 
capacity spent for awareness raising in industry and 
trade and the e�ort invested in compliance assistance 
may therefore contribute to the measured e�ects. 

Moreover, measuring the observance level as an indica-
tor of the e�ectiveness of market surveillance also pro-
vides a useful insight to the market situation and, when 
measured regularly, it can be used to direct activities and 
to measure the contribution to the goal of improving the 
safety of products on the market.

4 MARKET SURVEILLANCE  THE PLANNING STAGE (Continued)
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Though in principle this is a useful indicator suitable to 
optimize the e�ciency and e�ectiveness of market sur-
veillance, there are disadvantages, too. These are mainly 
associated with the di�culty of and the costs involved 
in the measurement of observance levels. Measuring the 
observance level for a speci�c product category requires 
the measurement of a su�cient number of randomly 
selected samples, the exact number depending on the 
number of di�erent products for sale on the market and 
their market shares, as well as the observance level itself. 
In markets with a vast choice of products (like toys, for 

example) the number of samples may easily reach up to 
50 if an accurate estimate is to be obtained. All samples 
must be measured. For an observance level of 96% (4% 
non-compliance) the large majority of samples comply. It 
can be argued that all these measurements do not lead 
to interventions and therefore hardly contribute to the 
e�ciency of the market surveillance. 

The planning, execution and follow-up of projects is fur-
ther discussed in Chapters 5, 8 and 9.

4.7 Feedback from stakeholders
In many market surveillance organisations it is consid-
ered good practice to discuss the proposed programme 
with stakeholders. These may include the ministries re-
sponsible for product safety policies and the legislation 

that the market surveillance authority is required to en-
force, trade and industry representation, and consumer 
organisations. Possibly adaptations are suggested at 
these discussions, after which the programme can be 
�nalized.

Example: The joint action on lighters (see Annex A) constitutes as indicators of the success:
The share of non-compliant lighters that are found on the European market;
The share of non-compliant lighters that are imported to Europe;
The share of non-compliant lighters that are produced in Europe;
The share of shops that markets novelty lighters.

All of these actually illustrate the use of observance levels as performance indicators, as the project also de�nes the  
ambition to reduce the percentages of non-compliance and compliance to be 2% and 98% respectively.  
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5 PROJECT PLAN SETUP

This chapter describes the practical issues to be ad-
dressed in the planning of market surveillance projects. 
The development of a plan that clari�es and describes 
the practical steps to be taken in a project is considered 
best practice.

A proper project plan will serve as a good basis:
to guide project execution
to guide management’s supervision of the progress 
in the project. It might be appropriate to report to the 
management in connection with important milestones.

for the quality management of the project
for transparency towards the ‘outside world’. Market 
surveillance projects should not be kept con�dential. 
Proper and timely information about the project and 
its results to stakeholders can be used to increase the 
impact of the activities before, during and after the 
project.
for capturing historical data. Project plans are a source 
of knowledge and experience. Future projects within 
the same �eld might bene�t from previous project 
plans if available.

5.1 Project description
The result of planning of a project is described in a 
project description. 

The �rst paragraph in the project description must give 
an overview of the project. It would often comprise a 
(short) description of the background for the project, 
the mandate, the scope, the terms of reference and the 
objectives. The description of the background should in-
clude the rationale behind the project, e.g. re�ections on 
the risk assessment.

Considerations that lay behind the steps in the project 
planning are given in 5.2 to 5.11 below.

The project description should address the following is-
sues, but some can be omitted if there are obvious rea-

sons; for example in very small projects involving very 
few people: 

Project description
Project organisation
Human resources
Financial aspects
Risk assessment principles
Product investigation setup
Test laboratories
Communication strategy
Cooperation with di�erent stakeholders
Internal communication
Project plan approval

These issues and other relevant considerations are dis-
cussed in detail in 5.2 to 5.11 below.

5.2 Project organisation
The responsibilities and tasks of the people involved  
in the project must be clearly de�ned before execution 
of the project is started. The project description should 
also develop a time frame with decisions on how and 
when the progress of the project has to be reported. This 
is particularly important when the project is big.

The following issues must be considered during the planning:
Sta�ng (number and competences)
Tasks, responsibilities and commitment for sta� in-
volved
Timeframe and milestones
Reporting procedures; content and time frame.

Possibly there are time constraints between initial in-
spections and the initiating of the legal procedures that 
result when o�ences are found. Timing is therefore of 
great importance and the planning of the project should 
ascertain that the necessary resources in manpower and 
facilities are available at the time they are needed. To as-
certain proper timing the following milestones are part 
of the project description:

Visits to economic operators �nalised
Products sent to the test house
Testing started 
Testing �nished
Risk assessment �nalised
Communication sent to general public
Final report ready
Reporting procedures; content and time frame

The above-mentioned issues are to be considered as ex-
amples. It is important to notice that the project manage-
ment de�nes milestones within the scope of the project.
A second consideration relates to time contingencies in 
the markets. Especially for seasonal products, for exam-
ple products sold for Christmas or for summer activities, 
the products are available only in certain periods of the 
year. It should also be realised that imports and manu-
facture of such products may precede the actual selling 
season considerably and that inspections at importers or 
manufacturers must be made earlier. Time schedules for 
actions should take this into account. 



43

5.5 Risk assessment principles
The project description should describe which risks are 
addressed by the project and how the the risks of indi-
vidual products are evaluated in general. It should iden-
tify the basic risk assessment techniques to be adopted.

Harmonised standards exist for many products, especial-
ly products under the new approach directives, such as 
the Low Voltage Directive or the Toys Directive. In these 
cases, risk assessment, although not being fully covered 
by the standard in some cases, is closely linked to the 
conformity of the product, i.e. if the product conforms 
to the standard, it is presumed to satisfy a su�cient 
safety level. Therefore the purpose of the investigation 
is to check if the product meets the requirements in the 
standard. The authority decides which requirements of 
the standard are applied. The conclusion should be re-
�ected in the project plan.

If there are no harmonised standards applicable to the 
products investigated in the project, the project plan 
should describe which parameters are tested, which test 
methods are applied, which requirements have to be sat-
is�ed  for the product to comply and which risks occur 
when the product does not comply.

The description should be fairly broad and general and 
discuss issues such as:

Description of major risks
Methodology of risk assessment
Compliance or non-compliance with harmonised 
standards
Safeguard clause noti�cations, RAPEX noti�cations 
and noti�cation by business
Injury data
Possible impact on consumers
Historical data and experiences from other similar ac-
tions

5.3 Human resources
To succeed with market surveillance projects or activities 
it is of great importance to de�ne the human resources 
needed and necessary competences.

The competences needed depend on the speci�cs of the 
project, types of products or product groups, the stake-
holders concerned and the communication and infor-
mation required. Necessary competences will need to be 
clari �ed as a part of planning in the �rst stage.

In complex projects it will be natural to work with a group 
of o�cers with di�erent skills. It is recommended that all 
projects include legislative expertise in order to handle 
formal a�airs with stakeholders.

The resources needed for the project must be determined 
and made available before  the start of the project. It is of 

vital importance that those persons involved commit them-
selves to the project and have necessary support from their 
leaders. A project description should include all persons in-
volved and amount of resources committed to the project. 
The planning should address the following issues:

Personnel resources needed
Competences needed
Skills needed
Availability and reliability of resources
Particular training requirements for participants in the 
project

When special skills are within the framework of the 
project required from the �eld o�cers, for example 
because uncommon �eld tests need to be performed, 
training must be provided.

5.4 Financial aspects
Part of the planning is the budget broken down into 
number of man-days and external costs, itemised as de-
tailed as practically possible.

Examples of important headlines in a budget for a mar-
ket surveillance project are:

Cost of personnel
Expenses regarding
– Travel
– Purchase of products
– Testing
– Information
– Gathering of data
– Analysis of results
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5 PROJECT PLAN SETUP (Continued)

5.6 Product investigation setup
When planning the investigations to be carried out in 
the project one should consider that the demand for re-
sources increases with the level of detail that is requested 
from the project. 
Decisions need to be taken on the following questions 
discussed in detail in the following subsections.

5.6.1 Are products to be sampled in shops or at 
the manufacturers/importers?

Market surveillance actions generally involve inspections 
and sampling at facilities where products are traded. 
Therefore at some point one must decide which facili-
ties will be inspected during the action and where (and 
which) samples should be obtained or checked.

For maximum impact a number of issues deserve con-
sideration: 
The product safety legislation in the EU directs most of 
its requirements to those manufacturers and importers 
that �rst place a product on the European Market. 
Inspections aimed at these actors are a good choice, be-
cause the results of the action potentially extend further 
than just the local market. Indeed, taking action against 
unsafe products at companies that serve the European 
market bene�ts consumers across the entire European 
market.

Both for market surveillance projects aimed at the local 
market, as well as for cross-border actions, inspections are 
preferably aimed at manufacturers, importers or distribu-
tors. In other words, enforcement has to be made at the 
source. If non-compliances are found, further distribu-
tion of the product is easily stopped and the information 
regarding further measures that might be necessary, like 
withdrawal from the retailers or recall from the public, is 
likely to be available here. In comparison with non-com-
pliances found during inspections at retailers, this avoids 
the necessity of tracing back the distributor. Moreover, if 
the products are sampled at the importers, the situation 
can be immediately discussed with the importer and, if a 
screening test on the spot reveals shortcomings, imme-
diate measures can be taken. Furthermore, samples are 
taken at the beginning of the supply chain, which means 
that non-complying products can be removed from the 
market when needed.

However, there may be speci�c reasons to aim market 
surveillance at retailers, for example when the market 
is fragmented and the products are imported in small 
batches by many di�erent small importers. In that case 
distribution over the retail market is not by a single ac-
tor but by many. The companies involved are generally 
small, may only import single batches and are not always 
known to the market surveillance authority. In such cas-

es the advantage of enforcement at the source partially 
vanishes. In other cases (big) retailers operate as import-
ers or market their own brand products. In such cases 
sampling may be done as e�ciently in the retail market.

Sampling at retailers may also be preferred for other rea-
sons. If products are sampled in the retail stores, it would 
often be possible to do so quickly and in a less costly way 
(especially if the importer is located remotely). 

Visits to retailers can be performed anonymously if there 
is a risk of being misled by the retailer’s sta�. Usually 
however,  for reasons of transparency the visit to retailers 
is performed in an o�cial way by presenting the task and 
intentions. It must also be underlined that in some Mem-
ber States anonymous sampling is legal, while in others, 
no legally valid samples can be taken anonymously.

The marketing of products is generally directed to spe-
ci�c groups of customers: manufacturers may aim at 
high sales by o�ering inexpensive products, or they may 
aim at high margins by selling expensive ‘design’ prod-
ucts for smaller groups of wealthy customers. It is argued 
that, compared to expensive products with high margins 
of pro�t, the small margins obtained with cheap prod-
ucts encourage compromises in design and production, 
which makes such products more likely not to comply. 
Therefore it may be e�ective to direct market surveillance 
activities to those products and companies that operate 
at the lower end of the market. It should be realised how-
ever, that upmarket products can also fail to comply and 
that the likelihood of such di�erences depends on the 
speci�c market or product.

Another factor deserving attention is market share. A 
fairly common situation is that a small number of brands 
from only a few manufacturers form the vast majority of 
sales of a category of products. The remaining share of 
the market is then divided by numerous small players 
and traders. Market surveillance directed at the market 
leaders then potentially forces the vast majority of pro-
ducts sold in compliance, but in most cases it is directed 
to the more reliable manufacturers, who are most likely 
to comply in the �rst place. 

The same e�ort directed to the players with only mar-
ginal market shares might well yield more non-conformi-
ties or detect more non-complying products although it 
helps to improve the safety of only a minor number of 
consumers.
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5.6.2 Which businesses are to be inspected
The ability to select companies for inspection presuppos-
es that su�cient information about the market involved 
is available to the authority. The information should al-
low the selection of companies for inspection, while tak-
ing into account the relevant considerations in 4.3. 

Market surveillance organisations operate in these mar-
kets and should have much information available from 
experience and previous activities.

When the knowledge required is not available it should 
be gathered systematically by performing a ‘market 
survey’. The goal of the market survey is to obtain the 
information required to make a sensible selection of 
companies for inspection. This goal determines which 
information is required and how it can be obtained. For 
example, for steam irons on the European market the 
number of di�erent brands is limited and it is easily pos-
sible to compile a complete overview of the brands and 
models o�ered for sale. Contrarily, the variety of (name-
less) wooden jig saw puzzles is such that a complete 
overview would be hard to obtain. An approach that 
aims to �nd the main importers and key players, or on 
the other hand the importers or players which have had 
problems in previous market surveillance programmes 
in this market would be more useful.

Sources of information include advertisements and bro-
chures, Google searches, websites of companies in the 
�eld, consumer organisations and their publications, di-
rect mail etc. 

Field inspectors can also play a major role in gathering in-
formation about the markets involved and can be asked 
to contribute their knowledge for the market survey, or 
to actively gather information.

Another good source of information is represented by 
well-known and reputable manufacturers associations, 
whose primary aim is to defend and increase the fair 
competition level through e�cient market control of the 
so called ‘free riders’.

5.6.3 Which products should be sampled: prod-
uct speci�cations

A clear and precise de�nition of the type of products that 
is the subject of the action is important to avoid compli-
cations during the execution and reporting phases. The 
simple intention to enforce legislation for such-and-such 
products may well lead to a scope that is much wider 
than originally thought. For example, where luminaires 
are given as the subject of an action, inspectors are likely 
to sample a wide variety of luminaires: wall mounted 
and ceiling mounted luminaires, standing luminaires, lu-
minaires with �uorescent tubes as the light source and 
luminaires with light bulbs, LED lighting etc.

Of course, this may be the intention, but such a variety of 
products complicates the action considerably. Probably 
di�erent (sub) standards apply for these subcategories, 
multiple risk analyses have to be done for the di�erent 
varieties of products, and the tests required may be dif-
ferent. The interpretation of results and reporting are 
also a�ected. Limiting the scope is then likely to lead to 
lower costs per checked product and will be more e�-
cient.

Once the types of product have been decided upon, a 
good starting point for de�ning the scope precisely can 
often be found in the standards that apply for those 
products. Many European standards cover a wide range 
of similar products in a single standard. General require-
ments for the whole product group are then given in 
part 1, while speci�c varieties of this kind of product are 
covered more extensively and speci�cally in their own 
subparts.

Not all standards are equally suitable for this approach. 
Horizontal standards, which formulate requirements for 
speci�c safety aspects for a whole range of products, are 
hardly suitable to specify the product range precisely. 
The Toy Standard EN 71, for example, mixes horizontal 
safety requirements which hold for many kinds of toys, 
with speci�c requirements for subgroups of toys. If the 
project aims for a very speci�c type of toys, the standard 
itself may not give a suitable de�nition of the product 
type. While studying the standard remains useful, ob-
taining a good overview of what is on the market can 
then help to limit the scope of the project.

The risk focused approach is an alternative to the usual 
product focused approach. Market surveillance projects 
to tackle a speci�c risk in wide-range consumer products 
are feasible and have been carried out, especially in the 
�eld of toys and products for children. The issue can be, 
for example, strangulation risks, that can be found in 
clothing, toys and home decoration. Such an approach 
directly addresses risks in consumer products and so con-
tributes to improved product safety. A standard like the 
toys standard is well suited to support this approach.

Example: for luminaires, EN 60598 part 1 gives general re-
quirements for luminaires, while part 2 gives the require-
ments for speci�c types of luminaries. Part 2 contains 
25 sections, each for a di�erent type of luminaire. These 
include diverse types as portable general purpose lumi-
naires (IEC 60598-2-4), recessed luminaires (IEC 60598-
2-2) and luminaires for use in clinical areas in hospitals 
and health care buildings (IEC 60598-2-2:1996). Since 
each section de�nes the luminaires for which it de�nes 
the speci�c requirements, they provide a useful means 
to precisely specify the scope of a project. Note, however, 
that it may be wise to further restrict the scope, when 
within sections di�erent tests are required for di�erently 
built products. This avoids complications for the labora-
tory and increased expenses in the test phase.
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5 PROJECT PLAN SETUP (Continued)

It is important to translate the product speci�cations 
de�ned for the project in such a way that the �eld of-
�cers involved in the inspections and sampling have a 
clear idea of what is expected. A guidance sheet for the 
inspectors, explaining the scope and where necessary 
illustrated with examples of what is intended, may be 
useful to avoid misunderstanding. Such guidance sheet 
may also be useful for customs o�cials who are asked 
to undertake initial product screening, as described in 
Chapter 11.

5.6.4 Are products tested physically or is the 
investigation limited to documentary 
checks?

The best way to check that a product is safe and ful�ls 
all legal requirements is by physical (or chemical) tests. 
On the other hand physical tests are costly and time-con-
suming.

Market surveillance based exclusively on documentary 
checks is very cost-e�cient but will only catch those 
products for which de�ciencies are found in the techni-
cal �le.

Often both approaches are combined and a decision 
must be made about which documents and which physi-
cal properties should be checked.

A recent best practice in some Member States takes a 
di�erent approach to documentary checks and assesses 
the production control procedures at the producers or 
importers. This is also very cost-e�ective and will most 
likely reveal more shortcomings, but it will also only catch 
products with errors in the procedures of the papers.

For details on market surveillance strategies, refer to 
Chapter 3.3 and to Chapter 7.1.3 for information on docu-
mentary checks.

5.6.5 Documentary check – Declaration of con-
formity or type approval

When documentary checks will be part of a particular 
surveillance project, one must also decide which docu-
ments should be requested and checked. For Global Ap-
proach Directives, this obviously means acquiring the 
declaration of conformity, but the authority might want 
to go further than that and request test reports, type ap-
proval or other documents depending upon the legal 
requirements that are to be checked. Of course access to 
such documents is only obtained at the economic opera-
tor responsible for placing the product on the European 
market. Retailers and (national) distributors are not le-
gally required to have such documents available.

The checkpoints should be included in a checklist.

If de�ciencies are noted in the documents, or the product 
does not seem to be in accordance with the documents 

submitted, tests of the product should be required by 
the authority.

5.6.6 Are products sampled randomly or after 
an initial check on the spot?

Sampling at random immediately gives an idea about 
the condition of the market, e.g. the level of non-compli-
ance etc. For this the sampling scheme must be designed 
taking into consideration factors such as the number of 
samples, price ranges, the geographical scope of the sam-
pling, seasonal factors etc. On the other hand random 
sampling implies that the market surveillance authorities 
spend a lot of resources checking safe products.

Alternatively the market surveillance o�cer can do ini-
tial checks on the spot, so that only dangerous products 
are selected. This leads to a more e�cient use of the re-
sources in the authority, but the results will lack statisti-
cal signi�cance and provide only a limited feedback on 
the condition of the market. The results of these prelimi-
nary checks, in general, will not be used to start any legal 
action.

5.6.7 Are products taken for testing  
at a laboratory?

Often a market surveillance authority may want to con-
sult a laboratory to have the sample tested. On the other 
hand, this is not mandatory and it is not always neces-
sary, depending on the legislation, the competences of 
the market surveillance o�cer and the traditions and 
culture of the Member State.

While in some Member States a formal decision backed 
up by a test report from a laboratory is required, in oth-
ers the market surveillance inspector has the powers and 
the ability to take action himself in case of severe and 
obvious shortcomings.

Tradition in certain Member States calls for consultations 
between the economic operators and the authorities. In 
such cases a screening test may be su�cient as the ba-
sis for the consultation and ‘negotiation’ on the proper 
measure.

5.6.8 Are products collected (bought) or does 
the authority write to the economic  
operators requesting samples?

National legislation and tradition often determine how 
samples can be taken. In some Member States the au-
thority may have the legal powers to take samples with-
out payment, while in others, legislation requires that 
samples taken must be paid. Even in the �rst case it 
might however be preferable to deviate from this prac-
tice, especially in the case of very inexpensive products, 
where it might be easier to buy the products.
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Instead of visiting the manufacturer, the authority can 
write to the  manufacturer, requesting them to send sam-
ples for testing. This decision should be taken based on 
previous experience with the operators, taking the cost 
of a visit into consideration. The drawback of requesting 
samples in this way is that the producer may choose to 
send only compliant samples (so-called ‘golden sam-
ples’), whereas a market surveillance inspector would go 
for the non-compliant ones.

5.6.9 Reports on complaints from consumers 
with importers/producers.

Any intervention by the authority in the market is likely 
to cause reactions. The reaction may include complaints 
from producers (‘If my product is dangerous, why don’t 
you do something about my competitor’s then?’) and 
from consumers, if the activity has raised public aware-
ness.

Ideally, the authority should decide beforehand how 
such complaints are handled. (See also Chapter 6 on  
reactive market surveillance).

5.6.10 Testing on the spot (tools & training)
The project description lists which on-site tests are re-
quired. Often, the market surveillance o�cer can use 
some simple on-site tests to select the products from the 
shelf that will most likely fail in a laboratory test.

Such tests should be described beforehand and the �eld 
o�cers must possess the necessary competences when 
they are going to do the testing. This might necessitate 
training of the �eld o�cers.

Testing on the spot is described in further detail in 7.1.5 
(Preliminary physical checks by use of the ‘toolbox’, in-
structions and tools required for checking).

The inspector must be able to identify himself as market 
surveillance o�cer and must be equipped to take sam-
ples. For sampling materials like sample packaging, sam-
ple labels and seals would be required. For identi�cation 
of samples a camera should be available.

Speci�c projects may require additional equipment. If the 
project includes product tests in the �eld the necessary 
equipment must be made available. Examples include 
test �ngers to check if live wires can be touched in elec-
trical investigations and templates for testing small parts 
in toys (see also 7.1.5.3, Toys (under the Toys Directive)). 
For quality assurance reasons some of these instruments 
may require calibration which should then be facilitated, 
possibly by a noti�ed laboratory.

Finally, one should determine whether personal protec-
tive equipment is needed for the �eld o�cers or labora-
tory personnel and whether this is available. 

5.6.11 Sampling and testing in laboratories
The authority should decide on the number of samples 
and to which tests the samples will be subjected.

In de�ning the test programme one should realise that 
market surveillance is not the same as conformity assess-
ment. Conformity assessment requires checking whether 
a product ful�ls all requirements of the applicable stand-
ard. If it does it is considered to be in conformity with the 
Directive; it carries the presuntion of conformity.

Market surveillance on the contrary checks if the prod-
uct is safe. This is generally more e�cient if the resources 
are spent on the safety requirements on which products 
most commonly fail, i.e. not all requirements need to 
be tested. In that way the number of tests per sample is 
restricted and testing costs per sample decrease. More 
samples can then be investigated for the same amount 
of money, leading to increased enforcement pressure 
and greater visibility of the market surveillance authority 
in the target group. 

Of course, decreasing the number of tests should not 
continue inde�nitely; the test programme should be 
designed in such a way as to press economic operators 
into compliance as e�ciently as possible. Ultimately this 
requires a conscious choice between ‘in-depth’ testing 
of only a few samples and restricted testing on many 
samples.

Where consumer safety is the �rst priority, the aim should 
be to select requirements and tests that are the most re-
levant for the safety of the product. It may be true that 
all requirements in a product standard have some sig-
ni�cance for the safety of the product, but generally it is 
possible to make a selection of requirements that covers 
the most important safety aspects. The starting point to 
make the selection is the risk analysis of the product. 

From the risk analysis the main hazards and their relative 
importance are identi�ed. Once the hazards are known, 
the requirements in the standard that address these haz-
ards can be identi�ed.

Other consideration can also be taken into account. Data 
from previous actions can show where non-conformities 
are common and which requirements are hardly ever vio-
lated. Analysis of RAPEX noti�cations, safeguard clauses 
and ICSMS data of shortcomings found in the product 
category complement these data.
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5 PROJECT PLAN SETUP (Continued)

Example: Circular saws and mitre saws present several 
hazards, but the danger of cutting oneself is an impor-
tant one. This is testi�ed by the accident �gures that 
show many cases where operators have cut themselves, 
often resulting in the loss of �ngers and parts of the ex-
tremities. Harmonised standard EN 61029-1:2000 (Safety 
of transportable motor-operated electric tools), includ-
ing the sections relating to circular saws and mitre saws, 
contains several requirements that explicitly address the 
cutting risks of these machines. Typical are the require-
ments that all cutting parts not involved in the cutting 
should be shielded so that they can not be touched. Part-
ly the shielding is required to be �xed, but since the blade 
must come free to allow sawing, a part of the blade must 
be shielded by a movable hood. There are requirements 
for this hood, too. Clearly conformity to these require-
ments is important for the safety of the product and they 
are prime candidates to include in a testing programme 
for these kinds of saws.

It is important to consult the laboratory with regard to 
the design of the test programme. The laboratory can 
indicate if it is equipped to perform the tests proposed 
and can also tell how expensive and time-consuming 
the tests are, what capacity is available, when and what 
consequences these preconditions have for the pro-
gramme.

The result should be a complete proposal, listing all re-
quirements that are to be checked in the action.

5.6.12 De�nition of intervention schemes for the 
project 

Once the test programme is known there is a fair idea of 
the non-conformities that can be expected. Coupled to 
the information from the risk analysis already available in 
4.2 (Prioritising) it is then possible to de�ne the interven-
tion schemes for the action, i.e. which interventions or 
sanctions will be applied for speci�c non-conformities.

Obviously the intervention schemes de�ned for the 
project should be in line with the general policies of the 
organisation as discussed in 3.6.1 (Intervention policies) 
in the context of broader principles of proportionality 
and consistency.

However, the general intervention policy describes in 
global terms the levels of risk and the corresponding 
sanctions to be used. For the action the interventions for 
very speci�c violations must be decided upon. In prac-
tice this amounts to deciding what level of risk a non-
conformity with a speci�c standard requirement poses 
and which intervention or sanction it justi�es.

5.6.13 Check lists
It is best practice to draw up check lists for those require-
ments that should be checked by the market surveillance 
sta�. Such lists will help the sta� in carrying out the right 
tests for all products.

The results from the checks should be stored in the ‘case 
�le’ for each product or programme.

In general, the check list would normally include: 
clear identi�cation of the product: product description 
clear identi�cation of company under inspection 
(name, legal entity, address etc.)
checks on the presence of CE-marking
checks of the declaration of conformity: its availability 
and detailed speci�cations of the items required to be 
inspected (if applicable)
availability of the technical �le (if applicable)
checks of the labelling requirements, with detailed 
speci�cations of all items to be checked (obligatory 
labelling, obligatory safety warnings etc.)
any additional requirements, for example require-
ments for which measurements must be performed in 
the �eld
name of the involved inspector

Similar preparations need to be made for other actors 
participating in the project, like the laboratories in-
volved and possibly the communication department 
and administrative departments taking care of the legal 
arrangements.

5.6.14 Report forms
The project description can contain report forms to be 
used for reporting the results from the tests. This is par-
ticularly important if the tests are carried out by the mar-
ket surveillance o�cers themselves as there will be no 
test reports from any laboratories to record the results.

Furthermore, it might be bene�cial to develop further 
reporting forms to capture the results from visits to pro-
ducers, screening tests etc.
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5.8 Communication strategy
The project description should also de�ne the informa-
tion exchange and communication planned during and 
after the project. This includes for example informing or 
‘pre-warning’ the industry, communication with other 
stakeholders (consumer organisations, business associa-
tions, the general public), the publishing of the results, 
etc.

Communication may �ow via several channels:
Awareness campaigns
Information on the Internet
Communication with consumers associations before 
and during projects
Information through media
Meeting or conferences with stakeholders
Direct mail

The intended use of these channels must also be ad-
dressed during the planning.

5.9 Cooperation with di�erent  
stakeholders

All market surveillance projects create interest among 
other organisations and stakeholders. The identi�ca-
tion of  interested parties in advance in order to estab-
lish good relations is important for the outcome of the 
project. The project description should address who 
will be involved, in what way and when they are to be 
involved and whether their involvement goes beyond 
receiving general information from the authority.

Typical stakeholders are business associations that are 
involved to ensure a general support to the project, the 
European Commission for projects with a European di-

mension and the political hierarchy if the project deals 
with sensitive issues.

Examples of cooperation with stakeholders are:
Cross-border cooperation with other Member States
National cooperation with other enforcement bodies
Risk communication with stakeholders or other au-
thorities
Cooperation with business and consumers associa-
tions
Cooperation with customs

The cooperation can use the channels described in the 
previous paragraph.

5.7 Test laboratories
When deciding which laboratories should be involved in 
the project, a number of considerations must be made.

Some authorities have test facilities of their own whereas 
others rely on commercial test houses.

Some authorities cooperate with one or more laborato-
ries for a long period of time. In that case the choice of 
the laboratory is obvious. Other authorities shop around 
or use di�erent laboratories depending on the product 
that is investigated. In that case it is necessary to discuss 
why a speci�c test house is selected and what commer-
cial conditions apply.

In some cases (in particular big projects) it could be rel-
evant to compare several test houses and carry out so-
called round robin tests where several test laboratories 
perform the same tests on the same products. Such a 
test could prove useful as a kind of pre-quali�cation.

It is also important to discuss whether the laboratory 
should have an accreditation. If the laboratory does not 
have an accreditation, the authority should undertake 
an investigation of the laboratory’s competences, refer-
ences, equipment, procedures etc. and document the 
results meticulously.

Authorities in several (neighbouring) Member States may 
�nd it advantageous to cooperate on testing. This is easi-
est to do when the Member States run joint projects – an 
approach that has been applied in the LVD area several 
times by the Nordic countries in the NSS cooperation1. 
The biggest advantage of doing joint testing is econom-
ic. It is easier to negotiate advantageous tari�s because 
the number of tests will be higher when more Member 
States join forces.

The authority may want to publish a call for a tender (or 
may be obliged to do so) to select the best laboratory 
for a project. If this route is followed, it is important, for 
reasons of transparency, to be careful in describing the 
criteria that the laboratory must meet to participate in 
the tender as well as  the criteria that will be applied to 
make the �nal selection.

The �nal step is entering into a formal agreement with 
the selected test house(s) on the commercial agree-
ments. This can be seen as a milestone that should be 
reported to the management and listed as such in the 
project description.

1 Nordisk Sikkerheds Samarbejde (the Nordic Safety Coopera-
tion); a Nordic equivalent to PROSAFE.
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5.10 Internal communication
Before �nalizing the project plan it is advisable to discuss 
the project design with the personnel participating in the 
project. Depending on the project design, participants 
in the discussion should include the �eld inspectors, 
the laboratories and the communications department. 
Sometimes it can also be useful to involve legal depart-
ments and the administrative departments in charge of 
legal follow-up. 

The design of the project should be explained in detail. 
Topics to discuss are:
a) For the inspectors

the guidelines for the project and the relevant check lists 
the intervention policy
the suitability of the equipment 
the clarity of the inspection and sampling procedures

Also the need for additional training for the project 
should be discussed.

b) For the laboratory:
laboratory programme and procedures 
information requirements

All parties involved must be informed and allowed to 
give feedback about the time schedule of the project, to 
make sure that the time schedule proposed is feasible. 
Intervention policies, communication aspects and fol-
low-up are also of interest for all parties involved.

The main purpose of such a meeting is to make sure that 
everyone in the project knows what his expected con-
tribution is, rule out misunderstandings from obscurities 
in the check lists, guide and procedures and agree on a 
feasible phasing of the project. It is also an opportunity 
to re�ne the design of the project.

Organizing market surveillance projects is mainly the job 
of well-educated higher o�cials. When done well and 
whenever full co-operation and understanding is sought, 
continual communication is needed with all layers of the 
working force involved in the project, and feedback has 
to be taken seriously. 

The �eld inspectors know what problems they are likely to 
encounter during inspections and the laboratory knows 
what may become a bottleneck there. Thoroughly evalu-
ating the feedback obtained is almost always well worth 
the e�ort: when taken seriously it makes it possible to 
avoid predictable hurdles at any stage of the project and 
thus contributes to the smooth execution of the project.

5.11 Project plan approval
The project plan should undergo a formal approval. For-
mal approval by the management implies support for 
the project team and will facilitate the implementation 
of the project. 

Usually inspectors, lawyers or engineers propose 
projects, which are then prepared by a manager and ap-
proved by a director. Several Member States also have 
advisory boards or boards that must approve projects 
that exceed given limits.

Normally, a plan is prepared by the market surveillance 
department; it is then presented to an advisory market 
surveillance committee to obtain comments and advice. 
Afterwards, the plan will be adjusted according to the re-
actions from the committee and then be presented for 
the top management for �nal approval.

5 PROJECT PLAN SETUP (Continued)
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Not all activities in market surveillance can be planned. 
Market surveillance authorities are forced to react to 
events such as accidents, consumer reports, etc. This is 
referred to as ‘reactive market surveillance’. The activities 

undertaken in reactive market surveillance correspond 
to the activities undertaken in the proactive market 
surveillance. There are however important di�erences, 
which are the focus of this chapter.

6 REACTIVE MARKET SURVEILLANCE

6.1 Reactive vs. proactive  
market surveillance

The following Figure 7 illustrates the di�erence between 
reactive and proactive market surveillance.

Reactive market surveillance is normally triggered by an 
outside event, e.g. an accident. The market surveillance 
authority must decide whether it will take up the case or 
leave it (a choice that sometimes must be made under 
considerable attention from parties such as  the media). 
If the case is taken up, an investigation follows, and after 
that a risk assessment which leads to the risk communi-
cation phase.

Market surveillance authorities will often �nd themselves 
under pressure when working with reactive market sur-
veillance; �rst, there is a sense of urgency as the product 
is most likely dangerous (it is suspected of having caused 
an accident), and second, the case may attract a lot of 
interest from the public (if it has been noticed by the me-
dia). In such cases the authority might �nd itself forced 
into taking decisions on strong measures rapidly.

Proactive market surveillance on the other hand is a 
planned activity derived from the long- and short-term 
plans of the organisation. The market surveillance of-
�cer will make a project plan and set up sampling crite-
ria which will serve as the base of selecting a number of 
products for investigation. The investigation will usually 
comprise laboratory testing and documentary checks. 
The results will go into the risk assessment, and the re-
sults from that will in turn go to the risk communication 
where adequate and proportionate measures are de-
cided.

The di�erences between proactive and reactive mar-
ket surveillance are outlined in the Table 2. The column 
‘reactive market surveillance’ is split in two columns de-
scribing ‘critical cases’ and ‘other cases’. In this context, 
a ‘critical case’ is understood as a case that is based on a 
police enquiry or a case that involves (or might involve) 
the media. Critical cases always need attention from the 
market surveillance authority – even if the authority de-
cides not to take up the case. 

  Reactive Proactive

Trigger Accident Short-term
plan

Plan project

Sample product

Investigate (Test)

Carry out risk 
 assessment

Proposed  
measure

Investigate

Carry out risk 
 assessment

Proposed  
measure

Figure 7: Reactive vs. proactive market surveillance.

Go/
No-go
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Reactive
market surveillance

Proactive
market surveillance

Critical cases Other cases

Who takes the initiative to 
the action?

The market surveillance 
 authority (based on input from 
media, producers, consumers, 
police etc.).

The market surveillance 
 authority (based on input from 
media, producers, consumers, 
police etc.).

The market surveillance author-
ity itself based on criteria laid 
down in a plan. The authorities 
act independently from any 
kind of external inputs.

What triggers the action? Accident (fatality) – perhaps in 
another Member State

Accident, incident
Complaint
 Noti�cation from another 
Member State

The long-term or short-term 
plan.

Focus of the activity To solve the potential problem with the individual product 
(group).

To get an overview of the mar-
ket and solve safety problems 
with products.

How are products se-
lected?

Products are given once the case is taken up. Products that meet the 
 sampling criteria for the project 
are selected for further investi-
gation.

Planning horizon Hours (if at all possible). Days – weeks. The project can be on the 
 activity plan years ahead.
The activities in the project can 
be planned months ahead.

Public attention (via 
media)

High or extremely high. None or little. The authority decides if and 
when to publish results from 
the project. This allows the 
authority time to prepare 
 messages etc.

Time for administrative 
procedures

A few days. Weeks, a few months. Weeks, a few months (for each 
individual product).

Implications for economic 
operator

Potentially large
Magni�ed by attention from 
media.

Depending on the non-
 conformities found.

Depending on the non-
 conformities found.

Critical issues Handling of media
Communication
Allocable human resources
 Establishing good contacts 
with producer
 Skills in risk assessment and 
legal procedures

Risk identi�cation
Prioritising of complaints
 Establishing good contacts 
with producer

Project planning
 Skills in administrative 
 procedures

6 REACTIVE MARKET SURVEILLANCE (Continued)

It is important to realise that the market surveillance au-
thority always has the opportunity to decide if it will take 
up a given case or not. The authority is not obliged to 
investigate each and every complaint or enquiry that is 
presented to it. However, it will be wise to use transpar-
ent criteria in the prioritising of the enquiries. This is par-
ticularly important when dealing with potentially critical 
cases. Such cases should be assessed individually and 
the authority should prepare an explanation if it decides 
not to take up a case.

It is also important to have e�cient tools in place for the risk 
identi�cation and prioritising of complaints and enquiries 
to avoid overloading the authority with irrelevant cases.

Even if reactive market surveillance activities are trig-
gered by outside events, it is possible to some degree to 
predict or plan the activities. The authority may before-
hand  decide to spend a maximum amount of resources 
on the activities or it may have objectives to investigate 
a given number of accidents each year. Furthermore, the 

Table 2: Comparison of reactive and proactive market surveillance.
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�ow of complaints or accident reports may be fairly sta-
ble or vary in a predictable manner which could also be 
taken into account when planning  such activities.

The focus of reactive and proactive market surveillance 
is slightly di�erent. The focus of reactive market sur-
veillance activities will most often be on one speci�c 
product and the aim will be to solve a potentially emerg-
ing safety problem. The focus of a market surveillance 
project will be on a given product group or a given risk 
and the aim will be to clarify the status for the involved 
product group – and of course to solve any encountered 
safety problems with tested products.

Another issue that emerges more often in reactive market 
surveillance than in proactive market surveillance is that of 

critical cases. The most important characteristics for critical 
cases are the urgency, the nature of the hazard and the me-
dia attention which can cause high pressure on the author-
ity to ‘do something quickly’. Often, such cases are started 
because of (serious) accidents. This implies that the prod-
uct might present a serious risk so the authority has to deal 
with it rapidly to prevent more accidents from happening. 
On the other hand the authority would want to investigate 
the case thoroughly as the necessary measure could have 
a high impact on the industry – an impact that is magni-
�ed by the attention from the media. Furthermore, the 
authority must act in a legally correct way to avoid trouble 
afterwards with the producer. These contradictory condi-
tions pose a dilemma for the authority and require that the 
authorities master communication – communication with 
the public, the media, the producer etc.

6.2 Risk management background
The reactive market surveillance activities are initiated 
from di�erent sources: accidents and �res, reports from 
consumers or media, reports from manufacturers, im-
porters or retailers, noti�cations from other Member 
States (RAPEX and safeguard clauses).

The detailed description of the sources and the way they 
are considered and managed is given in Chapter 4.2 
 Prioritising.

6.3 Basic risk identi�cation
Two aspects of risk identi�cation are particularly impor-
tant in the context of reactive market surveillance.

First, critical cases must be identi�ed as such among the 
huge number of complaints, accident reports, enquiries, 
RAPEX noti�cation the authority receives. These critical 
cases must be handled quickly to protect consumers as 
e�ciently as possible.

Second, e�cient mechanisms for �ltering the rest of the 
information must be in place to focus the authority’s at-
tention on products with safety or conformity problems. 
Unimportant cases that were left initially may come back 
as critical cases if they are taken up by media or the au-
thority may receive more complaints about the same 
product. In either case it will be important to be able to 
�nd all information about all previous cases to have a 
picture of the situation that is as complete as possible. 
Therefore, it is best practice to register all complaints 
even if no further handling takes place.

6.4 Identi�cation of �nancial and human 
resources required for reactive market 
surveillance

The most important single aspect when discussing re-
sources in the context of reactive market surveillance is 
the authority’s ability to reallocate su�cient resources 
quickly to cope with emerging cases.

The amount of resources for reactive market surveil-
lance is di�cult to be estimated beforehand. Experience 
however indicates that the share could be considerable 
– perhaps up to half of the resources that are available for 
market surveillance. It will however largely depend upon 
the authority’s ability to focus on the important cases.

One has to bear in mind that it might be necessary to 
shift resources from planned projects to reactive market 
surveillance activities during the year. Reactive market 
surveillance tends to attract a lot of attention because it 
involves following up on accidents and other cases where 

urgency is necessary. Another factor to be considered is 
that often such cases generate media interest. Moreover 
the authority must be prepared that something starting 
out as an investigation of a single product may evolve 
into an entire project with many products being investi-
gated if it turns out that the underlying problem gener-
ally applies to an entire category of products.

The basic competences needed for reactive market sur-
veillance are the same as those needed for proactive 
market surveillance. However, it is more important that 
reactive market surveillance cases are executed and fol-
lowed up correctly, as they might more likely end up in 
court or could originate from police investigations.



54

6 REACTIVE MARKET SURVEILLANCE (Continued)

Further to these competences are a number of quali�ca-
tions that are particularly important in reactive market 
surveillance:

Skills in communication to and handling of relations 
with the press are important – in particular when deal-
ing with critical cases.
Some inspectors will need to investigate �res caused 
by products and must be quali�ed for this purpose. 
Trainings are available from commercial providers.

It will also be important to be skilled at interviewing 
consumers. When investigating accidents it is impor-
tant to �nd out as much as possible about how the ac-
cident happened.

These competences would most likely not be combined 
in one person. Instead the authority should organise a 
team to work together on critical cases.

6.5 Ensuring collection of data for  
reporting

For purposes of reporting in its annual report, the author-
ity will �nd it bene�cial to ensure due collection of data 
in order to report some of the statistics on the output 
and outcome from the reactive market surveillance. Such 
statistics can be derived from the information registered 
for any product that is investigated (Chapter 7).
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7.1 Implementation of the project plan: 
On-site market surveillance  
Inspections & Sampling

7.1.1 Final preparations
It may be bene�cial to run an information campaign to-
wards all stakeholders, e.g. business associations and con-
sumer organisations, before commencing any inspection 
activities. The purpose would be to provide general infor-
mation on the project. One should also consider dissemi-
nating general information to all economic operators. Such 
information could be in the form of a letter that discusses 
the main features of the project including its background 
and objectives. In some Member States it is required by 
law to notify the economic operator before undertaking 
any kind of inspection or visit. Here it seems obvious to in-
clude information about the project in the noti�cation.

Before starting the activities it is recommended to carry 
out a short training session for the sta� involved in the 
project in order to harmonise the approach. The train-
ing may include a presentation of basic principles of the 
project, main tasks, a demonstration of test probes (if ap-
plicable) and a brief introduction of checklists and report-
ing forms.

It is highly recommendable to use inspection forms. It will 
support the inspector‘s work and help ensure uniformity 
in the inspector‘s approaches.

Such a form could be electronic or on paper. It should have 
the following items:

Date and venue.
Name and address of the economic operator (incl. contact 
details for the responsible person).
Name of inspector and authority including contact details.
A list of the products that were inspected including an 
overview of the checks that were undertaken.
Clear identi�cation of any products that have been taken 
for further investigation by the authority.
If applicable, a reference to detailed test reports.
Signature of both parties.
The form should also present an overview of the further 
process in case products have been taken for further in-
vestigation, including references to relevant legislation 
and an outline of the rights of the economic operator.

7.1.2 Inspection process
Once the inspector goes to the premises of the economic 
operator to carry out an inspection, it is considered best 
practice to begin with a brief introduction of the project 
(its background, objectives, the underlying legislation, 
etc.). The purpose is to ensure that the economic operator 
will understand the aim of the inspection and hopefully 
be more engaged in any actions he is required to perform. 
The overall �ow in the initial phase of any market surveil-
lance case is presented in the following diagram:

It consists of four tasks:
Documentary check
Indicative physical check
Laboratory testing
Risk assessment

Note that the �rst two tasks could be carried out in either 
order. Some authorities prefer to start with a documen-
tary check before requesting samples, in order to avoid 
spending time on products that can be banned because 
of incomplete documentation. Other authorities prefer 
to start with an indicative physical check to focus their 
work on products with dangerous shortcomings.

It is considered best practice to involve the importer or 
manufacturer at the earliest possible stage in the case 
to obtain input and to ensure that action can be taken 
quickly if dangerous shortcomings are found.

7.1.3 Documentary Checks
The purpose of the documentary check is to �nd out if all 
necessary documents are available and correct.

Normally one would expect to �nd the following docu-
ments in a technical �le:

Technical documentation showing the construction of 
the product.
Test reports or other documentation that demon-
strates the conformity of the product.
Products that fall under one or more new (or old) ap-
proach directives also have a declaration of conformity.

The GPSD covers a wide variety of products – from prams 
and battery operated electronic devices to wooden 
spoons. Therefore, the level of documentation will vary 
considerably depending on the complexity of the prod-
uct. For very simple products (like the spoon) the pro-
ducer may not be able to produce any documentation 
at all.

7  MARKET SURVEILLANCE PROJECTS  THE IMPLEMENTATION STAGE

Documentary 
check

Indicative physical 
check

Laboratory testing

Involve producer

Risk assessment

Involve producer

Figure 8
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7 MARKET SURVEILLANCE PROJECTS 
 THE IMPLEMENTATION STAGE (Continued)

7.1.4 The toolbox: the basic checking and 
testing equipment to be used by market 
surveillance inspectors

Often market surveillance inspectors would like to carry 
out preliminary tests or investigations of a product to make 
an initial assessment of the risk of the product, to �nd out if 
the product should be taken for further investigations or to 
decide which properties should be tested at a laboratory.

For this purpose it is bene�cial to have a toolbox with se-
lected tools at hand. The contents of the toolbox depend 
on the category of product that is being investigated, i.e. 
the applicable requirements.

An initial description of the contents of such a toolbox 
can be given, however:

A digital camera (preferably with the possibility of tak-
ing close-up photos at a distance of 20 – 25 cm)
Folding rule or measuring tape
Screwdrivers (di�erent sizes and slots)
Di�erent pairs of tongs and a pair of nippers
A pair of tweezers
 A small parts test cylinder (as de�ned in EN 71-1)

Further tools that could be considered would include:
A �nger-shaped test probe to test accessibility to live 
parts (as de�ned in EN 61032)
A dynamometer (to test toys for loose parts)
Small ball test probe (as de�ned in EN 71-1)
Head and torso test probes (as de�ned in EN 1176) to 
test playground equipment, prams etc.

Magnifying lens or jewellers 5x eye loupe (useful to 
read small print instructions and batch codes)
Micrometer (useful for measuring the thickness of 
plastic bags)
Circuit tester / voltmeter (useful to check for connec-
tions between electrical earthing and exposed live 
parts – only to be used after proper safety training!)

In practice further test equipment could be developed 
for speci�c purposes or projects.

7.1.5 Preliminary physical checks by use  
of the toolbox, instructions and tools 
required for checking

Normally market surveillance actions focus on sampling 
and testing the most dangerous products rather than 
sampling and testing products at random. This means 
that the inspector should carry out some testing of the 
products to make an initial assessment of the risk and to 
decide if the product should be taken for further investi-
gations. Furthermore, such initial checks could focus the 
laboratory tests on the potential shortcomings, meaning 
that test costs can be saved.

Ref Type of risk Notes
1 Burns Tactile injury, heat, etc. – versus �re

2 Chemical Including allergy, cancer, poisoning

3

Choking Mechanical obstruction of the �ow of air from the environment into the lungs. Choking 
prevents breathing and can be partial or complete. Prolonged or complete choking re-
sults in asphyxiation and is potentially fatal. Choking can be caused by, e.g., introduction 
of a foreign object into the airway.

4 Cuts

5 Damage to hearing

6 Damage to sight

7 Drowning

8 Electric shock

9 Fire

10 Health risk / other

11 Injuries External and internal

12 Microbiological Including bacteriological, viruses, mould

13 Su�ocation
Result of airway obstruction external to the mouth and nose or internal airway obstruc-
tion by closing o� the �ow of air from the mouth and nose by objects wedged in the 
mouth or pharynx or lodged over the entrance to the lower airways.

As an example, stability tests of many products are car-
ried out by placing the product on a well de�ned slope 
and observing whether the product is stable or falls over. 
Such a slope could be constructed from project to project 
as the required angle di�ers from one product category 
to the other and as the area that is necessary to carry out 
the test also varies.

Table 3: Risk types used for RAPEX noti�cations.
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It is not possible to give a general description covering 
any kind of product for such investigations. Instead de-
scriptions can be given for product categories:

7.1.5.1 Products under the GPSD
There are many ways in which injuries and associated 
risks can be described but one can get an indication 
of the possible risks from the list of risk types used for 
RAPEX noti�cations (see Table 3). 

The GPSD covers a large variety of products. Therefore it 
is di�cult to present a list of speci�c checkpoints but the 
following points apply to almost all products:

Check the marking of the product. Can the name of 
the producer be found on the product?
Is the product supplied with instructions for use?
Are they in the language of the country?
Are there any sharp edges in places where users touch 
the pro duct?
Are there any splinters (applicable to wooden prod-
ucts in particular)?
Does the product seem highly �ammable?
Does the product get very hot in places where users 
touch it (intentionally or unintentionally)?

 A few supplementary checkpoints can be indicated that 
apply to special product categories.
With regard to child care products:

Does the product contain small parts?
Does the product contain strings that could strangu-
late the child?
Does the product have openings where children can 
get their heads or �ngers trapped?

 With regard to toys that are sold as other products,  
often marked ‘This is not a toy’ or ‘Collector’s item’:

Does that assessment seem correct compared to the 
use of the product and compared to the sales channel?
Candle light holders and other long products:
Is the stability of the product reasonable or could it fall 
over when tilted a few degrees?

7.1.5.2 Electrical products  
(under the Low Voltage Directive LVD)

Visual check of the product. Does it seem to be of rea-
sonable quality? 
Check the marking of the product. Can the name of 
the producer be found on the product?
Is the product supplied with instructions for use?
Are they in the language of the country?
Are rated voltage and power indicated?
Does the product have a CE-mark?
Are any live parts accessible (after removal of parts 
that can be removed without use of tools)?
Do the plug and the supply cord look correct? Or is the 
supply cord too thin?
Pull the supply cord �rmly: is it su�ciently �xed in the 
supply cord anchorage?

Are any sharp edges found around the supply cord or 
around any other wires?
Does the product look attractive to children? If so, is it 
powered through a transformer?
Does the lamp fall over easily when tilted a few de-
grees? (Applicable to portable luminaires in particular)

7.1.5.3 Toys (under the Toys Directive)
Check the marking of the product. Can the name of 
the producer be found on the product?
Does the product have a CE-mark?
Is the toy marked ‘Not suitable for children under the 
age of 3 years’? Does that seem correct?
Are there any small parts (which are easily detached)?
Are there any sharp edges?
Are there any splinters? (Applicable to wooden toys in 
particular)
Does the toy have ‘fur’, ‘clothes’ or ‘hair’ that seem 
highly �ammable?

7.1.5.4 Products under the Personal  
Protective Equipment Directive

Check the marking of the product. Can the name of 
the producer be found on the product?
Is there, if necessary, a warning text on the product?
Does the product have a CE-mark and a reference to 
applied standards?
Is there a document of conformity?
Does the product have a product certi�cate (European 
test certi�cate for category 2 and 3)?

7.1.5.5 Instructions and warnings
Are products accompanied with instructions for use?
Are these instructions in the language of the country?
Are they complete and clear (in particular translations 
have to be checked)?

7.1.5.6 Check list and reference to standards
It is recommendable to develop a checklist describing the 
most important checkpoints when a project concerning 
a speci�c product category is de�ned. Checkpoints and 
tests should always be developed from requirements 
laid down in harmonised standards whenever possible. If 
such standards do not exist it is advisable to use require-
ments that are generally accepted, e.g. requirements 
from European non-harmonised standards or commonly 
used national standards. It is important to recall that 
the test is only indicative, i.e. it indicates whether there 
might be a shortcoming in the product. Such tests can 
be used to discuss compliance with producers but it is 
unlikely that any measure can be taken based on indica-
tive tests (unless the shortcoming is clear and obvious). In 
some countries, however, legislation obliges the inspec-
tors to take action against obviously dangerous products 
on the spot.
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7 MARKET SURVEILLANCE PROJECTS 
 THE IMPLEMENTATION STAGE (Continued)

7.1.6 Requirements for sampling  
and registration of samples

The sampling policy di�ers between authorities: some 
take three samples of each product. The �rst sample is 
sent for investigation. The second sample is kept to be 
investigated if the �rst sample turns out to have dan-
gerous faults. The third sample is stored for reference 
should a court case arise from the case. If three samples 
of a product are to be taken, it is important that the in-
spector make sure they are taken from the same batch.  
This is fairly straightforward to do if the product is clearly 
marked with a batch or lot code, for example, cosmetics. 
Where products do not have batch or lot code marking 
it may be advisable to take the three samples from the 
same, ideally previously unopened, container. Alterna-
tively the inspector may be satis�ed that the products 
look identical and there is no reason to believe they are 
not part of the same batch. That might be advantageous 
to know during the investigation and for possible discus-
sions with the producer.

Many authorities take only one sample of each product. 
This is simpler and less costly for the producer. If a short-
coming is found, the authority will contact the producer 
to resolve the case. The risk in such an approach is that 
the producer may claim that the product tested by the 
authority was the ‘one-in-a-million’ example that did not 
meet the safety requirements. It may be quite di�cult 
for the authority to dispute this unless it can �nd another 
non-compliant product on the market. This problem is 
however seen to be minor in practice, as the inspectors 
or the laboratory people can most often decide from the 
type of the shortcoming whether it is a design fault or a 
single fault occurring during the production phase.

In some (rare) cases the number of samples is de�ned in 
the corresponding directive or standard. This is for in-
stance the case for child-resistant lighters (EN 13869) and 
�reworks (EN 14035).

It is considered best practice to leave a receipt where 
the product was collected as proof that an authority has 
sampled the product.

When the products are collected, they must be regis-
tered. This implies that cases are opened in the docu-
ment management system and all additional data are 
registered in the authority’s system. The registration 
should include at least three (digital) photos of all prod-
ucts showing the product itself, the marking of the prod-
uct and the packaging.

7.1.7 Packaging and labelling of collected  
samples

Once the products have been collected and registered 
they should be sent to the laboratory. During this stage 
it is important to mark all products carefully so that the 
tests afterwards can be easily assigned to the correct 
product. It is very important that products sent to test 
houses and laboratories can be properly identi�ed and 
located at all stages of an investigation. The use of a 
standardised and recognisable unique identi�er is highly 
recommended.

The identi�er may be made up of di�erent elements, for 
example:

the inspector’s initials
the date of purchase/seizure
the initials of the economic operator/business in-
volved
a sampling sequence number
a case number

During the testing, the laboratory may also assign its 
own unique testing reference to the product.

The products must be packed in a way that does not a�ect 
the integrity and the safety of the product. It will most of-
ten be possible and preferable to use the original packag-
ing. When products are not new (i.e. taken directly from 
the sales chain) and especially when they are investigated 
as part of a criminal court case, an accident or a �re, spe-
cial attention should be devoted to packing the products 
in a way that does not change the product. In extreme 
cases it might be impossible to send the product; one 
would have to personally carry it to the laboratory.

7.1.8 Information to economic operators
At this stage the involved economic operator should be 
informed, preferably in writing. The information may be 
fairly short and general. It should present the following 
information:

Information that a case has been opened
Identi�cation of the product
The reason why the case was opened (e.g. as part of a 
project, as part of an investigation of an accident, or 
what would be the reason for collecting the product)
An overview of the further process
An indicative time schedule
Preliminary information on the legal steps that could 
be taken toward the economic operator concerned.
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7.2 Testing in laboratories

7.2.1 Extent of laboratory investigation
Most market surveillance actions include testing at a 
laboratory but it is important to realise that such testing 
is di�erent from the testing a laboratory would do for a 
manufacturer to prove conformity. The authority would 
seldom need a full test of compliance with all safety 
requirements. Rather, the authority would want the 
laboratory to focus on �nding the dangerous shortcom-
ings. This is usually described in the contracts with the 
laboratory. They would typically allow the laboratory a 
few hours to test a few critical properties, �nd the most 
dangerous shortcomings and describe them in a short 
report.

7.2.2 Assess the test reports 
There is an important distinction between the test re-
port and what is needed to justify a measure against a 
dangerous product.

The test report from the laboratory describes a number 
of properties where the product does or does not com-
ply with the standard. The test report in itself does not 
evaluate whether such non-compliances are dangerous. 
As an example, access to live parts in an electrical prod-
uct and missing indication of country of origin are both 
considered to constitute instances of non-compliance. 
However, access to live parts is considered to be a very 
serious risk whereas missing marking is not seen to pose 
any direct safety risk at all. Thus, those two non-compli-
ances would justify very di�erent measures.

Therefore the authority, in consultation with the labo-
ratory and/or technical experts, must evaluate all non-
compliances described by the laboratory and assess the 
risk associated with each of them. This evaluation must 
conclude with an overall assessment of the risk of the 
pro duct.

To do this the authority must perform a risk assessment 
as described in Chapter 10 of this Book. This method is 
general and can be applied to any kind of product and 
any kind of risk.

If the product is tested against a harmonised standard, it 
will be possible to describe the most common shortcom-
ings and the severity of the associated risks in a table, as 
is done for instance for electrical products in the Nordic 
Failure Code List (Annex F). This list is shared with the 
Nordic laboratories and helps the authorities and labo-
ratories get a similar view as to which faults are critical, 
which are major and which are minor.

Such lists can be developed for speci�c product groups 
or products and will ease the risk assessment. The user 
should however observe that the justi�cation for a meas-
ure should still be described for the producer in terms 
that indicate the risk, e.g. ‘The distance between live 
wires and the metal surface of the product is so small 
that there is a possibility that the wires over the lifetime 
of the product will move and touch the surface, meaning 
that the user can get a fatal electrical shock.’ A reference 
to a Failure Code List is not su�cient in this sense.

7.2.3 Witnessed testing 
Often, the authority has the possibility to monitor or 
even participate in the testing at the laboratory. Monitor-
ing could be relevant if the authority wants to check that 
the laboratory is doing a satisfactory job. The authority’s 
participation in testing would be relevant if there is un-
certainty about what test is actually needed or if the test 
methods are to be developed. This could be the case if 
the authority wants to simulate an accident or if a (used) 
product is tested for a property that is not covered by 
the standard.
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8 MARKET SURVEILLANCE PROJECTS 
 RESULTS & FOLLOWUP, INCLUDING ACTIONS NEEDED

8.1 Decision on the necessary action to be 
taken

With the shortcomings of the product and the associated 
risks known, it must be decided which legal action has 
to be taken and whether sanctions must be imposed, 
based on the principles of e�ectiveness, proportionality 
and consistency. The measures imposed should correlate 
with the gravity of the risks associated with the o�ence 
and equally grave violations should lead to similar meas-
ures (see 3.6.1 Intervention policies).

The type of speci�c measures that can be imposed and 
how they can be imposed depends on the legislation of 
the particular Member State, taking primarily into ac-
count Article 8 of the GPSD and additional measures, if 
any, imposed by sectoral directives. Listed below are the 
measures that can be taken:

O�cial warning
Alert to consumers
Sales bans
Withdrawal from the market
Recalls from consumers
Destruction of the product
Fines
Other measures

In accordance with the criteria for di�erent measures, 
the Member States’ authorities must take the appropri-
ate action.

8.1.1 O�cial warning
O�cial warnings are the least severe action authorities 
can take. A formal warning is a way to o�cially inform a 
company that it is violating the law. Obviously, this reac-
tion is for small violations with little associated risk, such 
as non-conformity with certain labelling requirements 
or shortcomings with respect to a standard provision 
with little safety relevance. The company is supposed 
to rectify the shortcomings before further deliveries can 
be made and the authorities should then verify whether 
such shortcomings have indeed been recti�ed. When 
this is not the case, stronger measures have to be taken.

Formal warnings may be useful or even required, if the 
Member States’ legislation requires the company to be 
aware of the fact that it is operating in violation of the 
law, before imposing  more severe sanctions or taking 
additional measures.  The o�cial warning then serves as 
evidence of knowledge of the violation and, when prop-
erly used and communicated, may be instrumental in 
convincing the company to take the required measures 
themselves.

8.1.2 Alert to consumers
The GPSD contains provisions that allow a Member State 
authority to order an economic operator to publish warn-
ings to the general public if the authority becomes aware 
that a certain product presents a risk to the consumers.

This measure is particularly useful under the following 
circumstances:

When a product must be withdrawn and only part of 
the consumers are known to the economic operator 
(this is normally the case);
If the potential safety issue with the product can be re-
solved by warning the consumers without modifying 
the product; and
When a product is to be recalled and it is foreseen that 
the product is so inexpensive that the user will most 
likely just dispose of the product.

Alternatively, the authority may decide to publish such 
warnings itself. This could be necessary if:

The responsible economic operator can not be identi-
�ed (this is often the case for products sold on markets 
by many small individual traders);
If the danger is so serious that consumers may be se-
verely injured (or even killed) if they do not get the in-
formation quickly; or
If the risk applies to a whole class of products rather 
than one particular make (an example being the water 
yo-yo ball case where all yo-yo balls were considered 
dangerous because the user could get strangled in the 
�exible cord).

8.1.3 Sales bans
The GPSD requires that market surveillance authorities 
have the power to temporarily suspend the supply of 
products that could be dangerous for the duration of the 
period of investigation needed to assess the risk posed by 
the product, and whether it is necessary to permanently 
ban the marketing of such products. Unlike sanctions 
such as �nes, this power gives the possibility to directly 
address (possible) risks for consumers by stopping the 
supply of products that may be considered dangerous.

On the basis of the GPSD, only dangerous products can 
be subject to a sales ban. This implies that risk analysis 
must demonstrate that the product is dangerous by not 
complying with the de�nition of a safe product under 
Article 2 of the GPSD or under the relevant sector direc-
tives. Because sales bans directly cause damages to the 
economic interests of the company involved, the quality 
of the risk analysis should be high and the results accept-
able to the courts, in case an appeal follows.

Sales bans are generally imposed at the manufacturer/
importer or at the distributor in the Member State. This 
stops the delivery of products to the rest of the sales 
chain, but does not directly a�ect the products already 
in the supply chain (further distributors, retailers).  If the 
risks associated with the product are such that this is un-
acceptable, the products in the supply chain should be 
withdrawn as well.
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8.1.4 Withdrawals
The GPSD states that for any dangerous products already 
in the market, Member States‘ competent authorities can 
order or organise the withdrawal of such products. In ad-
dition, competent authorities can also order measures to 
be taken to alert consumers. In the case of withdrawals, 
the dangerous properties are not considered to be of a 
severity that requires recalls from the consumer or the 
product may not have been delivered to consumers yet.

Before initiating a withdrawal, the authority must de-
cide what kind of withdrawal is acceptable. Products 
may be withdrawn from distributors or from the entire 
supply chain. The extent is determined by the danger of 
the product within the context of its use, as well as the 
number of units sold.

When the authority decides that a withdrawal is suf-
�cient, the economic operators concerned remain of 
course at liberty to extend it to a recall from the consum-
ers, e.g. to protect the brand. In such cases, the authority 
should facilitate this process.

The withdrawal process may involve a letter from manu-
facturer/importer to retailers which describes how to 
deal with the dangerous product. 

8.1.5 Recalls
According to the GPSD, for any dangerous product al-
ready on the market, the authorities can order, coordi-
nate or, if appropriate, organise together with producers 
and distributors its recall from consumers and its de-
struction under suitable conditions.

This gives the authorities the possibility to protect con-
sumers against dangerous products by having the prod-
ucts taken back from the end user and from the market 
across the whole supply chain. Recalls also allow con-
sumers to be alerted to the risks posed by the product.

The GPSD gives the authorities the power to organise 
recalls themselves but this is seen to be an unattractive 
measure for the authority because the information re-
quired to e�ciently withdraw or recall a product is not 
immediately available to the authorities. It must be ob-
tained from the company involved and that may be dif-
�cult if the company is not cooperative.

Although the GPSD provides authorities with the power 
to require cooperation, since the producer or distribu-
tor is obliged to recall a product when ordered by the 
authorities, the alternative, i.e. to organise the recall to-
gether with the producers and distributors, is a much 
better option. In that way, the actual recall is organised 
by the producers/distributors, who can recall products 
much more e�ciently as they have information on their 
customers and can issue recall notices in their shops, 
websites and the media. The whole process should be 

monitored and supervised by the authority to ensure 
that it is performed properly. 

In practice, this means that the company responsible for 
marketing a dangerous product should be contacted and 
informed about the hazard(s) presented by the product 
and about the necessity of a recall. Since a recall is re-
quired when the product has been found to be danger-
ous, organising the recall is generally urgent. Contacting 
the company can be done by telephone or in person by 
surveillance o�cer, but informing the company in writ-
ing is also necessary in most jurisdictions (see also 6.2). 

The extent to which the product recall is imposed is of 
course determined by the health and safety risk posed 
by the product within the context of its use, as well as the 
number of units sold.

How recalls should be performed is described in the 
‘Guide to corrective action including recalls’, which can 
be found at: http://ec.europa.eu/consumers/cons_safe/
action_guide_en.pdf. This guide is primarily aimed at 
the business community, but the information it contains 
is also useful for the authorities in the supervision of a 
recall.

8.1.6 Destruction of high risk products
The GPSD gives the market surveillance authorities the 
power to destroy products if they have been recalled 
from consumers. When imposing this restrictive meas-
ure, the authority must take into account the economic 
impact it has on the economic operator.

An advantage of such a measure is that it can be pre-
sented to the general public as an example of how the 
authority ‘�ghts for the safety of the consumer’ if the de-
struction is undertaken publicly.

A disadvantage of this measure is the economic impact 
on the company. The economic operator may argue that 
the product could be modi�ed to make it safe or that 
the product can be marketed legally in third countries. 
Both cases oblige the authority to provide convincing 
arguments to support the product‘s destruction. And  
if the products are destroyed despite the objections of 
the economic operator, he may be in a good position to 
claim compensation because the authority destroyed 
products that had economic value.

Therefore, if an authority decides that a product poses 
such a risk to the health and safety of consumers that it 
needs to be destroyed, it is particularly important that 
the authority consults the economic operator to ensure 
that modi�cation or re-export of the product is not pos-
sible.

http://ec.europa.eu/consumers/cons_safe/action_guide_en.pdf
http://ec.europa.eu/consumers/cons_safe/action_guide_en.pdf
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The GPSD’s provision to ‘order or coordinate or, if appro-
priate, to organise together with producers and distribu-
tors (…) its destruction in suitable conditions’ also allows 
the authorities to assist economic operators with the de-
struction of dangerous products.

For example, in 2005, following the �reworks disaster 
in Kolding, the Danish Safety Technology Authority re-
tested a large number of previously approved �rework 
articles that were suspected to present an unacceptable 
risk of huge explosions when stored in large quantities. 
As a result of the investigation, the approval of a large 
number of �reworks was withdrawn. The authority also 
decided that the �reworks should be destroyed because 
there was a risk that the �reworks would end up in the 
illegal market. Therefore, orders were submitted to all 
importers that the approval of their articles had been 
withdrawn and that the articles had to be destroyed un-
less the importer could prove that the �reworks would 
be used in a safe manner e.g. by professionals in display 
shows.

8.1.7 Fines
Fines are sanctions that can be applied for more serious 
violations. It should be realised, however, that whereas 
sanctions punish the violator, they do not by themselves 
protect the consumer. Therefore, in cases where the 
non-conformities constitute a serious risk to the health 
and safety of the user of the product, additional meas-
ures are required.

Nevertheless, �nes can be imposed in cases where the 
risks are such that withdrawing the product from retail 
channels or recalling it from consumers with the accom-
panying publicity is disproportional. In addition, further 
deliveries to retailers should stop and this should be veri-
�ed. If deliveries continue, the initial �ne can be raised as 
such deliveries aggravate the seriousness of the o�ence.

Note that in some cases �nes can be imposed as a con-
sequence of a failure to notify the authorities by the in-
volved economic operator or for the lack of co-operation 
from its side.

How �nes are imposed is dependent on the legislation 
in the Member State. Some authorities can impose �nes 
directly. In other Member States intervention of the pro-
secutor is required, who may settle the amount of the �ne 
(in agreement with the o�ender) or decide to bring the 
case to court for a �nal decision. Where it is the authority 
that decides on the amount of the �ne, it is necessary to 
have in place procedures that guard against arbitrariness 
(see also 3.6.1).

8.1.8 Other measures
In some jurisdictions legislation may allow other meas-
ures. For example, in the Netherlands legislation allows 
the closure of a business after intervention of a prosecu-
tor. Whereas this measure was originally aimed at shut-
ting down �lthy restaurants, it can also be used in other 
circumstances. However, it is almost never used because 
of the proportionality requirement. For all measures, the 
principles of e�ectiveness and proportionality should be 
kept in mind.

8.2 Communication with manufacturers 
and importers

Reports from manufacturers, importers and retailers 
are to be managed by these stakeholders in accordance 
with the ‘Guidelines for the noti�cation of dangerous 
consumer products to the competent authorities of 
the Member States by producers and distributors in ac-
cordance with Article 5(3) of Directive 2001/95/EC [5] ’.
Follow-up to business noti�cations by enforcement 
bodies should follow the above mentioned Guidelines 
and reactions to shortcomings should follow national 
regulations.

Where market surveillance has revealed unsafe pro-
ducts that require intervention, the violating company 
must be informed of the legal proceedings and actions 
that will be undertaken.

Figure 9 gives a schematic description of the process 
that is applied in such cases.

The way in which this is to be done depends on the 
legislation of the particular Member State. The actual 
proceedings may therefore vary, but generally involve 
informing the violating company in writing about the 
non-conformities found and the measures imposed. 
For severe shortcomings that require immediate action, 
informing the company by telephone or direct visit may 
be advisable, but this should be done in parallel with 
written communication.

When violations have been determined in products 
sampled at retailers, it is normal practice to direct the 
measures against the manufacturer or the original im-
porter in the jurisdiction. This requires tracing back the 
product from retailer to its original source which must 
be done in a way that ful�ls the legal requirements for 
evidence in court proceedings. When the product is 
imported into the country by a local distributor from 
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http://ec.europa.eu/consumers/cons_safe/prod_safe/gpsd/notification_dang_en.pdf
http://ec.europa.eu/consumers/cons_safe/prod_safe/gpsd/notification_dang_en.pdf
http://ec.europa.eu/consumers/cons_safe/prod_safe/gpsd/notification_dang_en.pdf
http://ec.europa.eu/consumers/cons_safe/prod_safe/gpsd/notification_dang_en.pdf
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elsewhere in the EU, the legal obligations set out for 
distributors in the GPSD or in a sector-speci�c directive 
apply. Measures taken by the authority must always be 
based on legislation of the Member State transposing 
the relevant EU directive and its requirements for pro-
ducers and distributors. 

Before taking measures and informing the person re-
sponsible for the o�ence, it may be necessary for legal 
reasons to formally question that person, assert his re-
sponsibility and follow the other requirements of na-
tional procedures.

Although the content of the noti�cation to the o�ender 
may vary depending on the legal requirements in the 
Member State, the following information is generally 
required: 
1.  Description and identi�cation of the product involved in 

the o�ence
–  The product involved in the o�ence must be un-

equivocally described and identi�ed. This may for 
example be accomplished by referring to the brand 
name, type and batch codes, as well as by references 
to relevant labelling on the products and informa-
tion on its origin.

–   This identi�cation can be, in some cases, very dif-
�cult because some products are delivered to the 
market without any identi�cation marks.   

2. Place and date of the inspection and sampling
–  Information about the inspection during which the 

products were sampled and/or investigated should 
be given, including the exact date and information 
on the premises where it was carried out. This would 
include the name and address of the retailer when 
the inspection was not carried out at the premises of 
the manufacturer or importer, as well as information 
that the sample was taken for testing.

3.  Test results and speci�cation of the identi�ed shortcom-
ings
–  The results of tests of the product should be given in 

a way that it is clear why the product does not ful�l 
the legal safety requirements and safety standards. 

Generally this involves:
1.  Reference to the legislation involved and to the speci�c 

requirements violated
–   Reference must be made to the appropriate laws of 

the Member State and to the safety standards used 
in the testing of the product.  The legal requirements 
that are violated should be clari�ed by referring to 
the appropriate sections of the law and describing 
how the product fails to comply with these require-
ments.  

–  Often, the non-conformity is based on a failure to 
comply with the requirements of the applicable 
safety standards. The market surveillance authority 
should clearly demonstrate the ways in which the 
product does not comply with the safety standard 
by explaining the requirements and the test results 
for the o�ending product. Since non-conformity 
with the standard is not in itself a violation of the 
essential requirements of the directives, the viola-
tion of the standard should be linked to the speci�c 
requirement in the national legislation implement-
ing the safety requirements of the relevant directive 
and explicitly referring to that standard.

2.  Announcement of the measures imposed and the legal 
proceedings that will follow
–   The communication should inform the recipient of 

the legal procedures that will follow and the meas-
ures taken by the authority. Since the legal possibili-
ties of the authorities depend on the legislation of 
the Member State, there may be great di�erences 
in the procedures to be followed. Some authorities 
can impose sanctions themselves, but often these 
are imposed by a court. The court procedures natu-
rally vary between the Member States and depend 
on the national legal framework. 

–  Also, the obligations of the recipient should be made 
clear in the communication. Where further sales are 
banned or an obligation to recall a product or any 
additional measures are imposed, this should be 
substantiated by reference to the relevant provi-
sions of national legislation. Often, the applicable 
legislation is the national implementation of the 
GPSD.

3. Information about the possibilities for appeal
–   The recipient should also be informed of the possi-

bilities to appeal against the decisions of the author-
ity, or about the possibilities for appeal in the legal 
proceedings. Again, the modalities for an appeal dif-
fer between the Member States. 

 In short, the communication to the suspect of the prod-
uct safety o�ence should enable to understand the na-
ture of the o�ence, the measures to be carried out, the 
legal consequences that will follow and the possibilities 
for an appeal. It is also important to formulate this mes-
sage in a way that follows the legal requirements. In 
general, this means that the communication is accurate 
with respect to facts and references to applicable safety 
legislation and standards, as well as contains all the in-
formation that the national legislation requires for such 
messages.
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 Variations between di�erent jurisdictions exist. Some 
authorities give the possibility to react to the mea sures 
within a certain time frame before actual enforcement 
of the measures and take the reaction into account in 
the further proceedings. Sometimes a pre-announce-

ment is made before the actual measures are taken or 
the legal procedures are started. This can then be done 
either in writing, via telephone or directly by an inspec-
tor or other o�cial.

Figure 9: Actions �ow in case of dangerous products.
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8.3 Enforcement and legal aspects 
When an authority decides to take legal action against a 
product, this must always be done by referring back to 
the legal requirements in the national legislation trans-
posing the relevant EU directives and not merely to re-
quirements in harmonised standards or technical speci-
�cations.

The ‘legal’ process is as follows:
The European Parliament and the Council of Ministers 
adopt a directive. The directive lays down essential 
safety requirements for a group of products. The re-
quirements are typically laid down in rather general 
terms such as ‘Electrical products must not cause �re 
or electrical shock’ to use an example from the LVD.
All Member States transpose the directive into nation-
al legislation by adopting national laws that generally 
repeat the requirements of the directive.
Often the safety requirements are explained in more 
detail and made more operational by safety standards. 
As an example, the essential safety requirement of the 
LVD that ‘the product must not cause electrical shock’ 
underpins several more speci�c requirements in har-
monised European standards based on the LVD, e.g. 
the requirement that the creepage distance must be 
5 mm or more.

Authorities will almost always assess the safety and non-
compliance of a product by testing it against require-
ments from the relevant safety standard. It is important 
to highlight that such tests only reveal non-compliance 

with the standard. The authority must ‘translate’ this into 
a non-compliance with the safety requirements of the 
relevant national law implementing the EU directive be-
fore an action can be taken against a product. The usual 
way to do this is to indicate that a non-compliance with 
the essential safety requirements has been revealed by 
applying the method from a referenced and harmonised 
European standard.

Please note that the reference to the legislation must 
be to the relevant national legislation and not to the EU  
directive.

Example: The minimum creepage distance in a luminaire 
is 2.4 mm when measured in accordance with the har-
monised European safety standard EN 60598-1. The re-
quirement in the standard is that the creepage distance 
must be 5 mm or more.
The authority writes a letter to the economic operator 
that states:
‘The minimum creepage distance is 2.4 mm when meas-
ured in accordance with the harmonised standard EN 
60598-1. The requirement in the standard is 5 mm or 
more.
This is considered to be a violation of the [national legis-
lation transposing] the Low Voltage Directive, Article 2 re-
ferring to Annex I, item 1d and 2a, because the creepage 
distance is smaller than what is required in EN 60598-1. 
Therefore, the product poses a risk of electrical shock to 
the user during the lifetime of the product.’

8.4 Follow-up within the market after 
�nal reactions

Once the test results have been evaluated by the author-
ity the producer should be informed again. This should 
be done in writing.

In many countries this is required by law (a so-called 
‘hearing’ of the producer). In those cases there are legal 
requirements to the letter. In general, the letter should 
contain the following:

Information that the testing of the product is �nished 
and that the authority has evaluated the test results
Identi�cation of the product
A short overview of what has happened in the case 
until now
Description of the test results
The conclusion from the authority’s risk assessment
Proposed measures 
An invitation to the producer to comment on the test 
results
Deadline for future measures to be taken

The legal procedure that follows violation of legislation 
normally leads to sanctions, such as �nes or a sales ban. 
As a last resort, the enforcement action can involve a re-
call of the dangerous product from consumers. 

Typically the following cases require follow-up action 
from the market surveillance authority:

Withdrawals and recalls, whether organised on the 
initiative of the business or imposed on the economic 
operator by the market surveillance authority, should 
be carefully monitored and supervised. This includes 
checking if the way the withdrawal/recall of a pro duct 
is planned su�ces for accomplishing the desired goal, 
monitoring of the contacts with distributors in the 
supply chain and checking if the action results in the 
return of products from the retail chain and, where ap-
plicable, from consumers.  Checks at retailers should 
be carried out to ascertain that the withdrawal has re-
sulted in the disappearance of the product from the 
shelves. Where possible, the success rate of the with-
drawal/recall should be assessed. The ‘Recall Guide’ 
gives, as an example, a �gure of 40% for umbrellas 
sold to consumers returned to the company in a recall 
action but notes that this is an exceptionally high per-
centage.
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If the measure is a sales ban at the manufacturer/im-
porter, the authority should check if sales of the prod-
uct have been discontinued, either by administrative 
checks on the �ow of products from and to the com-
pany, or by tracing back from retailers.
If products are allowed back on the market after being 
brought in compliance, a re-investigation after a short 
period of time should be carried out to establish that 
the modi�ed product is safe and that the violation has 
been discontinued.

In general, if measures are imposed, it should be veri�ed 
that the economic operator complies with these meas-
ures. A good way to assure this is to de�ne a standard 
operating procedure that prescribes new inspection and 
sampling after a reasonable period for every product 
that has been found to be unsafe.

Moreover, the authority should be aware that the same 
product can also be made available on the market via 
parallel imports. When such products are found, similar 
enforcement action must of course take place.

Where the measures concern manufacturers or �rst im-
porters into the EU that have marketed the product into 
other Member States, additional information should be 
sought on the countries of destination to facilitate track-
ing of the product for the authorities in the Member 
States of destination. This includes information on the 
identity and addresses of the buyers and the volumes 
sold into those Member States. Also, if enforcement ac-
tion takes place against a local distributor who imported 
the product from another EU Member State, the source 
of the product should be established. Such information 
on the supply chain must be part of the information ex-
change under RAPEX alert noti�cation and the safeguard 
clause procedure.
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8.5 Cross-border information
An important part of the authority’s follow-up activi-
ties is the cross-border information exchange with other 
market surveillance authorities. This is a legal obligation 
under the GPSD when the product presents a danger to 
consumers but it is also considered to be best practice to 
exchange as much information as possible.

A number of tools exist for the exchange of information 
(see Annex H for a detailed description of the tools):

RAPEX
Measures ordered by the authorities, or actions taken by 
businesses in relation to a product that poses a serious 
risk must be noti�ed via the RAPEX system to inform the 

other Member States so that they can take rapid actions 
in their national territories to prevent risks to the health 
and safety of consumers. Also measures ordered by the 
authorities in relation to products posing a moderate 
risk must be noti�ed unless they are covered by the safe-
guard clause procedure (see Annex H.1).

The safeguard clause procedures
Member States must issue a safeguard clause when the 
free circulation of a product is stopped for technical rea-
sons. Speci�c procedures establish whether a national 
measure restricting the free movement of a product is 
justi�ed or not (see Annex H.2).

8.6 Obligation for businesses to notify
One likely outcome of a market surveillance activity is 
that the economic operator decides to initiate a volun-
tary action against his own product.

This is in fact a legal obligation of all economic opera-
tors. Article 5 of the GPSD states that ‘where producers 
and distributors know or ought to know, on the basis of 
the information in their possession and as profession-
als, that a product that they have placed on the market 
poses risks to the consumer that are incompatible with 
the general safety requirement, they shall immediately 
inform the competent authorities of the Member States 
thereof under the conditions laid down in Annex I, giving 
details, in particular, of action taken to prevent risk to the 
consumer’.

This obligation of the producers and importers is very 
important and the market surveillance authorities 
should inform them about their responsibilities. This can 
be done i.e. during the normal routine investigations by 
inspectors via direct communication, through the mar-
ket surveillance authority’s websites and/or with the use 
of brochures and seminars.

If the national authority receives such a noti�cation from 
a manufacturer, an importer or a distributor, it is obliged 
to inform the European Commission about the products 
and the measures that are taken to prevent the risk. This 
information will then be disseminated between the EEA
countries. Such information is exchanged through the 
RAPEX procedure.
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8.7 Gathering information  
for reporting purposes  
according to the project plan

One important aspect of all market surveillance activities is 
to ensure that the proper data are recorded so that the au-
thority after the termination of the project can answer the 
questions that all authorities are faced with, including:
Questions related to speci�c cases:

What was the resulting measure in a speci�c case?
Do we have previous experience with this speci�c 
product? Or with similar products?
Do we have previous experience with this speci�c 
manufacturer or importer?

Questions related to speci�c projects:
What were the statistical results from the project?
What impact did the project have on safety?

Questions related to the annual plan or strategy:
What did we achieve in the past year?
Do we still follow the strategy or do we need to make 
corrections?

Those questions can most easily be answered if certain 
supplementary information is registered together with 
the relevant documents.

The overall structure for data in market surveillance can 
be presented as in the following chart in Figure 10 below:

Annual plan
plan
annual report
press release
etc.

Project #1
plan
market overview
test conditions
contract with lab
�nal report
etc.

Project #2
plan
market overview
test conditions
contract with lab
�nal report
etc.

Project #n
plan
market overview
test conditions
contract with lab
�nal report
etc.

Reactive activities
complaints
accidents
other cases
etc.

Product #n
request for sample
order to laboratory
test report
risk assessment
letter to manufacturer
response
decision/measure
etc.

Product #2
request for sample
order to laboratory
test report
risk assessment
letter to manufacturer
response
decision/measure
etc.

Product #1
request for sample
order to laboratory
test report
risk assessment
letter to manufacturer
response
decision/measure
etc.

Figure 10: Actions �ow in case of dangerous products.

One should note that economic operators may want 
to take voluntary measures even if the risk is low, if the 
operator wants to protect his brand name or for other 
similar reasons. 

The European Commission has developed a set of guide-
lines addressed to producers and distributors of consum-
er products as well as national authorities on the  man-
agement of the noti�cations of voluntary measures.

http://ec.europa.eu/consumers/cons_safe/prod_safe/gpsd/notification_dang_en.pdf
http://ec.europa.eu/consumers/cons_safe/prod_safe/gpsd/notification_dang_en.pdf
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Also reactive market surveillance could be conducted as 
one or more projects. Again all the individual case �les 
should be linked to the project �le. Best practice would 
be to have individual project �les for consumer com-
plaints, accidents, voluntary recalls and other major ac-
tivities. This would allow the authority to easily identify 
for example the accidents that have been investigated 
during the year and analyse the data to reveal new ac-
cident patterns which in turn could provide input to the 
annual plan for the coming years.

The authority is supposed to work from an annual plan 
that sets out objectives for the authority and presents all 
the planned activities. A number of documents will be 
produced during the annual cycle:

The annual plan
The annual report
A press release reporting the results achieved for the 
year and summing up the contents of the annual re-
port

It will often prove useful to open a case �le of its own in 
the document management system to collect all docu-
ments produced as part of the annual planning cycle.

The activities in a given year are a number of projects, 
each addressing a speci�c product category, a speci�c 
risk and the reactive activities such as follow-up to com-
plaints, investigation on accidents, single product cases 
etc. Normally, a number of documents is produced in 
each project that includes:

The project plan
An overview of the market for the speci�c product
A document with applicable tests and conditions
Perhaps the resulting contract with the laboratory
The �nal project report

It is generally useful to store all project-related docu-
ments separately in the document management system 
so that they are kept together.

Each project comprises a number of cases each concern-
ing one speci�c product. A case comprises a number of 
documents:

A request to the manufacturer/importer to send in a 
sample
The speci�c order to the test laboratory
The test report from the laboratory
The risk assessment from the authority
The letter to the manufacturer/importer with the re-
sult of the risk assessment
Perhaps a response from the manufacturer/importer
The letter with the authority’s conclusion

Generally, a case is opened in the document manage-
ment system for each speci�c product.
To assist in answering the questions set out in the begin-
ning of this paragraph, the following information should 
be registered on each product case:

Brand name, type name and model of the product
Product category
Project
Name and address of the importer
Name and address of the manufacturer
Name and address of the distributor (where relevant)
The result of the case (nature of the risk and measures 
taken; recall, withdrawal from the market, sales ban, 
minor remark, etc.)
Perhaps also number of items sold and returned via 
corrective action

The data should be stored in a way that makes it is easy to 
search and to �nd the number of products with a given 
property (e.g. the number of products that were with-
drawn from the market/recalled in the project on port-
able luminaries in 2007).

Currently there is one cross-border IT system available 
that can be used for storing information on products. 
This is the so-called ICSMS system, described under An-
nex H.2.3.
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9  MARKET SURVEILLANCE PROJECTS 
THE REVIEW, REPORTING AND ANALYSING STAGE

9.1 Final project report
When the project is �nished, it is best practice to report 
the results and to evaluate the project. Reporting the 
results ensures that the output is kept for future refer-
ence. The evaluation helps the authority to learn from 
the project.

The reporting should include re�ections on the result of 
the project, i.e. are the results di�erent than expected or 
what are its implications, and should suggest next steps. 
The evaluation summarises lessons learned about the 
methods applied in the project and may form the basis 
for further improvements to the authority’s project man-
agement. Such conclusions should also be reported in 
the �nal report.

The headings in the �nal report could follow the head-
ings in the project plan proposal quite closely:

Project description
Project setup
The extent of the project (which could include some-
thing about the size of the project organisation)
Organisation of the project (which should include 
something about cross-border cooperation, coopera-
tion with customs, involvement of stakeholders and 
choice of test laboratories)

Methods (which should include something about 
sampling techniques, risk assessment techniques, use 
of standards and test methods)
Results (number of products tested, result of test and 
risk assessment, resulting number of products recalled, 
banned from sales, corrected etc. as well as re�ections 
upon the outcome of the e�ort)
Follow-up on time schedule and budget
Evaluation of the project (which should re�ect on the 
results and the method and present suggestions for 
next steps)
Communication (which should present suggestions 
for communication arising from the project and its re-
sults)

The structure of the �nal report and the structure of the 
project plan are quite similar. Therefore the authority 
might �nd it bene�cial to use the above headings as a 
‘live working paper’ throughout a project. The project 
plan is derived from this working paper at the early stag-
es of the project. Results and information are reported 
on the ‘live working paper’ as they are obtained, and the 
�nal report is derived from the working paper at the end 
of the project.

9.2 Assess experience gained in the 
project

When evaluating the results from a project a distinction 
is often made between ‘output’ and ‘outcome’. In the 
case of market surveillance projects those two terms 
could be de�ned as follows:

The output is the immediate results, e.g. the number 
of products tested, the number of dangerous products 
found and the number of products recalled from con-
sumers.
The outcome is the e�ect on the level of safety.

The output can be measured from the data that is reg-
istered for each speci�c case. Such registrations would 
normally include all documents sent to or received from 
the economic operator which means that the resulting 
measure against the product can be found in the text. 
The authority would normally �nd it bene�cial for this 
purpose to maintain the data in a database, i.e. as some  
extra data stored in the document management system.

The outcome should be an increased level of safety which 
in principle means that a number of accidents and inju-
ries are prevented. While this outcome is very di�cult to 
measure, it is typically easier to measure certain indica-
tors that will allow the authority to express whether the 
project had a large or a small impact on safety. Examples 
of such indicators are:

The share of recalled, withdrawn or banned products 
compared to the total number of products tested.
The number of items that have been returned by the 
consumers in case of a recall (the importer or pro-
ducer is often requested to report to the authority the 
number of items sold and returned as part of the fol-
low-up on a recall).
The trend in the number of accidents reported by a 
speci�c product or product category (It might be pos-
sible to see such changes if the project is focused on 
a new group of products that causes many accidents, 
e.g. water yoyo balls or mini motorbikes).

The authority should re�ect on the result of the project: 
Were the results di�erent than expected? If so why? 
What are the implications of the project? If the situation 
is much worse than expected, the authority might want 
to continue the activities in that area. 

Depending on the results, the evaluation of the project 
may lead to follow-up, which may take di�erent shapes. 
If shortcomings are common in the whole market sector, 
it may be useful to meet with the relevant stakeholders 
(companies, consumer organisations, and trade asso-
ciations) to discuss and decide on ways to improve the 
situation. An educational campaign in cooperation with 
industry and trade associations may also be bene�cial to 
improve awareness of legal requirements.  
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Results may also lead to the conclusion that the project 
should be repeated after a certain period of time, to keep 
the industry under pressure and to enhance the safety of 
products in question. Analysis of the results may also in-
dicate the safety requirements which are most frequent-
ly violated and the follow-up project can be restricted to 
those requirements.  

If the situation in much better than expected, the author-
ity might want to shift focus to other areas for a longer 
time.

These re�ections should include suggestions for next 
steps. One pitfall is that the most obvious ‘next step’ is 
to suggest further activities in the area, but this will soon 
result in a situation where all resources are allocated to 
following up projects from the previous years. Other 
possible conclusions are:

An information campaign if the project has demon-
strated that the products are safe but accidents are 
caused by misuse of the products.
Shift the focus to other areas if the safety is better than 
expected.

The evaluation also ensures that lessons learned about 
the methods applied in the project are extracted from 
the project and possibly implemented as improvements 
to the authority’s project handbook. Such conclusions 
should also be reported in the �nal report.

As such, project reports could contain valuable informa-
tion from which other Member State authorities could 
learn. It is strongly recommended that they be upload-
ed to a common database accessible by other Member 
States’ market surveillance authorities.

9.3 Final report for publication
Publishing project results  provides transparency on the 
authority’s work. This in turn increases the awareness of 
consumers and industry regarding product safety.

The �nal report may be an edited version of the inter-
nal report prepared by the authority. The editing must 
be carried out keeping the reader in mind: Is the report 
intended for professional readers (e.g. people from busi-
ness associations) or is it intended for the general public? 
This should a�ect the way the report is written and the 
language and terminology used.

Consideration should also be given to the main mes-
sage of the report. The report will gain a much larger 
audience if the conclusions are simpli�ed and used as a 
platform for providing advice to the ‘ordinary user’. This 
approach is especially fruitful when the conclusion from 
the project is that safety problems are caused by wrong 
use of the product. 

Reports that are intended for the general public should 
be written in accordance with general journalistic rules 
– short, to the point, an interesting heading etc. Those 
rules will not be presented further in this Book.

9  MARKET SURVEILLANCE PROJECTS 
THE REVIEW, REPORTING AND ANALYSING STAGE (Continued)
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10 RISK ASSESSMENT 

10.1 Introduction
10.1.1 Contents of this chapter
The focus in this chapter is entirely on the risk assessment 
of speci�c products in the context of market surveillance. 
It is based on the revised RAPEX Guidelines containing 
a speci�c method for risk assessment. These Guidelines 
explain the practical arrangements an authority needs to 
make in order to do sound risk assessment.
The following parts are dedicated to:

Data collection; what data are needed for an evidence-
based risk assessment and how can you get access to 
them? Data on product use, injury data, test results of 
products etc.
Practical recommendations to perform assessments; 
advantages and disadvantages of di�erent methods.
Reporting risk assessments.

10.1.2 What is risk assessment?
Risk assessment is the process that estimates the risk that 
a product with dangerous properties poses to people, 
animals or property. (Note that risk in the context of the 
GPSD and the RAPEX guidelines focuses on risk posed 
to people). Other directives, e.g. the low voltage direc-
tive have a broader de�nition that includes ‘animals and 
property’ as potential victims. Directives that deal with 
chemical risks often also consider the risk posed to the 
environment. The broader de�nition has been adopted 
in the presentation to make the concept of risk assess-
ment as generally applicable as possible. The process 
includes identi�cation of potential hazards associated in 
particular with the non-compliances against standards 
or legislation and estimation of the probability that the 
hazards will lead to an injury.

Risk assessment is carried out for a speci�c product (that 
is under investigation by the market surveillance author-
ity) and the output is an estimate of the risk level that can 
go into the further steps of risk management and com-
munication.

Figure 11 below summarises the inputs, tools and output 
of a risk assessment process:

10.1.3 De�nition of essential terms in  
risk assessment of consumer products

In order to be sure that di�erent organisations and Mem-
ber States understand each other’s risk assessments, all 
parties should use the same terminology with the same 
de�nitions. Several di�erent frameworks of risk assess-
ment are used, each with its own de�nitions. Some are 
common in engineering and accident prevention, in 
particular the framework adopted by ISO for the safety 
of machines (ISO 12100); others are common in food and 
feed and in chemical safety. The ISO de�nitions are used 
in this Book, as most RAPEX noti�cations deal with me-
chanical risks. The di�erences between these two frame-
works, including illustrative schemes, are described in 
Annex B – Di�erent frameworks of risk assessment.

Risk: Combination of the probability of occurrence of 
harm and the severity of that harm (ISO/IEC Guide 51, 
de�nition 3.2).

Harm: Physical injury or damage to the health of peo-
ple, or damage to property or the environment (ISO/IEC 
Guide 51, de�nition 3.3).

Harmful event: Occurrence in which a hazardous situa-
tion results in harm (ISO/IEC Guide 51, de�nition 3.4).

Hazard: Potential source of harm (ISO/IEC Guide 51, de�-
nition 3.5).
NOTE: The term hazard can be quali�ed in order to de�ne its 
origin or the nature of the expected harm (e.g. electric shock 
hazard, crushing hazard, cutting hazard, toxic hazard, �re 
hazard, drowning hazard).

Hazardous situation: Circumstance in which people, 
property or the environment are exposed to one or more 
hazards (ISO/IEC Guide 51, de�nition 3.6).
NOTE: The combination of hazardous situation and harm-
ful event is sometimes referred to as an (injury) scenario. It is 
recommended to include the quali�cation ‘injury’ (or some-
thing equivalent for non-mechanical hazards), to distin-
guish this term from expressions such as ‘exposure scenario’ 
and ‘scenario analysis’.

De�nition of risk:
Risk  =  Severity x Probability
In practice, this equation is di�cult to apply as the seve-
rity and the incidence probability usually are estimated 
�gures:

The severity is often given as a verbal qualitative de-
scription of an injury caused by a given dangerous 
property in the product.
The probability is normally di�cult to estimate. Often, 
the market surveillance o�cer may �nd it di�cult to 
decide on the most correct order of magnitude.

Input
The speci�c product
Product data and information
Probable injury scenarios and/or 
accident statistics
Speci�c injury data
Test reports listing non-compli-
ances indicating product hazards

Output
Risk level
Uncertainty

Tools
Databases
General injury statistics
Toolboxes (e.g. Chemrisk)

Risk assessment
(of an individual product)

Figure 11: Input, tools and output from risk assessment of a product.



72

Tolerable risk: Risk which is accepted in a given context 
based on the current values of society (ISO/IEC Guide 51, 
de�nition 3.7).

10.1.4 Why should you use risk assessment?
Risk assessment is a core tool for market surveillance of 
product safety.

First, every market surveillance authority will have to set 
priorities for its market surveillance activities, because 
the number of products on the market is enormous 
and the resources are limited. The risk associated with a 
pro duct group will obviously be an important criterion 
when setting priorities. Priority setting can take place on 
a strategic level (e.g. long-lasting focus on toys) and on 
a more tactical level (e.g. a project on wooden jig-saw 
 puzzles for children in a particular year).

Secondly, it is necessary to determine the risk of speci�c 
products in the daily control actions. In particular, the ef-
fective operation of the system of rapid exchange of in-
formation on products presenting a serious risk (RAPEX) 
requires the authorities to use a fast, fact-based and con-
sistent method of risk assessment.

Risk assessment is also an important tool for product 
safety work outside the market surveillance authorities. 
For example, it should be used by designers, constructors 
and producers as part of the compliance assessment that 
ensures that only safe products are placed on the market.

10.1.5 How do you use the result of a 
risk assessment?

The result of a risk assessment is one important input 
in the risk management procedure. The purpose of the 
whole process is to control the risk. Examples of other in-
puts into risk management include the number of prod-
ucts on the market, the bene�t of the product, the e�ort 
necessary to lower the risk etc. 

Risk management varies in di�erent sectors, and low 
risk does not mean that no action is necessary. Techni-
cal progress may have lead to a high safety level in cer-
tain sectors as de�ned and agreed upon in harmonised 
standards.

In general, the level of risks that society accepts is deter-
mined amongst others by culture, risk perception and 
technical development. 

10.1.6 Risk assessment,  
conformity assessment or compliance?

Risk assessment should not be confused with compli-
ance to legislation or conformity assessment (please 
refer to the ‘Guide to the implementation of directives 
based on the New Approach and the Global Approach’, 
also known as the ‘Blue Guide’; and the detailed descrip-
tion of the di�erences in conformity and compliance as-
sessment in Chapter 2.1):

The basis of the New Approach is that only products in 
compliance with legislation or harmonised standards 
should be placed on the market. Authorities will take 
measures if products are found not to be in compliance 
after consultation with the producer. This is referred to 
as ‘compliance assessment’ in  Figure 12 below.
Conformity assessment is the process by which a 
 producer veri�es (or asks a third party to verify) the 
compliance in principle before the product is placed 
on the market; this veri�cation process continues 
during production. Conformity assessment implies 
checking if a given product meets all essential require-
ments (normally set out in a Directive and speci�ed 
in harmonised standards). Conformity assessment in-
cludes a risk assessment: according to the ‘Blue Guide’, 
manufacturers need to carry out risk assessment to 
determine the essential requirement applicable to the 
product.
Risk assessment implies assessing the risk presented 
to consumers, animals or property by a given product. 
Risk assessment may also be carried out by an author-
ity or a producer when a hazard is found in a product 
to assist deciding on adequate and proportionate 
 mea sures. It can be a tool both before and after  placing 
a product on the market.

According to the GPSD a ‘producer’ is either the manu-
facturer of the product, the manufacturer‘s representa-
tive, the importer into the EU or other professionals in 
the supply chain whose activities may a�ect the safety 
properties of the product. The complete de�nition is 
found in Directive 2001/95/EC, Article 2, item e.

As can be seen in Figure 12, risk assessment is a step in 
conformity assessment and also plays a role if non-con-
formity is found. Often, conformity assessment is done 
using a harmonised standard. This will be the case for 
many products that are covered by New Approach Di-
rectives. A harmonised standard can be expected to lay 
down safety requirements, based on the essential re-
quirements provided for in EU legislation, as transposed 
into national law. This means that the user can presume 

10 RISK ASSESSMENT (Continued)

Figure 12: Relations between conformity assessment, compliance assessment 
and risk assessment.

 Market surveillance  Producer
 authority

Before
placing
the product
on the 
market

After
placing
the product
on the 
market

Conformity assessment

(Risk assessment)

Compliance  
assessment

Risk assessment

Conformity  
assessment

(production con-
trol and follow-up 
on products in the 

market)

http://ec.europa.eu/consumers/safety/rapex/guidelines_states_en.htm
http://ec.europa.eu/consumers/safety/rapex/guidelines_states_en.htm
http://ec.europa.eu/consumers/safety/rapex/guidelines_states_en.htm
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that the product conforms to the safety requirements if it 
complies with the standard. In this case, risk assessment 
is taken care of by the standard, i.e. the requirements in 
the standard set out a safety level that has been assessed 
to represent a satisfactory level of risk to the consumer. 
The advantage of standards is that they present very de-
tailed de�nitions of the requirements given in the direc-
tives. This eases the risk assessment for the producer by 
changing it from an open and broad analysis to a simpler 
checking of ful�lment of a number of requirements. Nev-
ertheless, it has to be checked in all cases whether the 
product has features that are not co vered by the stand-
ard and which may require a risk assessment on their 
own.

Conformity assessment is carried out by the producer be-
fore a product is placed on the market but it will also be 
a part of the production control that the producer must 
undertake after the product has been placed on the mar-
ket. The purpose of the production control conformity 
assessment is to ensure that all batches of a production 
stay in conformity. Risk assessment would in general play 
an insigni�cant role in this phase of the production un-
less the producer discovers an unsafe non-conformity 
with the product. In that case the producer would use 

risk assessment to decide on the correct (proportionate) 
voluntary measures to be taken.

Market surveillance authorities may check if a marketed 
product meets all requirements de�ned in a directive. 
This process includes among other things assessing a 
number of formal requirements as well as a number 
of safety related requirements. Again, the assessment 
would often be done using a harmonised standard. The 
major di�erence to the conformity assessment carried 
out by the producer is that if the authority �nds non-
conformity in the product then the authority would have 
to carry out a risk assessment based on methods from 
this chapter to decide on the risk level associated with 
the non-conformity. If the producer discovers non-con-
formity during the conformity assessment, the producer 
would have to modify the product to bring it in conform-
ity. If the product was already placed on the market, then 
the producer would furthermore need to make a risk 
assessment to decide what measure should be taken 
against products already being on the market.

Still, non-conformity does not necessarily imply a risk as 
it is shown in the following two examples.

Example 1: A toy has been found by the market surveillance authorities to have sharp edges. A sharp edge in a toy presents 
non-conformity because the toy does not comply with the requirements laid down in EN 71-1. The market surveillance 
authorities need to do a risk assessment to decide which measure is proportionate to the risk:

What is the potential hazard? Most likely it has to do with cutting of �ngers but it might be worse depending on the 
accessibility of the sharp edge, the sharpness and other geometrical data.
How likely is it that the injury scenario will happen? This will depend largely on the accessibility of the edge but also on 
the exposure to the toy, the numbers it is sold in, the age of the users etc.
Does this lead to a serious risk or another risk level requiring action?

Based on the result of the risk assessment and the other elements mentioned in section 10.1.5 above it is decided what 
to do with the products on the market: do nothing, inform the consumers, stop the sales or recall the products from the 
consumers.

A producer who discovers a sharp edge as part of a quality control programme will have to go through the same analysis 
to decide on the correct voluntary measure (the producer might want to adopt more restrictive measures than required 
by the authority to avoid negative impacts on the brand).

Example 2: The CE-marking on a toy is 3 mm high. The Toys Directive requires a minimum height of 5 mm. Therefore, the 
product does not comply with the directive and it must not be placed on the market. If the producer discovers this non-
conformity in the case of a toy that is placed on the market he would carry out the risk analysis. In this case, it will show 
that there is no immediate injury risk associated with the non-conformity. A producer might therefore choose to change 
the printing of the CE-marking on future deliveries without taking further action.
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10 RISK ASSESSMENT (Continued)

10.2 Performing risk assessment
10.2.1 When do you start a risk assessment?
The starting point for a risk assessment can be an inci-
dent: a consumer complaint, a producer’s report on a 
problem or safety issues broadcast by the media. Alter-
natively, the market surveillance organisation systemati-
cally monitors trade, gathers information about certain 
products on the market and takes samples; in this proc-
ess, a product may be found that looks unsafe at �rst 
sight initiating risk assessment procedures.

From each starting point the same approach can be fol-
lowed: �nd more information about the product, request 
data from the supplier, possibly perform tests and start a 
risk assessment.

The main di�erence is that in case of an incident or com-
plaint the focus will usually be on one scenario: some-
thing has already happened and the next step is to 
analyse whether it is likely to happen again. One must 
distinguish between risk assessment and accident inves-
tigation. The purpose of an accident investigation is to 
�nd out what happened and to clarify the injury scenar-
io. Furthermore, it usually includes an assessment of the 
product in question. The purpose of a risk assessment 
is to decide what level of risk is associated with the haz-
ards in a product. Accident data is used in this analysis to 
assist de�ning the injury scenarios and to estimate the 
probabilities.

Identi�cation of 
hazards and harmful 

events

Characterisation 
of hazard and harm

Estimation of 
likelihood of injury 

scenario

Risk level

Output:
Injury scenarios

Output:
Severities

Output:
Probabilities

Figure 13: The steps in risk assessment.

Combine

10.2.2 Risk assessment process
Risk assessment always focuses on three basic questions:
1) What can go wrong?
2) If it does happen what are the consequences?
3) How likely is this to happen?

In consumer product risk assessment, these questions 
can be translated to formal steps, using the terms de-
�ned in 10.1.3:

identi�cation of the hazards, hazardous situations and 
harmful events (output: one or more injury scenarios);
characterisation of the hazard and the harm (output: 
severity of consequence; measure of damage);
estimate of the likelihood of the hazardous situations, 
harmful events and various types of harm (output: 
likelihood; level of exposure; probability of injury sce-
nario).

Risk is a combined measure of the incident probability 
and the severity. Figure 13 below describes the risk as-
sessment process:

Example: electric household appliances operate on 230 
V. One injury scenario would be that the user touches a 
live wire and receives a potentially fatal electric shock 
(hazard and harm). The producer will normally work to 
make such a scenario very improbable by insulating the 
wires and keeping all live parts inaccessible (in�uencing 
likelihood of scenario). Therefore, the probability of in-
jury and the risk posed by the electrical equipment will 
be very low.
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10.2.3 General procedure
The RAPEX Guidelines [23] constitute a harmonised proce-
dure for supporting decisions on unsafe products. Its main 
features are:

de�ning the product under assessment;
identifying the hazard(s) under consideration;
identifying the type of consumer that is concerned;
describing how the hazard harms the consumer. This 
will usually result in several injury scenarios per prod-
uct;
using the combination of injury type and body part to 
estimate the severity of each injury scenario (table of 
examples); 
assessing the likelihood of each injury scenario by break-
ing it up into smaller steps that are essential for the in-
jury. Find data on the likelihood of each small step; and
combining severity and probability in a matrix to de-
termine the level of risk.

The procedure is illustrated in Figure 14 below:

The output from the risk assessment is an estimate of the 
risk level. The risk level goes into the further risk mana-
gement process and the decision on proportionate and 
adequate measures.

Example: RAPEX noti�cation no. 0125/06 deals with a 
cross pane hammer (see picture in Figure 15 below) with 
a metal handle and a black plastic grip. The hammer has 
three shortcomings: 

1)  The hammer head is insu�ciently fastened to the han-
dle.

2)  The plastic grip breaks under normal strain.
3)  The plastic grip is insu�ciently fastened to the shaft of 

the hammer.

The steps in the risk assessment procedure for this exam-
ple are as follows:
1.  De�ne the product under assessment 

 Cross pane hammer with metal handle and black plas-
tic grip.

2. Identify the type of consumer that is concerned
The product is normally used by adults. Children may 
want to stand nearby to watch the adult working.

3. Identify the hazard(s) under consideration
The plastic grip has insu�cient mechanical strength 
which means that it breaks under normal strain when 
the user hits a hard surface (only one hazard is consid-
ered in this example).

4. Describe how the hazard harms the consumer
The upper part of the hammer bounces back and hits 
the user‘s arm. This causes bruising of the arm (only 
one injury scenario is developed in this example).

The information in 3) and 4) is �lled into the three �rst 
columns of the risk assessment table as shown in the fol-
lowing Figure 16:

Figure 14: Overview of the risk assessment procedure.

Risk  
assessment

Risk  
management and  

communicationProbability 
of scenario(s)

Injury 
scenario(s)

In �icted 
body part

Risk 
level

Product

Hazard(s)

Consumers

 Combine  Combine  Combine

Figure 15: RAPEX noti�cation no. 0125/06 deals with a hammer 
where the handle breaks.

Figure 16: The three �rst columns in the risk assessment table show the injury 
scenario and the in�icted body part.

Severity of
scenario(s)

De cide on 
proportionate 

measures

Product hazards Injury scenarios Type of injuries

Identify all hazards 
that may lead to a con-
sumer injury or health 
damage. Consider all 
 consumers, including 
the vulnerable.

If you select a hazard from the Hazard List, a short 
scenario will be �lled in here. Make this scenario 
more speci�c by describing at least:
the exact hazard or defect in this product and the 
event that may result; the interaction of a person 
with the product during the intended and reasonably 
foreseeable use and the exposure to the hazard; the 
mechanism of injury.

For each hazard identi�ed, describe 
the injury resulting from the injury 
scenario. If you select a hazard from 
the Hazard List, a typical injury(ies) 
will be �lled in here. Make this 
more speci�c by describing both the 
injury and the body part. Click here to 
consult the Injury Scale.

low mechanical 
strength

Defect: handle grip breaks because shaft is too short.  
Top part of hammer bounces back and hits user‘s arm.

Bruising of arm
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5.  Use the combination of injury type and body part to esti-
mate the severity of each injury scenario
The severity of the injury ‘Bruising of arm’ is looked up 
in a separate sub-table as shown in Figure 17.

The bruising of the user’s arm if hit by the hammer head 
seems to �t best with the category ‘< 50 cm2 on body’, 
which translates to a level 1 injury. Thus ‘1’ is chosen in 
the fourth column of the risk assessment table (see Fig-
ure 18). 

6.  Assess the likelihood of each injury scenario by breaking it 
up into smaller steps that are essential for the injury. Find 
data on the likelihood of each small step

The selected injury scenario is quite simple, as it only 
breaks up into two steps:
Step 1:  Handle breaking (with an estimated probability 

of p=0.5 (50% probability): experts estimated 
that a large proportion of these products will 
break during their lifetime. Where possible, test 
reports should be taken into account to con-
�rm such an estimate).

Step 2:  The upper parts hit the arm (with an estimated 
probability of p=0.2 (20% probability, 1 out of 
5): as the handle will usually break while some-
one is holding it and hits a hard surface, the 
hammer head will bounce back more or less in 
the direction of the user, but if the blow with 
the hammer was not perpendicular to the sur-
face, the hammer head may also miss the arm. 
See also comment to Step 1).

The steps and their probability are noted in the �fth 
 column of the risk assessment table as shown in Figure 
19.

7.  Combine severity and probability in a matrix to deter-
mine the level of risk

The resulting probability is calculated and compared to 
the scale with indicative statistical values, as shown in 
Figure 20.

The severity and the probability are combined to get the 
resulting risk level. The combination is done in the matrix 
in the RAPEX guidelines, as shown in Figure 22.

In this case the probabilities of each step in the injury 
scenario are multiplied to give p=0.1 (1/10).

This compares to an indicative statistical value of ‘> 1/100’. 

Note that this category is chosen even though 1/10 is 
close to falling in the category ‘> 1/10’. This should be 
noted in the reporting of the result and it could be the 
basis for further investigation in the sensitivity analysis.
The severity of the injury was level 1 (step 5).

The combination of ‘> 1/100’ and level 1 gives ‘signi�cant 
risk’ as can be seen in the table in Figure 21.

These data appear in the Excel spreadsheet in the four 
last columns. The calculated, resulting probability is 
written into the sixth column. Next, the corresponding 
‘indicative statistical value’ is chosen in the seventh col-
umn, and then the Excel sheet calculates the values in 
the eight and ninth column, see table in Figure 22.

The detailed RAPEX guidelines can be found on the EU 
website (see Annex I). In 2008, a revision of these Guide-
lines is under way.

10.2.4 Getting the necessary data  
for the risk assessment

Data and information are needed to answer the three 
questions that are relevant in risk assessment. The fol-
lowing provides some suggestions for the type of data 
and how to access it.

What can go wrong? 
A �rst impression of actual product use can be obtained 
from the instructions for use, but this includes only the 
use as intended by the producer. In order to get a more 
realistic picture, you could start with questions such as: 
Will children or elderly people have access to this pro-
duct and are they likely to use it for its purpose? How may 
a person be using a product in view of product functions 
and user goals? If there is a detailed description of near 
accident, this will obviously provide additional ideas of 
the use. In addition, it may be feasible to perform prod-
uct use studies with the product or information about 
such studies may be available in the scienti�c literature. 
It might also be relevant to search for information in da-
tabases with accident statistics such as the European in-
jury database, IDB (the public part of this database can 
be accessed on the website https://webgate.ec.europa.
eu/idbpa/). A useful overview of questions that may help 
in �nding relevant injury scenarios can be found on the 
EuroSafe website: http://www.eurosafe.eu.com (select 
Knowledge base and then Risk assessment).

The answer to the question should be a list of injury sce-
narios. Often, a product has several hazards that should 
all be analysed (unless it is immediately obvious that 
some of the hazards have very little risk associated with 
them). You will also normally �nd that one speci�c haz-
ard may result in several likely injury scenarios. Again, 
one should analyse all scenarios unless it is obvious that 
some scenarios end up in an acceptable risk. However, 
one should be careful because it is usually complicated 
to anticipate the outcome of a scenario without doing 
the complete analysis.

If it does happen, what are the consequences?
It is essential to evaluate the �nal outcome of each sce-
nario that has been identi�ed. This requires qualitative 
data such as the type of injury that may result from a 
mechanism, and quantitative data such as the severity, 
medical treatment need etc. Preferably, a detailed injury 
mechanism should be given. 
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Figure 17: The sub-table for the categories of severities of injuries. Figure 18: The severity level is entered in the fourth column.

Figure 19: The probabilities of the steps in the injury scenario are noted in the �fth column.

Figure 20: The sub-table with indicative statistical values.

Figure 21: The matrix that is used for combining severity and probability.

Figure 22: The resulting description of the injury in the Excel sheet.

Product hazards Injury scenarios Type of injuries Severity of 
injuries

Probability of 
factors

Calculated 
probability

Probability 
value

Probability 
term

Risks

Identify all hazards 
that may lead to 
a consumer injury 
or health damage. 
Consider all con-
sumers, including 
the vulnerable.

If you select a hazard from the Hazard List, a 
short scenario will be �lled in here. Make this 
scenario more speci�c by describing at least:
the exact hazard or defect in this product and 
the event that may result; the interaction of a 
person with the product during the intended and 
reasonably foreseeable use and the exposure to 
the hazard; the mechanism of injury.

For each hazard identi�ed, describe 
the injury resulting from the injury 
scenario. If you select a hazard from 
the Hazard List, a typical injury(ies) 
will be �lled in here. Make this 
more speci�c by describing both 
the injury and the body part. Click 
here to consult the Injury Scale.

Assign from 
the Injury 
Scale: 1 to 4.
Click into cell 
below

For each hazard 
identi�ed, estimate 
the probability for 
each step in the 
scenario (event, 
interaction and 
injury) e.g.:
1/10; 1/100; 1/8

Calculated 
value of  
probability 
factors,  
e.g. 1/10 x 
1/100 x 1/8 = 
1/8000

Select the 
scale value 
corresponding 
to the calcu-
lated value, 
e.g. 1/8 000 
corresponds to 
‘> 1/10 000’

Description 
in words 
of the  
probability

Combined 
result from the risk 
table: Serious to 
 Acceptable

low mechanical 
strength

Defect: handle grip breaks because shaft is too 
short.  Top part of hammer bounces back and 

hits user‘s arm.
Bruising of arm 1

Handle breaking 1/2
Hitting arm: 1/5

1/10 > 1/10
Quite  

possible
Signi�cant risk

Type of 
injury

Severity of injury

1 2 3 4

Laceration,  
Cut

Super�cial External (deep)  
(> 10cm long on body 
> 5cm long on face) 
requiring stitches
Tendon or into joint
White of eye or Cornea

Optic nerve 
Neck artery
Trachea
Internal organs

Bronchial tube
Oesophagus
Aorta
Spinal cord (low)
Deep laceration of internal organs
Severed high spinal cord
Brain (severe lesion/dysfunction)

Bruising  
(abrasion/ 
confusion,  
swelling,  
oedema)

Super�cial
≤ 25cm2
on face
≤ 50cm2
on body

Major
> 25cm2 on face
> 50cm2 on body

Trachea
Internal organs (minor)
Heart
Brain
Lung, with blood or air 
in chest

Brain stem
Spinal cord causing paralysis

Concussion Very short unconscious-
ness (minutes)

Prolonged  unconsciousness Coma

Product hazards Injury scenarios Type of injuries Severity of injuries Probability of factors

Identify all hazards that 
may lead to a consumer 
injury or health damage. 
Consider all consumers, 
including the vulnerable.

If you select a hazard from the Hazard List, a short scenario will be �lled in 
here. Make this scenario more speci�c by describing at least:
the exact hazard or defect in this product and the event that may result; the 
interaction of a person with the product during the intended and reasonably 
foreseeable use and the exposure to the hazard; the mechanism of injury.

For each hazard identi�ed, describe the injury resulting 
from the injury scenario. If you select a hazard from the 
Hazard List, a typical injury(ies) will be �lled in here. 
Make this more speci�c by describing both the injury 
and the body part. Click here to consult the Injury Scale.

Assign from the Injury 
Scale: 1 to 4.
Click into cell below

For each hazard identi�ed, 
estimate the probability for 
each step in the scenario 
(event, interaction and injury) 
e.g.: 1/10; 1/100; 1/8

low mechanical strength
Defect: handle grip breaks because shaft is too short.  Top part of hammer 

bounces back and hits user‘s arm.
Bruising of arm 1

Handle breaking 1/2
Hitting arm: 1/5

Product 
hazards

Injury scenarios Type of injuries Sever-
ity of 
inju-
ries

Probability 
of factors

Identify all 
hazards that 
may lead to a 
consumer in-
jury or health 
damage. 
Consider all 
consumers, 
including the 
vulnerable.

If you select a hazard from the 
Hazard List, a short scenario 
will be �lled in here. Make 
this scenario more speci�c 
by describing at least:
the exact hazard or defect in 
this product and the event that 
may result; the interaction 
of a person with the product 
during the intended and 
reasonably foreseeable use and 
the exposure to the hazard; the 
mechanism of injury.

For each hazard 
identi�ed, describe the 
injury resulting from 
the injury scenario. 
If you select a hazard 
from the Hazard List, a 
typical injury(ies) will 
be �lled in here. Make 
this more speci�c by 
describing both the in-
jury and the body part. 
Click here to consult the 
Injury Scale.

Assign 
from 
the 
Injury 
Scale: 1 
to 4.
Click 
into cell 
below

For each 
hazard identi-
�ed, estimate 
the probability 
for each step 
in the scenario 
(event, inter-
action and 
injury) e.g.:
1/10; 1/100; 
1/8

low mechani-
cal strength

Defect: handle grip breaks 
because shaft is too short.  Top 
part of hammer bounces back 

and hits user‘s arm.

Bruising of arm 1

Select severity
Please select the appropriate 
 severity level from the scale

!

Indicative statistical value of the probability Description of the probability
> 50% Almost certain, might well be expected
> 1/10 Quite possible
>1/100 Unusual but possible
> 1/1,000 Only remotely possible
> 1/10,000 Conceivable, but highly unlikely
> 1/100,000 Practically impossible
> 1/1,000,000 Impossible unless aided
< 1/1,000,000 (Virtually) Impossible

Combination of severity and probability to risk level
4 3 2 1

Almost certain, might well be expected > 50% Serious risk Serious risk Serious risk High risk
Quite possible > 1/10 Serious risk Serious risk Serious risk Signi�cant risk
Unusual but possible >1/100 Serious risk Serious risk Serious risk Signi�cant risk
Only remotely possible > 1/1,000 Serious risk Serious risk High risk Low risk
Conceivable, but highly unlikely > 1/10,000 Serious risk High risk Signi�cant risk Low risk
Practically impossible > 1/100,000 High risk Signi�cant risk Low risk Low risk
Impossible unless aided > 1/1,000,000 Signi�cant risk Low risk Low risk Low risk
(Virtually) Impossible < 1/1,000,000 Low risk Low risk Low risk Low risk
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The result should be that the injury scenario is linked 
to one of the four levels of severity in the RAPEX guide-
lines.

How likely is it that it will happen?
The probability that a given hazard will lead to an injury 
is often very di�cult to estimate. In case of a reported in-
jury, reality shows that it is possible, but could it happen 
again? Some Member States have a system for collecting 
accident and injury data. The authorities of those Mem-
ber States should use these data wherever possible. How-
ever, one should take into account that the data rarely 
relate to the exact type, brand and model of product that 
you are interested in for your risk assessment. They usu-
ally refer to a complete class of products. Nevertheless, 
injury data may support the conclusion that a particular 
scenario is quite likely with this type of product.

In the approach of the RAPEX Guidelines, each scenario 
is broken up into smaller steps that are essential for the 
injury. Several considerations have to be made:
1.  Product characteristics
  How likely is it that the hazard or shortcoming will 

occur during the lifetime of the product? (Example: 
What force is required for the hammer to break, and 
how does this compare to the forces that may occur 
when using the hammer? Do all products share the 
same characteristics, or is there a distribution of test 
outcomes?)

2. Exposure to the hazard
  How likely is it that people will actually be exposed to 

the hazard, again during the lifetime of the product? 
(Example: How likely is it that someone will be hit by 
pieces of the hammer head �ying o�?) Does exposure 
depend on speci�c behaviour or is it su�cient if the 
victim is near?

3. Injury mechanism
  How likely is it that the injury occurs given that the 

product fails? (Example: How likely is it that the broken 
part of the hammer hitting the user will cause the in-
jury?)

In the example with the breaking hammer, the probabi-
lity that an object that hits an eye actually causes an eye 
injury will depend upon the energy and shape of the ob-
ject, and information on this probability could be avail-
able in the medical literature.

It will be clear that data to estimate the probability of 
each step may come from di�erent sources: product 
tests can be performed to get information about the 
critical product characteristics; product use studies and 
ergonomics research may provide information about fre-
quency of actions, forces used etc.

When building the scenarios and estimating the prob-
abilities it may be helpful to recall the underlying princi-
ples as illustrated in Figure 23.

Draw up an event tree. Each step in the tree must list all 
possible outcomes so that the complete tree would de-
scribe all possible events and consequences of the par-
ticular product. In the last column of the event tree there 
is the complete list of all possible outcomes that would 
result if placing the speci�c product (or batch of prod-
ucts) on the market. Each scenario will be associated with 
an accident probability (pa). The probabilities are shown 
as p-values, where p=1 is a probability of 100%, p=0.1 is 
a probability of 10% or 1/10 (1 out of 10) etc. 

The result of this should be that the injury scenario is 
linked to one of the eight levels of probability in the 
RAPEX guidelines.

The entire process appears at �rst sight to be rather com-
plicated but is still realistic. Risk assessment is more com-
prehensive than conformity assessment and it is found to 
be important to make the outcome as objective and cor-
rect as possible. Therefore, it seems necessary to spend 
the e�ort to gather the background data. An authority 
should however observe that the time to carry out a risk 
assessment would decrease as experience with using the 
method is built up and as examples of ‘standard risk as-
sessments’ are collected.

Example: The cross pane hammer from the previous example (RAPEX 
noti�cation no. 0125/06). Analysing the product and its shortcomings 
will produce a number of possible injury scenarios, e.g.:

The hammer head breaks when a person uses the hammer and hits a 
hard surface. Parts of the head �y o� and hit the user’s eye.
The hammer head breaks when a person uses the hammer and hits a 
hard surface. Large parts of the head �y o� and hit the user’s head.
The hammer head breaks when a person uses the hammer and hits a 
hard surface. Parts of the head �y o� and hit the user’s hand, foot or 
other body part.
The handle of the hammer slides o� the shaft when a person swings 
the hammer. The upper part of the hammer �ies o� and hits the head 
of a nearby person (perhaps a child).
The handle of the hammer slides o� the shaft when a person swings 
the hammer. The upper part of the hammer �ies o� and hits the body 
of the user or a nearby person (perhaps a child).
The handle of the hammer breaks when a person uses the hammer 
and hits a hard surface. The upper part of the hammer bounces back 
and hits the user‘s arm.

Note that it is not immediately obvious which of these scenarios will lead 
to the highest risk. If a part of the hammer hits the user in the eye (the �rst 
scenario), the result might be blindness in that eye. This is generally con-
sidered to be a more serious injury than getting a scar in the face which 
might be the outcome of the second scenario. If, however, the probability 
of getting hit in the eye is su�ciently lower than the probability of get-
ting hit in the face, then the second scenario would turn out to have the 
highest risk level.

10 RISK ASSESSMENT (Continued)
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10.2.5 Sensitivity analysis
The probability is estimated most often based on as-
sumptions rather than exact �gures. Often, it is di�cult 
to make a more precise estimate than an indication of 
the order of magnitude. Therefore, it is also important 
to state the level of uncertainty on each of the factors in 
10.2.2 because the in�uence of such uncertainty should 
be analysed in a sensitivity analysis. Also the uncertainty 
in the severity of injury should be included in such an 
analysis.

The purpose of the sensitivity analysis is to clarify how 
sensitive the result of the risk assessment is to variations 
in the estimated probabilities or in the severities.

A very practical way of doing the sensitivity analysis is 
to calculate how much higher or lower the probability 
would be to change the risk level. Then you evaluate 
whether such a change in probability is realistic.

Another approach is to repeat the risk assessment as in 
10.2.2 using the highest probabilities that one could es-
timate for each step (worst case approach). The resulting 
risk level will then be the highest level found in this as-
sessment.

If it is the same as the originally estimated level, then the 
uncertainties on the probabilities or severities do not 
have an impact on the result (which of course would be 
the ideal case).

If the highest possible risk level is higher than the origi-
nally estimated level, one has to go back into the risk 
assessment to see if anything can be done to improve 
the estimates of any of the individual factors. If this is not 
possible, one should at least note that one of the injury 
scenarios might have a more severe outcome than esti-
mated. This should be taken into account when drawing 
the conclusion of the whole risk assessment. If for in-
stance the analysis has revealed several injury scenarios 
each with a moderate risk and the sensitivity analysis has 
shown that most of the injury scenarios could result in 
serious risk when the uncertainty is taken into account, 
then the most correct conclusion of the whole case 
might be that the product carries a serious risk.

10.2.6 Reporting a risk assessment result
The result from the risk assessment must be reported to 
ensure that the considerations are registered and that 
they can be used in the proper context. Normally, risk 
assessment is done as part of a market surveillance case 
or perhaps even an investigation of an accident. If the 
report has a suitable form, the market surveillance of-
�cer might be able to use it with little modi�cation in the 
communication with the producer. On the other hand it 
is important that it has a quality level suitable to be pro-
duced in a court case if necessary.

InjuryProduct hazard

Scenario N
Acc. probab. 

p = x

Hammer 
case

Head breaks
p = 0.1

Large part 
hits user
p = 0.1

Part hits 
user’s head
p = 0.33

Part hits 
user’s body
p = 0.67

Shaft slips
p = 0.2

Handle breaks
p = 0.5

Product is ok
p = 0.2

Probabilities add 
up to 1

Parts do not 
hit user
p = 0.9

Part hits 
user’s eye
p = 0.05

Part hits 
other part 
of user’s face
p = 0.95

Scenario 2
Acc. probab. = 

p = 0.003167

Scenario 1
Acc. probab. = 
p = 0.0001667*

Accident Probability

∑ of all accident 
probabilities in this 
column = 1





 

*  The accident probability p is calculated by multiplying all 
probability values of the event chain. 
p = 0.1 x 0.1 x 0.33 x 0.05 = 0.0001667

Figure 23: The Event Tree shows the sum of all possible outcomes of a product failure. 
Note: the sum of the probabilities for each event/injury type (on the right side of the branching) is always p=1 (100%).
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To ensure proper reporting it is recommended to use a 
reporting form that is simple and easy to use. Further-
more, using a form assures that all necessary information 
is included.

A risk assessment report should as a minimum include 
the following headings:
1.  Identi�cation of product and case, description of the con-

text.
In most market surveillance cases most (or all) of 
this information is given if a reference is made to the 
case identi�cation that the authority uses (e.g. a case 
number).

2. Description of the hazards.
 This could be a list with (verbal) description of the 
identi�ed hazards in the product. The hazards are 
sometimes identi�ed from a test report with non-com-
pliances.

3.  Description of injury scenarios and sensitivity.
 This could be given in a table with the following head-
ings:

Injury scenario
Injury type and location
Severity of injury
Probability of injury
Resulting probability
Risk level
Sensitivity
Impact on risk level

4.  Conclusion
The conclusion should present the overall assessment 
of the product, e.g. ‘serious risk’ (requiring rapid ac-
tion).

The conclusion should be drawn up to re�ect as trans-
parently as possible how the resulting overall risk level is 
derived from the estimated levels in the table.
Some examples are shown in Chapter 10.5.

10.2.7 Quality assurance
One of the drawbacks of the risk assessment method is 
that it includes a lot of estimation and individual judge-
ments. The aim of the method is to support the market 
surveillance o�cer as far as possible by replacing estima-
tion by looking up values in a table and by forcing the 
estimates to be as transparent as possible. Still, there is 
an intrinsic risk for subjective judgements.

The best way to handle this is by performing risk assess-
ment in pairs or groups. To prepare the risk assessment 
it is recommended that all participants do individual risk 
assessments before the teamwork assessment.

This might be di�cult to achieve in practice. Often, the 
authority would look for ways that take less time and re-
sources. Two methods are described here:

The lowest recommendable level of quality assurance 
is to have one market surveillance o�cer to do the risk 
assessment and have another person to check the re-
port afterwards. The second person should co-sign 
the risk assessment report or should �le a note on the 
case with his or her comments to the report.
In projects where many similar products are investi-
gated, the risk assessment of the �rst product is done 
in teamwork. The teamwork risk assessment is then 
used as a template for the assessments of the other 
products. Again, it is recommendable to have another 
person to check all the �nal risk assessments.

10 RISK ASSESSMENT (Continued)
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10.3 Pitfalls and how avoid them
This chapter addresses a number of practical problems 
that the EMARS Risk Assessment team has seen when 
performing the analysis for speci�c cases and suggests 
approaches to avoid these pitfalls.

10.3.1 Must I perform a risk assessment every 
time?

Often the risks are so obvious that it seems super�uous 
to do a risk assessment using the method from 10.2. If the 
user can touch live parts in an electrical appliance, then 
‘everybody’ immediately knows that it is dangerous, so 
why bother with the paperwork?

It is considered best practice to always carry out a risk 
assessment.

Firstly, non-conformities to harmonised standards are 
not su�cient for market surveillance authorities to take 
measures unless they make the product dangerous. The 
producer is not obliged to follow a harmonised standard 
and therefore non-compliance with such a standard may 
not necessarily mean non-conformity with the (safety) 
requirements of the directives. Therefore, the legal argu-
ment behind a measure against non-conformity must 
describe the associated risk.

Secondly, market surveillance cases end up in court now 
and then because the producer or importer may decide 
to challenge the opinion of the market surveillance au-
thority. In such cases, the authority will have a stronger 
case if it can refer to a risk assessment that was carried 
out and documented when the proportionate risk mana-
gement measure was decided.

Of course, many types of shortcomings are generally 
agreed to be dangerous (e.g. small parts in toys, acces-
sible live parts in electrical appliances etc.) and many 
market surveillance inspectors would feel it unnecessary 
to go through the complete procedure repeatedly for 
the same type of shortcomings. An alternative would be 
to develop a list of ‘standard risk assessments’ for those 
common shortcomings, which the inspector could refer 
to. Such a ‘standard risk assessment’ could also include 
a standard phrase which is also introduced in the legal 
letter to the producer.

10.3.2 Serious injury = serious risk?
If an injury scenario leads to a serious injury, you might 
expect a serious risk.

As shown in 10.1.5 this will not necessarily be the case. 
Risk also depends on the probability of the scenario. If 
the scenario is virtually impossible, then serious injuries 
might still lead to a moderate or even low risk.

10.3.3 Risk due to a product hazard versus risk 
due to inadequate functioning

A special case is the risk assessment of products that are 
supposed to have a kind of protective function, for ex-
ample personal protective equipment, socket protectors 
or �re extinguishers. These products do not necessa rily 
have shortcomings that are dangerous in themselves 
(e.g. sharp edges where the user can get cut). Therefore, 
the primary hazard is not a property of the product. 
Rather, the risks are associated with a failing or insu�-
cient protective function.

The approach to risk assessment is not fundamentally 
di�erent, but you will need to include injury scenarios in 
which the product does not provide the required protec-
tion (e.g. the �re extinguisher does not work). This means 
that the person is exposed to the hazard that the equip-
ment was supposed to provide protection.

10.3.4 Small probability but high quantities in 
the market

Some products may have shortcomings that can cause 
serious injuries but the associated probability is very low. 
Then, a risk assessment will reveal that the risk level is 
low or acceptable which nonetheless may seem unac-
ceptable. If the product is sold in very large quantities, 
the exposure would be high implying that serious acci-
dents might happen at regular intervals. If furthermore it 
is easy to make the product safer, the market surveillance 
authority would have a problem explaining its inactivity 
based on the low or acceptable risk level.

Such observations should be noted in the report and 
taken into account in the risk management phase when 
the authority decides which measures would be ap-
propriate to deal with the risk. But the risk assessment 
and the resulting risk level should not be modi�ed. The 
problem lies in the society’s perception of a given risk 
which may be di�erent from the objective result of the 
risk assessment (in general, people will not accept fatali-
ties related to any consumer product – even though they 
live with several dozens of tra�c fatalities per million per 
year). One solution is to separate perception of risk from 
risk assessment and deal with the perception of the risk 
under risk communication and management (i.e. when 
deciding on adequate and proportionate measures). It 
could also prove helpful to check the total exposure of 
the product to the population.

Example: Milk was sold in a milk carton which was 
closed with a lid that was small enough to �t into the 
small parts cylinder (de�ned in EN 71-1). Even though 
the risk level was estimated as very low, the producer 
and the authorities decided to take action by printing a 
warning on the milk carton.
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10.3.5 How to avoid that the number of scenarios 
explodes?

A major question is: what can go wrong? In the RAPEX 
Guidelines this question is answered by developing an 
overview of scenarios that can occur with the product. 
If you make enough assumptions, you may end up with 
a long list of possible scenarios. For example, in a risk 
analysis of a chain saw you may assume that the user is 
standing on a stepladder; and also that the person may 
be wearing unsuitable shoes and standing on a steplad-
der. Where do you stop?

Every extra step you add in a scenario will lead to another 
factor in the likelihood that is less than 100%. The most 
likely scenarios will be those that 1) lead to the injury 
that you have chosen for the scenario and 2) present the 
shortest way to the injury. More complicated scenarios 
may normally be disregarded, unless they lead to new 
types of injury.

10.3.6 Vulnerable groups
In the �rst version of the RAPEX Guidelines, (very) vulner-
able groups were given much attention. The matrix that 
was used to decide on the risk level contained speci�c 
columns for vulnerable and very vulnerable groups (de-
�ned as children, the elderly, people with handicaps etc.). 
The result of this approach was that even quite low risks 
could be labelled as unacceptable if the product could 
come into the hands of young children.

The current RAPEX Guidelines do not accord such a spe-
cial place to vulnerable people, but it is still possible and 
desirable to pay speci�c attention to them:
�rst, take into account any (very) vulnerable groups 
when describing scenarios;
second, analyse if (very) vulnerable people could suf-
fer more serious injuries in those scenarios, or whether 
the probability of any step in the scenario will be in-
�uenced by the vulnerability. Use this information for 
determining the risk level.

10.3.7 Subjectivity
If a single expert does an assessment, his or her personal 
experience may in�uence the estimation of injury sever-
ity and likelihood. The table of injury levels is intended 
to achieve higher consistency and standardisation in this 
estimation.

To avoid subjectivity:
use quantitative measures and data;
work with colleagues from the start or have them re-
view the result.

10.3.8 Non-compliance to a standard means risk?
A shortcoming that is commonly found in RAPEX noti-
�cations is that no risk assessment is reported, but just 
a list of non-compliances to harmonised standards. The 
market surveillance o�cer might �nd the faults so obvi-
ous or well-known that it seems super�uous to describe 
the risk. Sometimes risk assessments are probably carried 
out to back up the noti�cation or in reaction to it, but this 
information is not available in the public domain.

As explained in 10.1.3, the pure fact that a product does 
not comply with a standard is not su�cient to decide on 
the level of risk. The risk level depends upon the exact re-
quirement and possibly also on how much the measured 
value deviates from the requirement. A risk assessment is 
necessary to decide the risk level (which in turn is neces-
sary to decide if a RAPEX noti�cation is at all required). 
The risk assessment could however be fairly short if the 
hazard and the injury is well-known. Alternatively exist-
ing risk assessments of such well-known hazards could 
be re-used to quickly decide on measures (this is the ba-
sis for so-called Failure Code Lists).

Example: A small part can be broken o� a whistle. One 
injury scenario is that the user breaks o� this part while 
he or she is blowing the whistle and the part gets into 
the user’s mouth. From here, two developments are pos-
sible:
1.  If the user is an adult, then he or she would most likely 

spit out the part and nothing will happen.
2.  If the user is a small child (i.e. a very vulnerable per-

son), it is more likely that the child will swallow the 
part. This means that there is a risk that it ends up in 
the lungs, which in general is considered to be a seri-
ous injury.

In this example the injury scenario worsens dramatically 
because the probability increases and the injury be-
comes much more serious. Both a�ect the risk level.

Example: Electrical lamps must meet the requirements 
of the Low Voltage Directive. The detailed safety require-
ments are given by standards in the EN 60598 series. One 
requirement is that the user must not be able to touch 
live conductors. If it is possible to touch live conduc-
tors in a speci�c lamp, a su�cient risk assessment 
would be: ‘It is likely that a user can touch live wires 
thus risking a fatal electrical shock.’

10 RISK ASSESSMENT (Continued)
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10.3.9 Products causing damage to property
The risk assessment method in the RAPEX guidelines 
works on the assumption that products cause injuries to 
people. This is however not necessarily the case. If the 
product is a candle-light, then the most likely scenarios 
have to do with candles setting �re to property.

One approach to handling this is to write injury scena rios 
that imply that a person is injured (e.g. gets burns, is poi-
soned by the smoke, dies etc.). An example of such a sce-
nario could be ‘Candle sets �re to a curtain which ignites 
the room. A person is asleep and does not wake up. The 
person dies from smoke poisoning.’

The probability of this kind of scenario can be checked 
with data from �re statistics. The scenarios include the 
probability that someone dies in the case of a house �re. 
This probability can be estimated: dividing the number 
of victims by the number of �res. This estimate takes into 
account the probability of escaping in time.

Severity level Description of �re

4
A whole building or several rooms are destroyed by 
the �re.

3
One room is destroyed by the �re or several rooms 
are a�ected e.g. by smoke.

2
Few pieces of furniture or curtains are destroyed or 
one room is a�ected e.g. by smoke or burn marks.

1
Few pieces of furniture are a�ected e.g. by smoke or 
burn marks.

Table 4: Example of how severity levels can be  
adapted to incidents that do not involve people.

Another approach to handling this is to categorise the 
�re (according to the extent and the resulting damage) in 
categories that �t with the scale from the revised RAPEX 
guidelines, for example):

Similar categorisations can be developed for damages to 
other kinds of property or injuries to animals.

10.4 Alternative methods
Several practical tools have been developed for perform-
ing risk assessment. A report compiled on behalf of the 
EU Commission lists six formal methods that were used 
recently in Europe, but probably more methods exist 
that had not been formally published (including the use 
of expert panels). The report further distinguishes be-
tween qualitative, semi-quantitative and quantitative 
methods. For example, the ‘Nomograph’ method is clas-
si�ed as semi-quantitative.

The EMARS Risk Assessment team has tested three me-
thods for various cases to get an idea of their strengths 
and weaknesses:

The 2004 RAPEX method as developed for the Euro-
pean Commission as modi�ed and presented in 
10.4.1.
The Nomograph method  (see 10.4.2).
The (revised) RAPEX procedure  (see 10.4.3).

10.4.1 The 2004 RAPEX method
The 2004 RAPEX method uses the red-yellow-green ma-
trix that all market surveillance authorities should be fa-
miliar with (see Figure 24):

A couple of problems have been identi�ed with the 
original method [5]. The primary problem being that the 
method quite often yields the result ‘serious risk’. This has 
led to modi�cations of the method. The new method was 
found to provide higher transparency in the background 
of the results. It also seems to give more diversi�ed (and 
realistic) results. Finally, the homogeneity in di�erent ex-
perts’ assessments of the same hazard seems to increase 
when using the method described in 10.2.3.

Figure 24: The matrix from the 2004 RAPEX guidelines.

Severity of Health/Safety Damage

Slight Serious Very serious
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Very High High

Very High High Medium

High Medium Low

Medium Low Very Low

Low Very Low  

Overall 
Gravity of 
Outcome

Very High

High

Moderate

Low

Very Low

Vulnerable people

Very 
vulnerable Vulnerable

Non-vulnerable adults

No Yes No Yes
Adequate warnings and 

safeguards?

No No Yes Yes Obvious hazard?

SERIOUS RISK –           Noti�cation required

Moderate Risk –       Noti�cation required

Low Risk – Noti�cation unlikely

http://ec.europa.eu/consumers/safety/rapex/guidelines_states_en.htm
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of probabilities and severity of injury. Furthermore, risk 
for vulnerable consumers is dealt with in a different way: 
vulnerable consumers have to be taken into account 
when setting up the injury scenarios.

The method provides guidance on when to issue RAPEX 
notifications and serves as the preferred method when 
justifying RAPEX cases.

10.4.4 Why one common method?
Risk assessment can be done in numerous ways but the 
recommendation is to use the method from the RAPEX 
guidelines as modified by WG IRAG as the standard 
method for risk assessment in general in Europe.

The advantage of having one harmonised, commonly 
used method is that it introduces a common language 
to describe the phenomena associated with risk assess-
ments. This means that problems can be more efficiently 
discussed and solved among experts in risk assessment. 
It also increases transparency so that it becomes more 
obvious why a specific product has been evaluated the 
way it has and so that differences can be tracked back 
to obvious reasons (such as differences in the climate in 
which the product is used).

Furthermore, the method from the RAPEX guidelines is 
seen to decrease subjectivity as subjective judgements 
are replaced to the largest possible extent by factors that 
can be found in tables. As experience with this method 

10.4.2 The Nomograph method
The Nomograph method uses maximum potential in-
jury (6 levels), probability of hazard occurrence (6 levels) 
and hazard recognition (5 levels) to make an initial (in-
dividual, or single product) risk assessment. This can be 
combined with the availability of the product (from Rare 
to Widespread) to arrive at the final (collective, or mar-
ket) risk assessment. The risk estimation is made using a 
standardised graph.

The nomograph method gave a wide range of outcomes 
in each of the cases and also large variation between ex-
perts.

In the RAPEX system, hazard occurrence and hazard rec-
ognition can both be included in the injury scenarios.  
The RAPEX guidelines are found to provide more guid-
ance on selecting the injury level and the probability fac-
tors.

10.4.3 The current RAPEX procedure
The RAPEX procedure is currently the most suitable tool 
for decisions on unsafe products. Its main features are 
highlighted above. The method was developed from the 
RAPEX guidelines by the Working Group for the Improve-
ment of the Risk Assessment Guidelines WG IRAG (Work-
ing Group for the Improvement of the Risk Assessment 
Guidelines).

The basic instrument in the method is still a matrix but 
further guidance has been added to facilitate the choice 

Figure 25: The nomograph that is used for risk assessment in the nomograph method.
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grows, more and more exposure factors will be estimated 
and reported. These factors should be made accessible 
somehow to further assist in making risk assessments.

The method is harmonised, but it is not mandatory. Oth-
er methods can be applied if it can be justi�ed that they 
giver better, more reliable results. This could be the case 

for speci�c sectors where other (and more complex) risk 
assessment tools exist. An example would be the FMEA 
method that is used to assess the risks associated with 
machinery; another example is the modelling and cal-
culation of exposure to chemical substances emitted or 
migrating from consumer products.

10.5 Examples with model assessments
Six examples of risk assessments have been developed 
and are included in Annex C – Examples of risk assess-
ment. They cover the following type of products:

Hammers as an example of an assessment that is ini-
tialised because of a sample by a Member State
A rubber luggage strap as an example of an assess-
ment that is initialised by an accident with a product
Socket protectors as an example of an assessment of 
protective products

Bathing mattresses as an example dealing with a 
chemical hazard
A toy with small parts as an example of a product cov-
ered by a harmonised standard
A candle as an example of a product that is not cove-
red by a standard

All examples are presented in the reporting format de-
scribed in 10.2.6.
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11 CROSSBORDER MARKET SURVEILLANCE ACTIVITIES

11.1 Introduction
Cross-border cooperation between market surveillance 
authorities is increasingly important due to the fact that 
product markets have changed signi�cantly over the past 
decade. While previously, most of the products on the 
European market were produced by European manufac-
turers, nowadays a large percentage of products come 
from third countries. For example, China manufactures 
around 85% of all toys on the EU market. At the same 
time, container ships have grown, while the number of 
important harbours has decreased. As a result, consumer 
products are imported into Europe via a relatively small 
number of entry points. One can also observe a trend 
towards fewer and bigger importers that import goods 
from countries outside of the EU and smaller domestic 
importers that buy their goods from the EU importers.

Another trend is that big retailers tend to operate in 
more than one Member State, or even all Member States, 
which means that the same products are sold through-
out the EU market.

This raises a number of issues that can best be handled in 
an international cooperation between authorities:

There is a risk of double-testing products that are 
placed on the markets in several Member States. This 
means waste of market surveillance resources and it 
adds an unnecessary burden on the economic opera-
tors.
Follow-up on dangerous products will be much more 
e�cient if it involves the EU importer and the market 
surveillance authority in the same Member State.
When the same products are marketed in many coun-
tries the sampling plans should allow for this to in-
crease the e�ciency of the sampling.
When products are banned in one Member State or 
blocked by customs there is a risk that they will re-enter 
the market in another Member State or via another entry 

point.
Lack of coordination will demonstrate any di�erences 
in Member States’ approaches to economic operators 
that market products in several markets.

Furthermore, many stakeholders have organised them-
selves in European stakeholder organisations (please re-
fer to Annex G). The dialogue with such parties requires 
coordination from the market surveillance authorities’ 
side to prevent stakeholders from seeing a fragmented 
picture of the European market surveillance.

Chapter 3.4 discussed the approaches to market sur-
veillance, including the choice between enforcement 
or compliance assistance. Compliance assistance may 
include inspections of production lines and production 
control systems. This is not in line with production facili-
ties in third countries. It seems likely that such inspections 
at production facilities in third countries are undertaken 
most e�ciently in cooperation between authorities rath-
er than by a large number of individual Member States.

One should note that such cooperation calls for more 
than a coordination of the activities themselves. Some 
of the above-mentioned activities shift work between 
Member States or from inspections in the market to in-
spections at the border: one can imagine that neither the 
entry points nor the EU importers are distributed propor-
tionately over the Member States. Therefore, a coordina-
tion of the demand for resources is also necessary.

11.2 Exchange of information
EU legislation contains provisions that oblige Member 
States to exchange information related to market sur-
veillance. These obligations mainly focus on dange rous 
products:

The RAPEX procedure under the GPSD obliges Mem-
ber States to notify products that pose a serious risk 
to consumers.
The new approach directives describe safeguard 
clause procedures that oblige Member States to notify 
when they take measures against a product.

Both procedures imply that the information is forwarded 
to the other Member States after having been assessed 
by the European Commission. More information on the 
two procedures can be found in Annex H.

Both procedures require a proper identi�cation of the 
products which can be di�cult when marking is lack-
ing. Digital photos are of a great help. Three such photos 
are seen to be the minimum requirement: one photo of 
the product itself, one photo of the packaging it is sold 
in and one photo of the marking on the product (if the 
product has got a marking).

PART C  COMMUNITY & CROSSBORDER MARKET  
SURVEILLANCE ACTIVITIES
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A number of other channels exist besides the two man-
datory means stated above:

ADCO meetings (ADCO stands for Administrative Co-
operation and is the name of groups that are organised 
under most New Approach Directives). The meetings 
deal with legislation, standardisation and administra-
tive procedures as well as practical issues related to 
the speci�c directive.
The ICSMS system focuses on exchange of very de-
tailed information about single products.
PROSAFE meetings between enforcement o�cers of 
Europe (and from abroad). The meetings aim at ex-
changing information about market surveillance is-
sues e.g. speci�c cases, products or actions.
The tools developed under the EMARS project in-
cluding a knowledge base that focuses on sharing of 
knowledge produced by the project participants and 
other parties and the Rapid Advice Forum that aims at 
ensuring rapid informal advice to issues raised by mar-
ket surveillance o�cers.

More detailed information on these channels (and oth-
ers) can also be found in Annex H.

It is seen to be bene�cial for the Member States to ex-
change information beyond the information about dan-
gerous products. A number of examples can be gi ven:

When following up recalls and other corrective actions 
the Member State authorities should ensure that they 
obtain relevant information for the whole EU market 
and not only for their own territory. They should in par-
ticular ensure that information about the presence of 
the products in other Member States is identi�ed (this 
information is also required by the RAPEX procedure).
Reports from �nalised market surveillance actions, 
studies etc. This information is valuable because it 
may describe good or best practice that other Member 
States can learn from. Furthermore, information about 
the results will prove valuable for other Member States 
in their analysis and planning of upcoming activities.

11.3 Joint cross-border 
 activities

When the cooperation between the Mem-
ber States extends beyond exchange of 
information it takes the shape of joint 
cross-border activities. The cooperation 
can have many di�erent appearances. 
Figure 26 illustrates a generic model of a 
(cross-border) market surveillance action 
and the necessary coordination activi-
ties.

Speci�c market surveillance actions can 
be designed by combining elements from 
the model according to the ambitions of 
the participants.

Table 5 outlines a number of potential 
levels of cooperation ranging from ex-
change of information to a joint action. 
The table also describes the coordination 
activities associated with each level of the 
scale. The table gives an outline of some 
typical possibilities. However, all kinds of 
intermediate solutions are possible de-
pending upon the interests of the partici-
pants. 

The involvement of the Member States 
could also vary depending upon the level 
of co-operation. Obviously, a number of 
the participants need to participate fully, 
i.e. in all of the activities including the 
coordination but at the same time other 
Member States could play a role without 
committing themselves to full participa-

Project plan setup

Selecting producers 
and samples

Sampling

Testing

Risk assessment

Follow-up 
with producer

Measures 
 Communication

Reporting

Steps in a market 
 surveillance action

Coordination 
activities

Drafting project plan
Drafting application for  joint action
Facilitate a common understanding 
between participants

Sampling criteria
Coordination of sampling plans

Coordination of sampling
Overview of samples

Coordination of tests
Joint testing
Exchange of test results

Exchange of assessments
Common risk assessments
Facilitate a common understanding 
between participants

Make results ‘transparent’
Coordination of EU-wide follow-up
Facilitate a common understanding 
between participants

Coordination
Exchange of best practices

Collecting results and reporting to 
the Commission

Figure 26: Outline of Cross-Border Market Surveillance Action.
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11 CROSSBORDER MARKET SURVEILLANCE ACTIVITIES (Continued)

Level Coordination activities

Exchange of product  
information and test results

Exchange of information on sampled products, tested products and test results.

Coordinated sampling and 
 follow-up

Coordination of sampling plans so that products are only sampled at the European importer. 
 Follow-up is undertaken at European level.

Coordinated information 
 activity

Drafting of common information material (e.g. text for �yers, advertisements, press releases 
etc.). Coordination with the European Commission.

Coordinated testing

Collection and dissemination of information on sampled products to ensure that the same 
product is not tested (unintentionally) in parallel in two Member States.

Exchange of information about test houses in di�erent Member States.

Joint testing
Organisation of the testing, including call for tenders etc. to ensure that the test costs will be 
kept at a minimum level.

Cross-border market 
 surveillance action

Organisation of the whole action, including drafting the project plan, organisation of project 
 meetings, facilitating discussions on miscellaneous topics, coordination of sampling and 
testing, organisation and coordination of the follow-up at a European level and reporting to 
stakeholders (e.g. the European Commission).

Joint action under GPSD  
Article 10

This level includes the above activities plus the administration related to the EU funding, i.e. 
 producing the application, doing the �nancial follow-up and reporting, doing the �nal  
reporting, administering payments and handling all other communication with the European 
Commission.

Table 5: Di�erent levels of cross-border market surveillance activities.

Steps in a market  
surveillance action

Potential Member States contributions and participation

Project plan set-up
Information on national market situation.
Technical information about the product.
Experience from previous (national) actions.

Selecting producers and  
samples

Information from market survey on their national markets.
Developing screening criteria and procedures.
Experience from previous (national) actions.

Sampling

Information about samples taken on their national markets.
Information collected during the national e�ort about products being on markets in other 
Member States.
Participation in coordinated sampling.
Information about test results from previous actions.

Testing
Results and experience from tests carried out at national level.
Participation in coordinated or joint testing.

Risk assessment
Participation in risk assessment.
Exchange of information on assessment of speci�c products.

Follow-up with producers
Follow-up with producers and other operators on their territory.
Supply information about operators on other markets.

Measures
Coordinate national measures with other Member States.
Exchange information about products and measures.

Communication and reporting
Coordinate communication e�orts.
Participate in a common reporting.
Develop a uni�ed communication strategy.

Table 6: Potential contributions from Member States during a cross-border market surveillance action.
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tion. Table 6 illustrates the potential contribution from a 
Member State to the di�erent steps in a market surveil-
lance action.

The bene�t of participating increases as the commitment 
increases. Basically, the bene�t is an increased impact of 
the activity with a decreased e�ort from the market sur-
veillance authority.

The increase of the impact is due to a number of rea-
sons:

Follow-up will be done at the European importer or 
manufacturer (or at least in parallel in all participating 
Member States).
Re-entry of goods is less likely as a third country ex-
porter will see an European-wide action rather than 
uncoordinated actions in individual Member States.

Member States will react more uniformly because any 
doubts can be cleared quickly in the project group.
The number of products that are investigated and fol-
lowed up will be considerably higher than what can be 
achieved by one Member State.
The need for resources decreases because:
Double-testing of products is avoided.
Often, the number of products to be sampled and 
tested per Member State decreases.
Joint testing means larger volume of tests in total 
which would often mean that better prices can be ne-
gotiated with the laboratories.
Contracts with laboratories are negotiated once (as 
part of the coordinated activities) instead of many 
times (by each individual Member State).
Follow-up with the national importers will be much 
easier if the European headquarters is already involved 
(by another Member State).

Further information about cross-border cooperation 
can be found in Annex A which discusses cooperation 
mechanisms (section A.1) and examples of joint actions 
(sections A.2, A.3 and A.4.)
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12 THE ROLE OF CUSTOMS IN MARKET SURVEILLANCE

Customs play a signi�cant role in protecting the health 
and safety of European consumer. Indeed, its impor-
tance is increasing because more and more consumer 
goods are manufactured in countries outside the EU. A 
well-working cooperation with customs authorities en-
sures that a portion of these goods can be checked at the 

border before they enter the internal market. Customs 
checks provide a more e�cient way of guaranteeing 
that only safe products reach the consumers than tradi-
tional market surveillance where products are generally 
checked only after they are placed on the market

12.1 Legal basis
The legal basis for customs involvement in market sur-
veillance is the Council Regulation 339/93/EEC on checks 
for conformity with the rules on product safety in the 
case of products imported from Third Countries (see 
also 2.5). This Regulation will be repealed by Regulation 
765/2008 setting out the requirements for accreditation 
and market surveillance relating to the marketing of 
products (see also 2.4).

This regulation lays down provisions that give customs 
the powers to inspect the safety properties of products 
before being released for free circulation and to suspend 
the release of the product if it is suspected to present a 

serious risk or if it is not accompanied by the necessary 
documents (e.g. technical �les, declarations of conform-
ity etc.).

When the release of a product is suspended, the customs 
authorities must immediately notify the national market 
surveillance authority.

The market surveillance authority then has three work-
ing days from the day the release was suspended to re-
act. If the market surveillance authority does not notify 
the customs within three working days about actions or 
precautionary measures, the products must be released.

12.2 Cooperation between customs and 
market surveillance in practice

To ensure e�ciency, it is therefore essential to involve 
customs in market surveillance actions. This Chapter de-
scribes the practical ways to carry out such cooperation.

12.2.1 Exchange of information
Customs are a very valuable source of information on 
importers of products. The information in their posses-
sion is very detailed and provides a useful starting point 
for market surveillance authorities establishing the initial 
overview of the market for a given product in the start-
up of a market surveillance action.

It is therefore recommendable that the market surveil-
lance authority contacts the customs authorities in the 
�rst phase of the project plan set-up to bene�t from this 
knowledge.

12.2.2 Setting-up risk pro�les
The amount of products declared for release for free 
circulation in the EU is enormous and it is therefore not 
realistic to expect customs to check every single con-
signment. Instead, the customs authorities focus on risky 
products by applying ‘risk pro�les’.

A risk pro�le is a set of parameters that allow identifying 
products for further inspection. The parameters include 
the customs codes for the products in the consignment, 
the exporting country and the identi�cation details of 
the exporter and the importer. The risk pro�le is applied 
to the customs declaration that must be presented to 
the customs authorities by the importer before the prod-
ucts are released. This is done automatically through an 
IT system which uses the pro�les to scan the customs 

declarations for products to be checked. Consignments 
that meet the criteria laid down in the risk pro�les will 
be noti�ed to a customs o�cer who will have to decide 
what to do with the consignment.

It is considered best practice for market surveillance au-
thorities to cooperate with the customs authorities when 
setting up the risk pro�les. 

The customs should also form part of the national RAPEX 
network and receive copies of RAPEX noti�cations.

The cooperation between market surveillance and cus-
toms authorities may also include exchanges such as 
information about product categories that are known 
often to present safety problems or basic knowledge on 
how to identify potentially unsafe products.

12.2.3 Inspection of products
The practical inspection of products can be carried out 
in several ways.

In cases where only one product category with straight-
forward safety requirements is targetted, it may be fea-
sible to have the customs carry out the initial inspection 
of the selected products. Such an inspection can consist 
of checking the accompanying documents and the more 
simple safety requirements. The purpose of the initial in-
spection is to decide if the market surveillance authority 
should be involved or if the products can be released. The 
market surveillance authority should provide training to 
the customs authorities as well as necessary documents, 
such as check lists of easily detectable safety defects.
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An example of well-working cooperation can be found 
in Denmark where the customs authorities have digital 
cameras and a list of contact persons in the Danish Safety 
Technology Authority. This allows the customs o�cer to 
take a digital photo of the suspect product and send it to 
the market surveillance o�cer who in most cases is able 
to decide on the basis of the photo alone whether the 
release of the product should be suspended or not.

In other cases where the safety requirements are more 
complex, the customs should suspend the release of all 
consignments that meet the criteria laid down in the risk 
pro�le and ask the market surveillance authorities to in-
vestigate the products.

12.2.4 The 3-day limit
In accordance with Regulation 339/93/EEC, the market 
surveillance authority must notify the customs within 
three working days if the products can be released. In 
practice, three working days is a short time if the market 
surveillance authority needs to take samples and per-
form laboratory tests, in particular if the country is big 
and there is a long distance between the import control 
point and the test laboratory.

Therefore, it is important to note that the Regulation pro-
vides several options for the market surveillance author-
ity:

If the initial inspection reveals that a product appears 
to be safe, it can be released immediately.
If the initial inspection reveals that a product is obvi-
ously dangerous, the market surveillance authority 
can inform the customs authorities to maintain the 
suspension of the release and start the formal proce-
dures against the importer, including consultation on 
the results of the investigation etc.
If the initial inspection reveals that a product appears 
to be dangerous but further investigations are neces-
sary, the market surveillance authority can inform cus-
toms that the release of the product must be suspen-
ded as a precautionary measure. The importer must be 
informed accordingly and consulted.
If the initial inspection reveals that a product has short-
comings that are not suspected to present a serious 
safety risk, the market surveillance authority can con-
tact the importer and inform him that the product will 
be released but it can be placed on the market only 
after having being brought into compliance.

12.2.5 Noti�cation of arriving consignments
Customs are noti�ed by the importer when the products 
are declared for release for free circulation. This means 
that the customs authorities know in advance that prod-
ucts are arriving in the EU. Market surveillance authori-
ties may �nd it bene�cial to receive noti�cations on arriv-
ing consignments from customs, in particular, in case of 
large consignments (complete containers).

Firstly, it allows the market surveillance authority to turn 
up at the premises of the importer to check the contents 
of the container when it is unpacked. In practice, this is 
often the most e�cient way to carry out border controls 
because the inspection is carried out while the importer 
empties the container. This allows the importer to assist 
with the unpacking of the products and avoids repack-
ing them into the container – a job that is rather cumber-
some.

Secondly, intrinsically dangerous products such as �re-
works must only be handled in suitable surroundings. 
This is seldom the case at the customs premises. Thus, it 
is often practical to use the premises of the importer to 
check such products.

12.2.6 Counterfeiting
Counterfeiting is a violation of a producer’s intellectual 
property rights (IPR). In most Member States, counter-
feiting is handled by units within the customs authori-
ties and counterfeiting in itself is not an issue for market 
surveillance.

Nevertheless, counterfeit products may be of inter-
est for market surveillance as such products are often 
of such poor quality that they pose safety problems in 
which case the market surveillance authority should be 
involved. However, it is not impossible that the counter-
feit products have the same (or an even higher) safety 
level as the original product. In that case, the market sur-
veillance authorities can not take measures against the 
product because of safety reasons but it is rather for the 
customs to tackle these products on the basis of IPR pro-
tection.

12.3 More information
More information about customs procedures can be 
found on the Commission’s website:

http://ec.europa.eu/taxation_customs/customs/ 
procedural_aspects/imports/free_circulation/index_
en.htm.

http://ec.europa.eu/taxation_customs/customs/procedural_aspects/imports/free_circulation/index_en.htm
http://ec.europa.eu/taxation_customs/customs/procedural_aspects/imports/free_circulation/index_en.htm
http://ec.europa.eu/taxation_customs/customs/procedural_aspects/imports/free_circulation/index_en.htm

