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Work Package One

Memo on Filing Practices in the Knowledge Base

1. Background
One purpose of work package 1 in the EMARS project is to establish a common body of
knowledge on market surveillance. Thisisforeseen to be a knowledge base with
documents that have been recognised by experts as state-of-the-art in the specific fields.

The work process of the knowledge base isillustrated in the figure below.
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This memo defines the criteria that a document should meet to be included in the
knowledge base and the criteria that will imply that the document is disposed of again.

2. Theknowledge base
The knowledge base will consist of a database and a document depository.

The database will include entries on all relevant documents with metadata that describe
each document, its contents and its origin. Furthermore a 100 word summary will be
available. The database will include a hyperlink to the document.

Next to the database will be a document depository where all documents are stored.

All documents are stored in the document depository when received and en entry is made
in the database of the document. The fields in the database are filled in with preliminary
information that gives a brief characteristic of the document. The document is marked
“not reviewed”.



Next, the peer reviewers have to assess the documents to decide whether it is relevant for
the knowledge base or not. If it isfound to berelevant it is marked as “reviewed” and
“relevant”. If it isfound not to be relevant, it is marked “reviewed” and “irrelevant”.

If alater review decides that the document has become irrelevant, the document is
removed from the knowledge base by marking it “irrelevant” in the database.

. Categories of documents
The following categories of documents are foreseen to be included in the database:

- Legal documents (regulation, orders, etc.)
- Studies

- Campaigns

- Information material

- Work procedures

- Others

The criteriafor introducing a new document in the database or excluding an existing
document from the database are different for different categories.

. Criteriafor introducing new documentsin the knowledge base
All documents collected should be stored in the document depository.

The following criteria should be met for a document to be included in the database:

- Lega documents (regulation, orders, etc.)
This category includes English versions of the national legislation that transposes
directives, Commission decisions, Commission regulations, and other legidlation
relevant to product safety and market surveillance.
Documents with relevant legislation from all countries are introduced.

- Studies
This category includes theoretical and practical studies of safety issues or market
surveillance issues, comparative test of laboratories, risk assessments of product
groups, etc.
All documents are introduced unless the study is found not to be of common interest
in the peer review.



Campaigns

This category includes reports on market surveillance actions, information campaigns,
joint actions, market surveillance projects, etc.

All documents are introduced.

Information material

This category includes press releases, brochures, folders, |eaflets, annual reports,
guides and guidelines for consumers or industry, etc.

Documents from all countries are introduced (unless they are found to beirrelevant in
the peer review).

The original version isintroduced (English version is preferred if available). Non-
English document must be accompanied by athorough summary in English in the
database.

Work procedures

This category includes work flow diagrams, procedures, QC handbooks, guides and
guidelines for authorities, etc.

Documents are introduced if the peer reviewers find them to represent the best
available presentation of market surveillance procedures.

Others

This category includes other documents.

Documents are introduced if the peer reviewers find them to relevant and of common
interest.

The above criteria are defined without respect to the resources available for tranglation of
documents.

. Criteriafor disposing of existing documents

No documents should be deleted from the document depository once they have been

introduced. Disposing off existing documents therefore means marking them “irrelevant”
in the database.

The following criteria should be met for a document to be marked irrelevant:

Lega documents (regulation, orders, etc.)
Documents should not be excluded but it should be indicated in the summary if the
legislation has been replaced by newer legislation.



Studies
Documents should only be excluded if the study is outdated (e.g. by new knowledge).

Campaigns
Documents should not be excluded.

Information material
Documents should only be excluded if they are outdated (e.g. because legislation
becomes outdated).

Work procedures
Documents should in general be excluded if an improved presentation of market
surveillance procedures becomes available.

Others
Documents should only be excluded if they are outdated.



Work Package Two

Rapid Advice Forum Procedure

1 Introduction

1.1 Aim

Market Surveillance Authorities find themselves often in a situation in which they have to
decide if a certain product conforms to the general safety requirement of a certain directive
(e.g. GPSD, LVD, Toys...) and/or if a product is covered by these directives. If no standards,
national legislation, recommendations or safety codes exist for this product, or if these
documents do not take into consideration all safety aspects of this product, this decision will
need to take into consideration the state and art of technology and/or the reasonable consumer
expectations concerning safety.

In these cases it will be necessary to make a judgement call based on experience and the
results of arisk analysis.

To assure a correct and non-biased result, it would be very useful if the individual market
surveillance officers could get a rapid and informal first assessment and feed-back from
fellow officers (from other member-states)

This assessment and feedback given by individual market surveillance officers would be
based on their personal experience and expertise. Their opinion would not necessarily reflect
the opinion of their member-state and will in any case never be regarded as a binding opinion
of amember-state.

The member state receiving the assessment is in no way obliged to take this assessment and
feedback in consideration.

It will however insure that practical use is made of the experience of M S officers in the union
and that ssimilar conclusions will be reached in similar cases.

1.2 Participants

All participants are market surveillance officers in the field of consumer and/or product
safety.

For each participant the following information must be available:

- name
- organisation

- area of expertise (GPSD, LVD, PPE, Toys, ...)
- email address

- phone number (fixed and/or mobile)

If possible each participating country should indicate a number of MS officers, each covering
specific directives.



2. PROCEDURE

2.1. Requestsfor advise
2.1.1 Genera

Any market surveillance officer (or officia of the European Commission) can introduce a
request for rapid advice on a specific or general issue.

The request must be sent, by e-mail, to the secretariat of the RAF:
rapid.advice.forum@emars.eu

The following information must be included in the request (if possible):
- an introduction stating the nature of the request and the kind of advise requested
- adescription of the product (EAN, serial number, ...)
- apicture of the product
- all necessary documentation including user manuals, test reports, ...
- an indication of the relevant directive or regulation
- an indication of the relevant standards

Brand names and information concerning the producer or distributor are not absolutely
necessary. More specifically they can be omitted for reasons of confidentiality.

The requested urgency must be indicated. The request will be treated as 'normal’ if no urgency
is specified.

It should beindicated if the advice can be made public or not.

2.1.2 Language

The request must be written in the English language.

In principle al underlying information relevant to the case must be in English (e.g. test
reports, user manuals).

If thisis not the case, a short summary should be added, containing all necessary information
in English.

If such a summary cannot be provided, a request can be made to the Secretariat to provide an
English trandlation of the document(s). This request will not automatically be granted but will
be evaluated taking into account the relevance of the case and the available funding.
Trandation will in any case introduce a significant delay.

2.2 Evaluation of the request

The request will be evaluated by the Secretariat.



The case will be checked for completeness and relevance. Every case will get a consecutive
number.

The secretariat will contact the person who introduced the request if the request is deemed
incomplete, unclear our outside the scope of the RAForum.

If the request is deemed complete and within the scope of the RAForum, the secretariat will
forward the case (by e-mail) to a number of experts, depending on the subject matter, the
relevant directive and the availability of the experts.

A deadline for receiving the advices will be indicated based on the urgency of the request:
normal: after 10 working days;

urgent: after 5 working days;

very urgent : after 48 hours.

2.3 Expert Advice

Each expert will, upon receiving the case, inform the Secretariat as soon as possible (within
48hours) if he is not able to accept the case or if he cannot deliver his advice within the
indicated time frame.

If no responseisgiven, it will be assumed that the expert will be evaluating the case..

It is expected from the expert that he will give his personal and independent opinion of the
case. He should not at this stage confer with his colleagues.

He can however contact the person who introduced the requestto get more (detailed)
information if necessary.?

The expert can use any method he prefers to make the risk assessment.

The preferred risk analysis method is the standard RAPEX RA®.

If another risk analysis method then the preferred risk analysis method is used, the expert
should indicate and explain briefly the method used.

The advice is then sent back to the secretariat (in eemail form) using the standard case reply
form.*

2.4 Formulating the advice

The Secretariat will automatically forward the advices given.

When all advices for a specific case have been received by the Secretariat:

- it will collate all advices and

- if usefull and depending on the situation and the kind of advise requested, it will create a
common advice (including any minority points of view if deemed necessary).

2 The contact details (including email) of the person who introduced the request can be found on the RAF Case
form.

% The preferred risk analysis method will be adapted based on the results of WP4.

* The most recent version of the case reply form can be found on the emars-website



This collated advice(and common advice) will be sent to the original requester and all
involved experts and published on the internal part of the Emars - website.

2.5 Dissemination

In some cases the advice will be made public. This means that it will be available on the
public part of the Emars-website and will be integrated in the database of WP1.

This decision will be taken on informal basis by the RAF-members and/or the secretariat
Under no circonstances the advice will be published if confidentiality has been requested.

3 Additional

3.1 Choice of experts
Each national administration can nominate their competent experts for the RAForum.

The secretariat will keep a list of nominated experts, their contact details and their field of
expertise.

3.2 Contribution tothe EMARS Proj ect

The time used to evaluate the cases and formulate an advice for the RAForum is considered to
contribute towards the working days the participating countries need to provide to the project.

This time should be noted on the individual time sheets of the experts concerned.



Rapid Advice Forum Case Form

SECRETARIAT

Identification number® :
Date of introduction :
Type of advice requested® :

Urgency requested’ VERY URGENT / URGENT / NORMAL
Deadline for expert advice 8,

CONTACT PERSON

Name :

e-mail address :

(Mobile) phone number :

MS and authority identification

PRODUCT / PACKAGING

Product Name (EAN, serial
number):

Description of product/packaging :
Photograph of

product/packaging °:

Standards or regulations
applicable :

DANGER

Type of risk / hazard (first
assessment of problem) ::
Summary of the results of
tests/analyses and conclusions :
Description of accidents which
have occurred (injuries - accident
mechanism) :

OTHER INFORMATION

Additional information :

ADDITIONAL INFORMATION ANNEXED

User manuals, test reports,
certificates, examinations, news
clippings, etc.:

To be determined by the EMARS Secretariat

This could be : risk assessment, categorisation, advise on possible measures to take,...
Very urgent: 48 hours; Urgent: 5 working days, normal : 10 working days

To be determined by the EMARS Secretariat

JPEG format, limited to a total of 1 MB

© 00 N o Ou
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Rapid Advice Forum Case Reply Form

SECRETARIAT

Identification number™ :
Type of advice requested™ :

CONTACT PERSON

Name :

e-mail address :

(Mobile) phone number :

MS and authority identification

PRODUCT / PACKAGING

Product Name (EAN, serial
number):

ASSESSMENT

IAssessed risk level |
Risk assessment method used :

Applicable directive/standard :
Motivation (reasoning,...) :

ADDITIONAL INFORMATION ANNEXED

Documents used, ...

10 To be determined by the Prosafe BPP Secretariat
™ This could be : risk assessment, categorisation, advise on possible measures to take,...
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PROSAFE Best Practice Project
7 PRODUCT SAFETY ENFORCEMENT 2006 - 2008
Work Package 2

RAPID ADVICE FORUM

Evaluation of Test 001

General
Date of introduction: 25/7/2006
Type of advice requested: Risk Assessment

Deadline for expert advice: 04/08/2006

Product: BMX model 8535-99 and model 8527-99
(hypothetical)

Results

Number of reactions

Number of experts contacted: 5
Replies advise: 4
excused: O
no reply: 1
Deadline
Imposed deadline 4/8/2006
Dates of reply: 25/7 ; 2617 ; 3/8 ; 3/8

All replies were within the imposed time period

Risk assessment results

Serious Risk 15
Moderate Risk 15
Low Risk 1,0

No agreement on risk level
Relevant Directive

GPSD 3
Not specified 1

Risk analysis method used
GPSD (RAPEX) risk assessment method 3
Not specified 1

12



Electronic format used

HTML 2

Microsoft Office Document Imaging File 1

PDF 1
Remarks

A development of a standard form for reply to request for advice would be usefull (as
described in the Draft Procedure)

The form should have fields depending on the type of advice requested.

The answer or proposal should be at the top of the form, follwed by an explanation.
Additional information should be annexed.

Conclusion

The test case was sent out to a limited number of experts in the middle of the holiday
season.

Still 4 out of 5 experts replied and did this within the imposed time period (which was
a little longer than foreseen in the draft procedure).

There was no general agreement on the risk level.

It seems to me that for practical reasons a standard form will need to be developed
(specifying the required fields and information, but also the electronic format to be
used)

Action

A next test case will be presented to the members of the RAForum after creation of
such a form.

13
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PROSAFE Best Practice Project
7 PRODUCT SAFETY ENFORCEMENT 2006 - 2008
Work Package 2

RAPID ADVICE FORUM

Evaluation of Test 002

General
Date of introduction: 15/9/2006
Type of advice requested: Risk Assessment

Deadline for expert advice: 22/9/2006

Product: EASY PRESS IRON model 17520 series A1320
(hypothetical)

Results

Number of reactions

Number of experts contacted: 5
Replies advise: 3
excused: O
no reply: 2
Deadline
Imposed deadline 22/9/2006
Dates of reply: 15/9, 22/9, 5/10

Risk assessment results

Serious Risk 3
Moderate Risk 0
Low Risk 0

Full agreement on risk level
Relevant Directive

LVD 3
Other 0

Risk analysis method used

GPSD (RAPEX -IRAG) risk assessment method 3
Not specified 0

14



Electronic format used

MS WORD
PDF

=N

Observations

Only a limited number (3 out of 5) of the experts replied.
There was a general agreement on the risk level and the applicable directive

All experts used the same risk assessment method.

Conclusion

The form and procedure used seem to make it possible to get relevant and
concurrent advice on risk assessment from different experts coming from different

member states.

Judging the number of replies and the timing is seems that devoting time to assess
hypothetical test cases is not a high priority for market surveillance authorities.

I would therefore conclude that their is no valid reason to extend the pilot phase.

The Core group of experts should be extended as soon as possible to a larger
number of experts, ready to treat actual cases.

15



Rapid Advice Forum

Overview experts

EMAR GPSD LVD PPE Toys
S
Austria + helmuth.perz@bmsg.gv.at helmuth.perz@bmsg.gv.at
Belgium + jan.deconinck@freya.fed.be guibert.crevecoeur@economie.fgo [maureen.logghe@economie.fgov.b |pierre.bronchart@economie.fgov
v.be e e
Bulgaria
Cyprus
Czech Republic
Denmark + jr@sik.dk jr@sik.dk at@at.dk jr@sik.dk
ba@sik.dk ba@sik.dk ba@sik.dk
Estonia +
Finland +
France
Germany + hans- hans- hans- hans-
georg.niedermeyer@stmugyv.bayer [georg.niedermeyer@stmugv.bayer |georg.niedermeyer@stmugv.bayer |georg.niedermeyer@stmugv.bay:
n.de n.de n.de n.de
Greece + zisis@efpolis.gr
poulos@efpolis.gr
Hungary + m.kojnok@fvf.hu t.vincze@fvf.hu k.zsifko@fvf.hu m.kojnok@fvf.hu
Ireland
Italy
Latvia + irena@tesnova@ptac.gov.lv irena@tesnova@ptac.gov.lv irena@tesnova@ptac.gov.lv irena@tesnova@ptac.gov.lv
vaira.jekabsone@ptac.gov.lv vaira.jekabsone@ptac.gov.lv vaira.jekabsone@ptac.gov.lv vaira.jekabsone@ptac.gov.lv
Lithuania + r.ziukas @is.lIt vjakevicius@is.lIt onak@is.It vskrinskiene@is.It
Luxemburg
Malta + noel.toledo@gov.mt noel.toledo@gov.mt noel.toledo@gov.mt noel.toledo@gov.mt
Netherlands +
(the)
Norway + bente.tornsjo@dsb.no cecilie.magnussen@dsb.no hanne.storholt@dsb.no sverre.limtun@dsb.no
jonny.pedersen@dsb.no
Poland
Portugal

16



Romania

Slovakia

Slovenia

janez.novak@gov.si

Spain

seguridad@consumo-inc.es

Sweden

Switzerland

United Kingdom

version 16/01/20
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Work Package Three

Best Practice Market Surveillance

Questionnaire

£ - PROSAFE

PRODUCT SAFETY ENFORCEMENT
FORUM of EUROPE

Contact Details of Work Packages Coordinators

WP 1 | Mr. Jan Deconinck Jan.deconinck @freya.fed.be
WP 2 | Mr. Jan Deconinck Jan.deconinck@freya.fed.be
WP 3 | Mr. Gunnar Wold Gunnar.wold@dsh.no

WP 4 | Mr. Dirk Van Aken Dirk.van.aken@vwa.nl
WP5 | Mr.Dirk Mejer Dirk.Mejer@vwa.nl

Mr. Jan Van Leent

Jan.van.leent@vwa.nl
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Contents Page

1.0 General Information 2
2.0 I nspectors 3
3.0 Procedures and instructions

4.0 Published Documents

5.0 Survelllance Programs 5
6.0 Sampling and Testing

7.0 Rapid advice forum 6
8.0 Notified Bodies 7
9.0 RAPEX & Safeguard Clauses Notification Systems 7

1.0 GENERAL INFORMATION

11 Name of Participating Country:

Name and Surname of Officer Filling the Questionnaire:
Name of Organisation:

Address:

Telephone No.:

Fax No.:

E-mail address:
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Web-site:

12 List of Participating Countries

In principle the participation to this Market Surveillance project is open for Market
Surveillance Authorities for consumer product safety in relevant areas (GPSD, LVD, Toys,
PPE) in Europe.

The following is the list of Participating Countries included in the financial scheme of the
Market Surveillance project: AT, BE, DE, DK, EE, FI, GR, HU, LV, LT, MT, NL, NO, RO,
Sl

121 Please name the countries with whom you wish to perform market surveillance
investigations:

ApODE

13 On which of the following directives is your Department/Organisation responsible to
carry out Market Surveillance I nvestigations? Please tick the adjacent box

GPSD [If not please mention the Organisation responsible: ]
LVD [If not please mention the Organisation responsible: ]

TOYS [1f not please mention the Organisation responsible: |
PPE [If not please mention the Organisation responsible: ]

2.0INSPECTORS

2.1 For each of the directives chosen above please declare how many inspectors are
engaged within your organisation in order to perform Market Surveillance
I nspections:

GPSD

TOYS

LVD

PPE

TOTAL

20



[Total number Inspectorsfor all the above Directives]

2.2 Please outlinethelevel of education of your Inspectors.

1. Please declare the entry educational or practical requirements these inspectors must
possessto be able to be engaged asinspectorswithin your organization.

2. Doyou have a programme for start up education of inspectors? If yes please
describe the content of this programme.

3. What kind of ongoing training is given to the I nspector s annually?
If no such training, please give indications of your need of a program.

3.1. Do you have a strategy document or written policy document stating the importance
of MSin product safety work? If yes please describe shortly.

3.2 Do you have a procedurefor planning, performing, testing, reporting and follow up on
market surveillance projects? If yes please describe shortly main points.

3.3 Indicate the strategy practiced by the inspectorsin order to assess the risk of products
during the normal routine investigations spot testing? If yes, please write so. Could also add
basic principles as risk assessment, use of standards or simple test methods (example small
partsastest cylinder. Might also describe document contral, i.e. document of conformity and
CE-marking.)

3.4 Please give an outline on the use of tools and instruments that are used during the
routine ingpections. Please indicate the instructions used and any recommendations.
[You may wish to include any additional documents)

3.5 On what grounds are the samples of products elevated and submitted to laboratories for
further testing? Arethere any guidelines available? If yes, Please attach a soft copy.

3.6 Please give a short description of the legidative options available for follow up on
dangerous products. (Sales ban, recall, corrective actions, possibilities of fining)

If you promote voluntary action by producers, please give a short description of the
practicesin use.

3.7 Please give a short description of practical use of legidative options. For example
requirement of additional information (risk assessment or DOC, warning of sales ban or
withdrawal etc).

3.8 What isyour organization’s strategy to ensure that the routine investigations are carried
out uniformly and arein fact being conducted properly?

4.0 PUBLISHED DOCUMENTS

21



3.1 Did you publish any reports on Market Surveillance within the last two year s?
If yes, please list and attach a soft copy of these Reports: [Even if in your own native
language]

agbkrwdpE

3.2 Doyou have any reportson product testing or sampling exer cises?
If yes, please list and attach a soft copy of these Reports: [Even if in your own native
language]

agrwbdpE

3.3 Did you publish any brochuresto consumers on product sector s?
If yes, please list and attach a soft/Hard copy of these Brochures: [Even if in your own
native language]

1
2.
3.

3.4 Doyou publish annual reportson Market Surveillance?
If yes, Please attach a soft copy of the last 2 years of these Reports:

35 Do you have knowledge of any other documents that contain information on market
Surveillance (recommendations, articles, reports etc.) Please attach a copy or internet
link.

5.0 SURVEILLANCE PROGRAMS

5.1 Please describe principles and methods for selecting products or product groups
intended for market surveillance projects.  Examples: Risk assessment, reports from
media, reportsfrom public, accidents occurred.

5.2 Please describe your experience with risk assessment. This should include methodology
and practical experience.

5.2 On which criteria are these surveillance programs systematically compiled? Please tick
the adjacent box/boxesif you use them regularly.

RAPEX
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ICSMS

Please give the priority

INJURY DATA number which is mostly
used [i.e. 1 mostly used,
ECOSA 6 least used]

SAFEGUARD CLAUSES

6.0 SAMPLING & TESTING

6.1 Are there any guiddines or other internal procedures available in order to guide the
Inspectors during the investigations on the procedure to collect samples and to submit
these samplesfor further testing? If yes, Please attach a copy of these Documents.

6.2 Wherearethe samplestaken being tested?

6.3 Arethere any competent laboratories in your country to perform testing on the above
mentioned product sectors[GPSD, TOYS, LVD, PPE]?
6.4 Aretheselaboratories owned by the government or by private entities?

6.5 Do these laboratories conduct testing of products according to accredited methods
officially available? Does the authority notify these labs? If yes describe method of
appointment (accreditation or other).

6.6 Following the receipt of the official report from the testing laboratories, please indicate
the kind of legal follow up action taken towardsimportersor producers. Ref also pt. 3.6

6.7 How are other producers and importers (than those being directly involved) informed
about dangerous products?

6.8 Who is responsible to inform the consumers and the media regarding any dangerous
products and how isthisbeing carried out?

6.9 Do you have any experience with using test laboratories or other private entities in
carrying out sampling and testing of products? Please describe shortly.

7.1 Please give information of coordinates of officers within your organization that will
participatein Rapid Advice forum reflected in WP 2.(name, addr ess, e-mail, phone)

LVD:
PPE:

23



GPSD:
Toys:

8.0NOTIFIED BODIES

8.1 Inyour country, how many Notified Bodies are officially registered with the responsible
Authority? Please indicate the amount of Notified Bodies for each product sector (LVD,

PPE, Toys and GPSD):

9.0 RAPEX & SAFEGUARD CLAUSESNOTIFICATION SYSTEMS

9.1
Please give detail of the national procedures on the use of the RAPEX system and other
notification systems such as Safeguard Clauses. Wher e possible please attach a flow diagram.

9.2
Please describe methods of follow up on RAPEX Noatifications. ( i.e. Web publishing, mar ket

control activities, e-mail, direct mail etc.)

9.3

Isa RAPEX network established in your country? List other participating authorities? Which
authority is national RAPEX contact point? Do you have a mandate and description of tasks
for the network?
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International Questionnaire

COOPERATION AND EXCHANGE OF INFORMATION
ON

BEST PRACTICESIN MARKET SURVEILLANCE
(including Risk Assessment Techniques)

AT AN INTERNATIONAL LEVEL

Noel Toledo (Mata) & Gunnar Wold (Norway)
Work Package 3 Coordinators
EMARS Project

I ntroduction

In view of the discussions held during the last ICPSC (International Consumer and Product Safety
Caucus) Meeting on the 28™ November 2006 in Brussels, it was agreed that Mr. Noel Toledo (Malta)
and Mr. Gunnar Wold (Norway), (the two main coordinators of part of the EMARS" project
responsible for identification and documentation of best practices in market surveillance at a
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European level), will be co-jointly formulating a revised version of the EMARS* questionnaire in
order to gather some basic information from the government surveillance organisations from within
the following countries which were present for the meeting:

Australia
Canada
China
Japan
Korea
USA

Turkey will also be included in this survey but given that it already forms part of the European
Customs Union and due to its interest in joining the European Union as one of the neighbor countries,
it was agreed that the questionnaire would be left exactly the same as that given to other PROSAFE
Members within the European Member States.

The main objective of this ICPSC/EMARS exercise is to possibly identify similarities in best
practices adopted by various government organisations across the world which in turn will serve as
a basis for understanding better each other and which will ultimately lead to closer cooperation
between the various continents in order to achieve an even higher level of product safety in all our
mar kets.

* EMARS is a European Project organized by PROSAFE (a Product Safety Forum of representatives from
various European market surveillance organisations). The acronym EMARS stands for “Enhancing Market
Surveillance through best practice”. A substantial number of Member States within the European Economic Area
aretaking part in this project and it is al so supported by the European Commission. Annex 1 gives a brief outline
description of the aims of this project.

QUESTIONNAIRE ON BASIC INFORMATION

In order to be more focused in this approach, it is strongly recommended that the respondents of this
questionnaire will only focus on surveillance activities of consumer products that fall under these
three main categories;

0) TOYS

(i) ELECTRICAL CONSUMER PRODUCTS (specific types?)

(iii) GENERIC CONSUMER PRODUCTS such as baby articles, kitchen and household
articles, batteries, cigarette lighters and other generic consumer products.
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1. Organizational Structure

1.0 Kindly explain the overall legad and administrative structure responsible for the
control/surveillance of product safety in the above mentioned three product categories. (The
information given has to be simple to understand and possibly of interest to other respondents)

Kindly also include:
1.1 Generic description of governmental controls/checks/activities WITHIN THE MARKET
itself (that is, for example, of market surveillance activities held directly within retail outlets)

1.2 Generic description of governmental controls/checkg/activities during IMPORTATION
STAGE (possibly explaining the role of Customs & relationships with your organisation)

Generic description of governmental controls/checks/activities during EXPORTATION STAGE
(possibly explaining again the role of Customs & relationships with your organization in this respect)
1.4 Kindly also give a brief description of the number of employees involved in these surveillance
activities and how they are structured within the organisation/s and across your country. Please aso
indicate what kind of training is usually given to market surveillance inspectors and what is usually
their background level of education (requirements).

1.5 Kindly indicate any websites, which may be of further interest so as to further, understand the
respective organisation/s involved in surveillance activities.

2. Surveillance Programmes

A surveillance programme is described a programme of work for either market surveillance
organisations or for Customs in order to check specific product sectors during a specific period of
time.

2.1 Does your organisation develop surveillance programmes?
Are these organized on an annua basis? Are they also organized on a seasona basis? How are these
programmes devel oped? Does your organization discuss with Customs any surveillance programmes?

2.2 If annual surveillance programmes were developed, by when would your organisation normally
have finalized such a programme?

2.3 Would your organisation be interested to participate in an international cross-border surveillance
project? (Before answering this question, kindly refer to proposal in Annex 2.

2.4 Would novelty (child-appealing) cigarette lighters be an interesting product that could be surveyed
around the year 2008 as an international cross-border surveillance project (Before answering this
question, kindly also refer to proposal in Annex 2)

3. Testing & Sampling of products
3.1 Kindly indicate to what extent testing is done in-house (within your own organisation) and to what
extent independent private test houses do testing.

3.2 Do you have the arrangement of using test houses in market surveillance? Do you have regulatory

contact with test houses in different product areas; especially those mentioned in point i) and ii) in the
heading? 3.2 How much testing is done on the three main categories (Toys, Electrical products &
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other generic consumer products) on a yearly basis? Give also a brief outline of the cost involved and
what are the approximate envisaged projections for the year 2007 and 2008.

3.3 Is testing performed solely on voluntary / mandatory standards or are other measures used? Give
an explanation of the normal procedures related to testing carried out by your organisation, including
any sampling techniques utilized on spot.

4. Risk Assessment (RA)

4.1 Does your organisation use a specific model for risk assessment? If yes, please give a generd
description of this model and in which casesit is used.

4.2 Kindly identify any existing problems that your organisation isfacing in this area.

4.3 Isyour organisation interesting in improving the existing risk assessment methodol ogy within your
organisation and if so in what way?

4.4 Would your organisation be interested in participating in a network dealing with RA?

4.5 In what way do you use standards as basis for risk assessment connected to market surveillance?

5. Rapid Alert Systems
5.1 Kindly give a description of any existing rapid alert systems utilized within your country and
whether you have any links with any other countries in this regard.

5.2 Would your organisation be interested to know very quickly about products / emerging hazards
which have been found unsafe in other countries?

5.3 Would you be willing to exchange some basic information on such unsafe products / emerging
hazards? EMARS has launched the idea of RAFs (rapid advise forums). Is it of any interest to take
part in this work!

6. Accident data

Accident data is one of the types of information that is usually utilized by various surveillance
organi zations to decide on which product sectors should be more focused upon.

6.1 Does your country gather statistics on accident data related to the three main product categories
(toys, electrical consumer products and other generic consumer products)? Please give a short
description on how the system is operated.

6.2 If yes, can you please give some basic accident data/figures (including possibly some important
sub-divisions) on information that your organization has over these last three recent years.

6.3 To what extent is thisinformation utilized by your organization?

7. Guidance documents and protocolsto market surveillance officers
7.1 Does your organisation have a basic guide or protocol on best practices in market surveillance to
ensure afocused and coordinated approach between market surveillance inspectors?
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7.2 Kindly include any additional documents that you think may be useful to further understand your
organisation and its operations as well as other related organizations such as Customs.

8. Additional comments
8.1Kindly include any additional information or comments that you may wish to include in this
guestionnaire.

ANNEX 1-THE EMARSPROJECT

EMARS is NOT a system but rather a European Project organized by PROSAFE (a Product Safety
Forum of representatives from various European market surveillance organisations). The acronym
EMARS stands for “Enhancing Market Surveillance through best practice”. A substantial number of
Member States within the European Economic Area are taking part in this project and it is aso
supported by the European Commission.

Market surveillance activities involves primarily two main stages:
1. Monitoring of products placed on the market and
2. Subsequently, where necessary, enforcement action.

The emphasisin this project is on the first stage of market surveillance activities, that is, “monitoring
& investigative aspects’. The aspects of enforcement action will only be taken into account as far as
best practices can reasonable be developed.

The main objective of this project is: “To ensure abasic level of “best practice techniques & cross-
sharing of information and expertise in market surveillance” within EEA countries.”

Through this project, participants from ‘newly joined Member States, ‘older’ Member States,
EFTA/EEA states and Candidate countries, will be able to:

e Share experiences and expertise regarding market surveillance

e Together identify and document common best practice techniques

» Establish guidelines’/handbooks to promote a common understanding of monitoring and
investigative procedures, useful for any market surveillance organization.

» Develop lasting procedures based on best practice techniques identified through the practical
market surveillance exercises and through the actual guide that isto be developed. This, in
turn, will further facilitate collaboration and a more coordinated market surveillance approach
of the Single Market.

The primary objective of this project isfurther elaborated in the following objectives:

e To establish and document what are the most common best practices in market surveillance
systems, taking into consideration the already existing vast experiences and expertise found in
Member States.

e Toestablish and test the best practice in robust, objective and quantitative methods by which
market surveillance authorities can assess the risks of consumer products
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e Develop guidelinesthat will be extremely useful for any market surveillance authority,
whether newly formed or newly restructured ones.

» Develop effective cross sharing of information and expertise between market surveillance
organizations within various countries.

e Develop a*“body of knowledge” that contains and makes accessible the avail able information
and reports useful for market surveillance purposes.

e Toexchange and combine best practice for GPSD products as well as different sectorial areas
of consumer product safety such as LV D, TOY S and PPE products.

e Todevelop lasting and effective market surveillance procedures based on best practice
techniques

The actual work activities linked to the objectives of this project have been divided up into six work
packages and it is envisaged that the project will be finalized by the end of 2008. For further
information, refer to www.emars.eu.

ANNEX 2 — PROPOSAL FOR AN INTERNATIONAL CROSS-BORDER
SURVEILLANCE PROJECT

One of the best ways that was found within the European Union to further enhance cross-border
discussions is through practical European cross-border market surveillance projects initiatives between
Member States. The fact that Member States are coordinating better between each other their
surveillance activities aso has a positive spillover effect on the perception of businesses and
consumers with respect to a more uniform coordinated approach towards market surveillance.

In order to further build on the various experiences and expertise that exist at an internationd level, a
proposal is being made to identify whether it is feasible to perform a simple cross-border surveillance
project at an international level.

Given that currently, the European Commission has relatively recently taken an initiative to improve
safety aspects, besides other areas, in novelty (child-appealing) cigarette-lighters, this could possibly
be an area which, if agreement is possibly reached, could be a product type which can be surveyed
across the world by the various governmental surveillance organizations. However, any other product
may be identified for this project and it will be up to all the countries involved to ultimately come up
and agree upon one product type for this particular exercise.

IT ISIMPORTANT TO NOTE THAT such an exercise will NOT interfere with how existing
surveillance is operated within each of the government organisations. Indeed, thisis not an exercise to
try and harmonize the regulatory approaches in place in each country but rather to try and see whether
we can learn and identify common best practices from such a cross-border international surveillance
project

All that is needed is a basic commitment from the organisation that it is:

(i) interested in participating in the surveillance of a specific product

(i) ready to try and perform a surveillance activity within its own national territory on
that specific product sector during an approximate specific year or period (pending
that no crucia priority issues come up at a national level during that same specific
year)

(iii) possibly try to involve both its organisation as well as Customs in this exercise
without at the same time committing Customs to such an activity

(iv) ready to formulate a national report on the findings of that surveillance activity
undertaken which in turn will be discussed during one of the future ICPSC / ICPHSO
meetings.
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The proposed structure of the report is the following (although this may be further discussed and
changed according to the wishes of the ICPSC members).

1. Approximate trade (imports / exports) and a breakdown of locally produced / foreign produced
products found within the national market.

2. A brief outline of how many businesses are approximately involved in the specific product type in
question. (Percentage of Large/Medium/Small Manufacturers/ Importers/ Distributors / Retailers

3. Accident data related to that specific product type.

4. A description of the surveillance undertaken (in both the market itself as well as during importation
| exportation stage) during that year, including identification of possible unsafe factors/hazards found
within the products.

5. Action aready undertaken or envisaged to be undertaken by your organisation

6. ldentification of how other market surveillance organisations from other countries can assist your
organisation in ensuring an even higher level of product safety

Education and training to businesses and consumers may also be a crucial factor in upgrading the level
of safety and thus, the ICPSC may further discuss how during the agreed surveillance year in question,
a coordinated educational campaign across the world may also be targeted towards both businesses
and consumers, the extent of which will depend upon the existing resources at national levels that will
possibly be available for this purpose.

Pending that feedback is received from these questionnaires by not later than 15" January 2007, a
preliminary discussion of the findings can be discussed during the next ICPSC/ICPHSO meeting in
Orlando, USA in February 2007.

In turn, the detailed framework and objectives of such an international cross-border surveillance
project may be officialy agreed upon and launched during the May 2007 — ICPSC/ICPHSO Meeting
in Beijing, China.

PROPOSED OUTLINE TIME FRAME FOR THE CROSS-BORDER PROJECT

February 2007: Orlando Meeting
Preliminary discussion of results of questionnaires &
to discuss a proposal for an international joint cross-border surveillance project. Establish a project
team.

iy

May 2007: Beijing, China
Launch of the Project (pending final agreement)

Start of project
(approximately last quarter of 2007 or first quarter of 2008)

Ll

End of project & formulation of areport at national level
(approximately last quarter of 2008 or first quarter of 2009)

Spring 2009 — |CPHSO / ICPSC Meeting:
Discussion on Reports and lessons |learnt
(If successful, another project for 2010 may be identified during that meeting)
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Such a proposal could possibly lead to international cross-border surveillance exercises every two
years. It is envisaged that through these practical and simple exercises and through presentation of
results and discussions held during ICPHSO / ICPSC meetings, lessons could possibly be learnt in
order to further identify improvements at both national and international levelsin market surveillance
operations, thus leading to a safer world for consumers.
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Draft report on market surveillance best practice

WORK PACKAGE 3: Inspection programmes and
Techniques

Report on Market Surveillance “best” practices

In participating countries

Background

In order to establish a basis for developing best practice techniques there is a need for
gathering knowledge, experience and concrete results from already performed MS
programmes in the member states and EFTA countries.

Furthermore to be able to develop adequate tools for future activities there is also a need for
acquisition of knowledge concerning regulations, human resources, training systems
including requirements for inspectors, test labs (Notified Bodies), annual budgets and
resources available, existing procedures for MS and national collaboration with other
enforcement bodies.

This knowledge and experience is vital to be able to document best practices in Market
Surveillance through written procedures or guidelines.

To collect suitable information a Questionnaire has been distributed in June 2006 to all the
countries members of PROSAFE. Participating countries were mandated to questionnaire,
other countries had the possibility to do it.

Reminders were sent mid July, September and in October.

The feed back from the different countries was very positive and, after some reminders, by
the 15™ of November 2006 all Participating Countries and non Participating Countries sent
the Questionnaire duly filled in.

The situation of the questionnaires received is as follows:

Participating countries: Austria *, Belgium, Denmark, Estonia,
Finland *, Germany, Greece, Hungary *, Latvia,
Lithuania, Malta *, Norway *, Romania,
Slovenia, The Netherlands
* Some of the answering countries
sent, in addition to the questionnaire, also
detailed information on parts of their activity
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(e.g. Annual report, Guide for Consumers, List
for grading defects, MS policy etc).

Non Participating countries:  Spain, Switzerland
This Report summarizes and comments the answers received, highlighting the main

issues and gives an outline of the possible consequent actions in order to define the
best practices in Market Surveillance.

34



The detail on the answering countries and the relevant added documentation is stated in the following Table 1:

Annexed documents
Country Q
Title of document and relevant language
Protection Against Test Report on
Austria X |List of accredited labs Produkthaftung Dangerous F?roducts RAPEX electric
1 DE DE 9 EN EN|scooters EN
2| Belgium X
3|Denmark X
4| Estonia X
. TUKES - M.S. .
5 Finland XN ool icy g |Links to documents |
g|Germany X
7|Greece X
. Other documents
Hungary X R'IAPEX operating Annual report (Rapex, inspection
8 rules HU EN |guide, ecc. HU
o|Latvia X
10[Lithuania X
Malta X A Guide for Liability for Defective Sale of Goods to
11 Consumers EN [Products EN [Product Safety Act EN |Consumers EN
12|Norway X |Feilkodeliste NO
13|Romania X
Appendix 6
Appendix 1 Appendix 5 Internal
Slovenia Guidelines for Appendix 4 Rules of guidance for
% sampling LVD Appendix 2 TIRS Appendix 3 Internal Guidelines for procedure for RAPEX and
products revision Annual Report Giude GPSD sampling national contact SGC follow-
14 2006.doc S| |12004.pdf S| |2002.doc EN |GPSD.doc S| |point.doc S| |up.doc Sl
15 SQain X
16| Switzerland X
17/ The Netherlands
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1. General Information
Countriessuitablefor joint MS programs

Most answering countries deem that co-operation in market surveillance activities is
essential if progress is to be made in ensuring that only safe products are circulating on
the market. Market surveillance is carried out at national level but it is vitally important that
there is cooperation, both at national and cross border level.

The following Table 2 shows a detail of the answers received on the co-operation engaged

by the answering body with other bodies in other Countries:

Country Market surveillance investigations carried out with:
Austria DE Sl MT BE

Belgium ALL All ALL ALL ALL
Denmark BE NL Fl EE LV
Estonia LV PO NO FI

Finland DK NO EE NL

Germany FR NL AU

Greece DK AT LT

Hungary AT BE

Latvia UK DE DK NO PO
Lithuania DE DK FI EE

Malta NL BE AT UK DE
Norway DK FI SE MT BE
Romania BE NE NO FI

Slovenia SE DE DK ES* FR*
Spain } ; } )

Switzerland ; ; ) )

The Netherlands |BE DE UK ALL

(*) only for PPE

1.1 Directives covered by the answering body and cooperation with other bodies

The following Table 3 shows a detail of the answers received:

Directives covered by Market Surveillance Investigations

GPSD

LVD

Toys

PPE

AT

BE

DK

EE

Fl

DE
GR

HU
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LV

LT

MT

NO

X[ X | X | X

RO

XX | X | X | X

SI

X

ES

XXX [X | X |X|X

X

CH

X OIX[X X | X|X[X|X

X

NL

X

use

x only those for occupational

2. Inspectors

2.1 Number of Inspectorsper Directive

The following Table 4 shows a detail of the answers received:

Country _
Number of Inspectors available

GPSD | Toys | LVD | PPE TOT
Austria 0 0 0 0 0
Belgium 5 6 4 2 17
Denmark 4 0 4 0 8
Estonia 2 1 0 0 3
Finland 3
Germany n.d. n.d. n.d. n.d. 200
Greece 100 100
Hungary 12 6 6 2 26
Latvia 14 14 14 14 14
Lithuania 2 3 8 3 16
Malta §+7part §+7part §+7part §+7part _

time time time time 6+7part time
Norway 2 2 7 2 13
Romania 350 350 350 350
Slovenia 20 20 20 20 20
Spain no data |no data | no data | no data no data
Switzerland 1 0 0 1 2
The Netherlands 10 10 10 5 35

From the above it can be summarised that a good average number of inspectors is around
8-10, although from some of the answers, probably due to the fact that all inspectors
operating for all sectors, including food area, have been indicated.

2.2 Levd of Education

Inspectors have technical school or university degree

Previous experience in industry or testing laboratories is sought.
Computer using skills are also important and can be covered by training.

2.3 Introduction and training program

Basic entry training on laws and regulations, practical execution of inspections, how to

react in critical situations, tolerability of tense. etc.
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Specific courses like languages are also foreseen; these trainings are for all kinds of
inspectors, not specific for those working in the sectors covered by the Project.
Specific training courses for "consumer safety" inspectors are foreseen in very few cases.
Differences in the contents and length of the training

On-going training practiced by few countries

Specific matters related to execution of MS programmes seldom covered on ongoing
training

In most cases workshops and briefings are used instead of specific training programs.
Coaching/mentorship are in some cases adopted.

Meetings in different areas (between 1 and 4 times a year). Upgrade course for new
legislation and instruction for specific projects are also considered useful.

Need to have good on-going training highlighted in some answers.

3. Procedures and I nstructions

3.1 Strategy document or written policy document

Some countries adopt a document on the approach to market surveillance. In general this document
covers importance of MS and the need to follow mutual procedures, the overall market surveil