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GSO NEW TECHNICAL
REGULATIONS

u.mnu‘”,..»c;

GSO TECHNICAL REGULATION
ON TOYS SAFETY

e (S EVOLUTION
15t version (BD07070502) 2nd yersion (BD-131704-01)
+ Adopted By GSO’s Board of + Adopted by GSO’s Board of
Directors : 27/11/2007 Directors : 31/05/2013
< Implemented since : « Date of implementation :
01/06/2011 01/01/2014
« Correspond to : 88/378/EEC < Chemical Requirements :
01/07/2015
+ Correspond to : 2009/48/EC
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e PROVISIONS

<+ GENERAL PROVISIONS

<+ OBLIGATIONS OF ECONOMIC
OPERATORS

<+ CONFORMITY OF TOYS

MAIN + CONFORMITY ASSESSMENT

apmiie (O PROVISIONS

a NOTIFIED CONFORMITY ASSESSMENT
BODIES AND IN-HOUSE LABORATORIES
0 OBLIGATIONS AND POWERS OF MEMBER
STATES
0 ORGANIZATION PROCEDURES
OTHERS 0 ADMINISTRATIVE PROVISIONS
0 FINAL AND TRANSITIONAL PROVISIONS

ANNEXES

1. List of products that, in particular, are not considered as toys
within the meaning of this Directive

2. PARTICULAR SAFETY REQUIREMENTS
3. WARNINGS

4. CAP for MANUFACTURERS

5. CAP for IMPORTERS

6. GCC DoC for MANUFATURERS

7. GCC DoC for IMPORTERS

8. LIST OF BANNED CMR’s
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GENERAL PROVISIONS

pibns GENERAL PROVISIONS

‘Seandsndiraion 0.

< Subject
Q ...lays down rules on the safety of toys and on their free movement in the
Community
< Scope
Q ...products designed or intended, whether or not exclusively, for use in
play by children under 14 years of age.

IS GENERAL PROVISIONS

< List of products that are not regarded as
toys ...

Q Products that do not fulfil the definition of toys but
could be confused with them:

a non exhaustive list
Beyond Scope
< Products that fulfil the definition of toys but

are excluded from the scope: exhaustive list
(Art2)
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2015 b 28-26 ol

éﬂ\@uﬁj&\@i&d\hh;%ﬁJﬁSJ\gé



Al <)) 5 3gaY g JUkY) qad sAeUall) Aandid) i) puif ol

I

wigill aagem @

Definitions

GENERAL PROVISIONS

< Clear definitions of
< Making available on the market & Placing

on the market

<+ Manufacturer, Importers & Distributors
< Technical Regulation & Standard
< Conformity Assessment & Market

Surveillance

< Recall & Withdrawal

G

OBLIGATIONS OF ECONOMIC

OPERATORS

Manufacturer

e @ OBLIGATIONS OF ECONOMIC OPERATORS

Ensuring safety and compliance

« Ensuring compliance with the essential and

specific safety requirements;

< Drawing up the technical documentation and

proceed to Conformity Assessment;

< Establishing the “GCC” declaration of conformity

and affixing the GCC marking on toys;
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e @ OBLIGATIONS OF ECONOMIC OPERATORS

Traceability & monitoring

« Keeping Technical documentation and
maintaining compliance;

< Ensuring traceability and providing information
and warnings;

< Taking correctives measures;
+ Cooperating with competent authorities

Manufacturer

e (G OBLIGATIONS OF ECONOMIC OPERATORS

< may be appointed by a written mandate;
< shall perform the tasks specified in the
mandate...;
0 keep the EC declaration of conformity and the
Legal technical documentation
. Q ...Provide authorities with all the information and
Representative documentation necessary...
Q cooperate with the competent national authorities. ..

< Could not:
Q draw up the technical documentation

i (G OBLIGATIONS OF ECONOMIC OPERATORS

Place only compliant toys on the market

< Ensure:
0 that the appropriate CAP has been carried out

< Ensure :

Importer a technical documentation is drawn up
0 toys bear the required conformity marking, and are
accompanied by the required documents, and

0 Compliance with requirements on traceability

% Issues the GCC importer’s declaration of conformity

< Safety monitoring

5/17
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e @ OBLIGATIONS OF ECONOMIC OPERATORS

Importer not having access to manufacturer

< Conducts importer’s CAP
0 Conformity based on product verification

< draw up technical documentation
Importer 0 Involves 31 part intervention

< make sure manufacturer has complied with
requirements on traceability

< affix the required conformity marking under
responsibility of Notified body

< Issues the GCC importer’s declaration of conformity

e (G OBLIGATIONS OF ECONOMIC OPERATORS

< verify
a conformity marking,
Q required documents, instructions and safety information
a compliance with the requirements on traceability.

L. < Take corrective measures and participate to safety
Distributor monitoring

< Ensure... storage or transport conditions do not
jeopardize its compliance

% ..., provide authorities with all the information
and documentation necessary...

piiillane @

CONFORMITY OF TOYS
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CONFORMITY OF TOYS

< Essential safety requirements

0 Compliance with the essential safety requirements (art10/§2 & Annex 2)

0 Not to jeopardize the safety or health of users or third parties when used
as intended or in a foreseeable way,

Q behavior of children - particular attention for children under 36 months

a compliance during the foreseeable and normal period of use

< Presumption of Conformity

0 GSO standards or relevant parts thereof

gl angm G

‘Warnings

CONFORMITY OF TOYS

< General rules, Art 11
< Details in Annex 3 - Part B
% ...in a clearly visible, easily legible and

understandable and accurate manner on the
toy, on an affixed label or on the packaging
and, if appropriate, on the instructions for use
which accompany the toy.

% ...Small toys sold without packaging shall have

appropriate warnings affixed to them.

< Language : Arabic

2

spiillaiym G

Essential Safety
Requirements

CONFORMITY OF TOYS

<+ Physical and mechanical properties

<+ Flammability

<+ Chemical properties
< Electrical properties
<+ Hygiene

<+ Radioactivity

7/17
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piiillane @

Essential Safety .
Requirements Strangulation

CONFORMITY OF TOYS

Physical and mechanical properties

« Physical injury...
Q Moving parts

< Asphyxiation by closing off the flow of air
0 External or internal

< Detachable parts

mJ}ui]lv”uJ.»G;

Requirements

CONFORMITY OF TOYS

Flammability

< not to burn if directly exposed

Essential Safety not readily flammable

« burn slowly in case of ignition

« designed so as to mechanically delay the
combustion process

2
R

piiillane @

Essential Safety
Requirements

CONFORMITY OF TOYS

Chemical properties

< ...no risks of adverse effects on human health due to
exposure to the chemical substances or mixtures

< Prohibition of nitrosamines and nitrosable substances

0 if migration above 0.05mg/kg for nitrosamines and 1mg/kg
for nitrosable substances

< Allergenic fragrances prohibition or limitation
< Migration of certain elements

8/17
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) £ CONFORMITY OF TOYS

Chemical properties

< Ban or limitation of CMRs
Q classified 1A, 1B and 2

< Phthalates
Q limitation of use

Essential Safety
Requirements

T (o CONFORMITY OF TOYS

Electrical properties

< nominal voltage and accessible parts not to exceed 24 V

. < Internal voltages not to exceed 24 V
Essential Safety : -
. 0 unless no any risk or harmful electric shock, even when
Requirements broken
+ Risk of shock
0 Proper insulation and mechanical protection to prevent risk of
shock.
Q..

) £ CONFORMITY OF TOYS

Hygiene

« design and manufacture to avoid risk of infection,
sickness or contamination.

< Possibility of cleaning toys intended for use by
children under 36 months
Q textile toy shall, to be washable ...
Q Fulfilling the safety requirements also after cleaning

Essential Safety
Requirements

9/17
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e @ CONFORMITY OF TOYS

Radioactivity

< Toys must not contain any items or materials
emitting any nuclear radiation harmful to

Essential Safety  chjldren's health.
Requirements

m_‘l}ui"r“u‘l.»c;

CONFORMITY ASSESSMENT

] O CONFORMITY ASSESSMENT

Manufacturer

Technical file, treaceability

GCC type examination
Manufacturing process monitoring

G marking — DoC - traceability
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] O CONFORMITY ASSESSMENT

Importer having access to manufacturer

ENSURING Manufacturer has complied :

Appropriate CAP

Technical documentation, (with DoC)
Conformity marking,

Required documents,

Traceability
Importer’s DoC

pite (Q CONFORMITY ASSESSMENT

Importer not having access to manufacturer

Conducting 3" Part CAP (notified Body)

Examination and testing Examination and testing of the
of every product products on a statistical basis
Drawing Technical file

G marking — DoC - traceability

wpEillaie @

GSO TECHNICAL REGULATION
ON ELECTRICAL EQUIPMENT

AND APPLIANCES
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e (S EVOLUTION
15t version (BD07070503) 2nd yersion (BD-142004-01)
+ Adopted By GSO’s Board of + Adopted by GSO’s Board of
Directors : 27/11/2007 Directors : 05/11/2014
« Correspond to : 73/23/EEC « Date of implementation :
01/07/2016
+ Experimentation : 01/06/2015
< Correspond to : 2014/35/EU

apmiie (O PROVISIONS

<+ GENERAL PROVISIONS

<+ OBLIGATIONS OF ECONOMIC
OPERATORS

<+ CONFORMITY OF ELECTRICAL
MAIN EQUIPMENT

<+ CONFORMITY ASSESSMENT

e PROVISIONS

OTHERS 0 ADMINISTRATIVE PROVISIONS

a NOTIFIED CONFORMITY ASSESSMENT
BODIES AND IN-HOUSE LABORATORIES

0 OBLIGATIONS AND POWERS OF MEMBER
STATES

0 ORGANIZATION PROCEDURES

0 FINAL AND TRANSITIONAL PROVISIONS
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ANNEXES

1. Essential requirements of the safety objectives for electrical
equipment designed for use within certain voltage limits and the
requirements of the electromagnetic compatibility

2. Equif t and ph outside the scope of this technical
regulation

3. Conformity Assessment Procedure related to electrical equipment
in list (1)

4. Conformity Assessment Procedure related to electrical equipment
in list (2)

5. Manufacturer Declaration of Conformity
6. Importer Declaration of Conformity

u.mnu‘”,..»c;

GENERAL PROVISIONS

e GENERAL PROVISIONS

+ Requirements for the safety and EMC for electrical
equipment to comply with before placing on the
market

Subject
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T @ GENERAL PROVISIONS

Electrical equipment:

< All electrical and electronic

+ Devices and appliances and fixtures that contain
Scope components... designed for use with a voltage
rating of
< between 50 and 1000 V for alternating current and
< between 75 and 1500 V for direct current,

=S GENERAL PROVISIONS

Equipment and phenomena outside the scope of
this technical regulation

Electrical equipment for use in an explosive atmosphere
Electrical equipment for radiology and medical purposes
Electrical parts for goods and passenger lifts

Electricity meters

Electric fence controllers

Radio-electrical interference

Specialized electrical equipment, for use on ships, aircraft or
railways, which complies with the safety provisions drawn up
by International Bodies in which the Member States
participate.

Beyond Scope
Annex 2

N o s N e

piiillane @

OBLIGATIONS OF ECONOMIC
OPERATORS
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Erv G OBLIGATIONS OF ECONOMIC OPERATORS

On.

< Same principle as for BD131704-01

< Manufacturer
Q Ensuring safety and compliance
a Sole responsible for CAP
0 Traceability & monitoring

< Legal Representative

Q Could not draw up the technical documentation
< Importer

Q Could not conduct CAP

u.mnu‘”,..»c;

CONFORMITY of ELECTRICAL EQUIPMENT

(5 CONFORMITY of ELECTRICAL EQUIPMENT

< General safety requirement (Art 4)
0 ...not to endanger the safety of persons, property and environment when
properly installed, maintained, and used in applications for which it was
made

<+ EMC Requirement
0 Art 6 and Annex 1 par. 4

< Presumption of conformity:
0 GSO standards
Q |EC standards
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piiillane @

CONFORMITY ASSESSMENT

pibns CONFORMITY ASSESSMENT

iCC Sandsndiraion Ov.

Two categories of electrical equipment
< List (1) (lower category of hazard)
0 CAPinAnnex 3
< List (2) (upper category of hazard)
0 CAP in Annex 4
< Presumption of conformity to IECEE CB Scheme
< Lists published and updated in GSO website :

http://gso.org.sa/gso-website/gso-website/activities/conformity/technical-requlations-and-quides
Q Starting with list 2

i @ CONFORMITY ASSESSMENT

Manufacturer

Technical file, traceability

List1 List2

GCC type examination
Manufacturing process monitoring

G marking — DoC - traceability
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] O CONFORMITY ASSESSMENT

IEC CB Scheme

Request for CB Certificate

NCB isNB
f Complete the CAP by a NCB/NB
G marking — DoC - traceability

Tl CONFORMITY ASSESSMENT

Role of Importer

ENSURING Manufacturer has complied :

Appropriate CAP
Technical documentation, (with DoC)
Conformity marking,

Required documents,

Traceability
Importer’s DoC

THANK YOU
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PRODUCT SAFETY AND MARKET
SURVEILLANCE:

LEGAL FRAMEWORK AND TOOLS

GCC Standardisation Organisation

RIYADH 26 TO 28 JANUARY 2015

Robert Murphy
robmurphy63@gmail.com

Introduction and course outline

Hello and an apology or two...!

Objectives of the course

Structure of the course

Material and links to sources of information

The key legislation...

An overview of the key legislation relating to consumer product safety in the
European Union

The General Product Safety Directive (EU Directive 2001/95 EC)

Accreditation and Market Surveillance (EU Regulation 765/2008)

CE Marking (EU Regulation 765/2008 and EU Decision 768/2008)

Sectoral legislation — The Toy Safety Directive (EU Directive 2009/48 EC)




02/04/1436

Tools to support market surveillance

Overview of legislation and tools

Nat

nal Market Surveillance Programmes

Risk management in Product Safety

IT support - RAPEX and ICSMS

The role of border protection authorities (Customs)

PROSAFE - practical joint actions across borders in market surveillance

Future Initiatives

.

The proposed Product Safety Package

.

International developments

.

.

.

.

Some abbreviations

Border control agencies = customs officers.
MSA = market surveillance authorities
GPSD = General Product Safety Directive

e
- .
Guidelines = not formal legal instruments. ;]
OECD = O for Economic C \{ and D
Ce = European C normally the Directorates General dealing with customs,
trade and health
06 TAXUD = customs

DG Enterprise = trade and industry
DG SANCO = health and consumer affairs
Joint actions = cooperation between MSA of different EU Member States

EU = 28 Member States and the EFTA EEA states (Norway, Iceland and Lichtenstein) +
Switzerland.
PROSAFE = Product Safety Forum in Europe

ESO = European Standardisation Organisation — CEN CENELEC and ETSI.
EP = European Parliament.
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Legal Framework (1)

The General Product Safety Directive

European Directive 2001/95

Available at

http://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX:320

The GPSD

Relates to consumer products

Overall aim —
ONLY SAFE CONSUMER PRODUCTS ARE SOLD IN THE EU

The “catch — all” legislation — if there is no specific legislation in a particular sector
then the GPSD applies.

Key elements
A general safety requirement
Manufacturer and distributor obligations
Obligations of member states and the EU Commission
Legal basis for RAPEX

The GPSD covers any product supplied or made available to
consumers, intended for consumers, or likely to be used by consumers
under reasonably foreseeable conditions even if not intended for them.

Certain second hand goods are excluded.

Distributors should help in ensuring compliance with the applicable
safety requirements. The obligations placed on distributors apply in
proportion to their respective responsibilities.
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The GPSD calls for effective (and active) enforcement, bodies to be
established to monitor the application of the legislation, address
penalties and ensure coordination.

RAPEX is established, procedures and guidelines are included in the
GPSD.

Allows for product specific legislation, as a last resort, to be introduced
to address a serious risk...

Measures to ensure that only lighters which are child-resistant are placed
on the market and to prohibit the placing on the market of novelty lighters

GPSD Article 2

Definitions and explanations....
A serious risk is not an immediate risk...

A producer is a manufacturer, or his representative, or another
professional in the supply chain...

A distributor is also in the supply chain but.....

What is the difference between a recall and a withdrawal..?

GPSD Article 3 GPSD Article 5

A presumption of safety if: Obligations of producers and
distributors
The product conforms to a The provision of
voluntary national standard information to
transposing a European consumers,
Standard.

Be informed of the risks

Avoid the risks, withdraw
the product from the market
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GPSD Articles 8 and 9

Outlines the powers of a member state competent authority
Shall take appropriate checks on the product

To look for documentation

Take samples

Insist on markings on product, including warnings

Order a temporary ban on supply or display.

Order an immediate withdrawal or recall

Establish, update and implement surveillance programmes.

Articles 10 — 12 and Annex Il

Provides the legal basis for the RAPEX system —

RAPEX is the EU rapid alert system, it facilitates the rapid exchange of
information between Member States and the Commission on measures
taken to prevent or restrict the marketing or use of products posing a
serious risk to the health and safety of consumers with the exception of
food, pharmaceutical and medical devices.

GPSD Article 13

Allows the adoption of specific targeted legislation, requiring member states
to take action..

Decision to take measures to ensure that only lighters which are child-
resistant are placed on the market and to prohibit the placing on the market
of novelty lighters
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Other product specific legislation...

Pushchairs
Food imitating products
Cords and drawstrings
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Legal Framework (2)

REGULATION (EC) No 765/2008

setting out the requirements for accreditation and market surveillan
relating to the marketing of products

Available at
http://feur-lex.europa.eu/legal-content/EN/TXT/?qid=1421229444323&uri=CELEX:32008R0765

Regulation 765/2008

Regulation (EC) No 765/2008 introduces for the first time a legal framework fo
accreditation.

The Regulation establishes specific requirements for the organisation of market
surveillance by Member States

Member States must establish, implement and update their market surveillance
programmes.

The Regulation establishes a general obligation for Member States to ensure that
the goods liable to compromise the health or safety of users (consumers and
workers) or in any case non-compliant with product requirements set out in the EU
harmonisation legislation are withdrawn, prohibited or their supply restricted

Develops and maintains a general archiving and exchange of information system,
on issues relating to market surveillance activities

Regulation (EC) No 765/2008 gives the Commission the legal basis to
assist with financial aid and support to the Member States in relation to
ADCO (Administrative Co-operation on Market Surveillance) groups'
activities.

Regulation (EC) No 765/2008 sets out a regulatory framework for
external border controls.

Regulation (EC) No 765/2008 lays down the general principles
underlying the CE marking.
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Regulation 765/2008 Article 2

Definitions and explanations....

Making available on the market v. Placing on the market v release for free
circulation...

, authorised repr ives, importers...A producer is a
er, or his repr ive, or another pr i in the supply

chain...

Recall v withdrawal..

Regulation 765/2008 Articles 3 and 14

Relates to Accreditation, voluntary or compulsory, relating to conformity
assessment

One accreditation body per Member State (but it is possible to have
recourse to another Member State's national accreditation body, should
a Member State decide not to set up its own).

Accreditation is a public sector activity.
There is no competition between national accreditation bodies.
Accreditation is a not-for-profit activity.
Stakeholder representation is ensured.

Accreditation is the preferred means of demonstrating technical
capacity in the regulated area

Chapter Ill - Articles 15 to 29

Outlines the market surveillance activity and customs controls framework
in force

Puts obligations on member states to establish organise and implement
market surveillance activity.
Preparation of market surveillance programmes:
Each member state prepares a programme — public and confidential
General element
Structure, organisation, priorities. .

Sectoral element
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Sectoral Market Surveillance
Programme.

Relevant EU legislation
Description of product / category
Type of monitoring

Motivation for monitoring
Monitoring activity

Priority

Start date, duration

Expected outcomes
Responsible official / authority

Regulation 765/2008 Article 19

Level and type of checks:
Appropriate, adequate, physical, documentary, laboratory, samples...

Outlines the powers available:
Can get documentation and information from economic operators
Enter premises
Destroy products or render them inoperable

Market surveillance authorities (MSA) are to be independent, impartial,
without bias.

Regulation 765/2008 Articles 21, 22
and 23

Refers to serious risk.

Products recalled, withdrawn or prohibited.
An appropriate Risk Assessment shall be carried out.

Outlines obligations in using RAPEX — Community Rapid Information
System

Introduces the ICSMS General Information Support System
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Regulation 765/2008 Article 24

Cooperation and sharing of information between...
National market surveillance authorities in different countries

National market surveillance authorities and the EU
Commission

Gives the legal basis for the sharing of information and
participating in investigations and actions with other member
states

Regulation 765/2008 Articles 25 and 26

Practical support for member states and third
countries:

Training programmes

Exchanges of officials

Sharing of resources

Common actions

Exchange of experience, information and best practices

Regulation 765/2008 Articles 27 to 29

Control of products entering the EU market

Outlines obligations of member states border control
authorities

Presents the level and type of checks
Replaces previous legislation from 1993
Increased attention by EU customs in this area
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Regulation 765/2008 Chapter IV Article
30

The CE marking is required for many products. It states
that the product is assessed before being placed on
the market and meets EU safety, health and
environmental protection requirements.

Annex Il shows mark and dimensions...

C€

Regulation 765/2008 Article 41

Penalties, sanctions and infringements
Should be effective, proportionate and dissuasive.

Why have this article?
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Legal Framework (3)

CE Marking

Regulation (EC) No 765/2008 and Decision 768/2008

Regulation 765/2008
Decision 768/2008

The CE marking indicates a product’s compliance with EU legislation.

By affixing the CE marking to a product, a manufacturer declares, on his sole
responsibility, that the product meets all the legal requirements for the CE
marking, which means that the product can be sold throughout the European
Economic Area (EEA, the 28 Member States of the EU and European Free Trade
Association (EFTA) countries Iceland, Norway, Liechtenstein).

This also applies to products made in other countries which are sold in the
EEA.

CE marking does not indicate that a product was made in the EEA, but merely
states that the product has been assessed before being placed on the market
and thus satisfies the applicable legislative requirements (e.g. a harmonised
level of safety) enabling it to be sold there.

Regulation 765/2008 Article 30 and
Annex Il

Mark to be fixed only to products provided for by specific Community
harmonisation legislation

It is the only EU mark for relevant Community legislation which attests
conformity

Member states are responsible for its application and enforcement and
there should be penalties for infringements.

Annex Il shows what it looks like...
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Decision 768/2008

Specifically Articles R11 and R12 setting out the general conditions of
CE marking and the rules and conditions for affixing the CE marking

The CE mark should be affixed in a visible, legible and indelible
manner.

Should be on the product before it is paced on the market.

The CE mark should also have a reference to the relevant notified body
where that body is involved in the production phase.

Example for fixing of CE mark

Directive 2006/95/EC is intended to ensure the highest possible level of
safety for low voltage devices and to harmonise the rules governing their
sale within the EU.

Conformity assessment for products covered by the Low Voltage Directive
takes the form of an internal production control carried out by the
manufacturer himself or his authorised representative established in the
Union, without the involvement of a third party.

The details of this procedure are set out in Annex IV of the Directive. The
manufacturer must also maintain technical documentation related to the
product for ten years after it is placed on the market.

Once the conformity process is the irer
(or his authorised representative in the EU) can place the CE marking on
the equipment. Alternatively, it can be placed on the packaging, the
introduction sheet or the guarantee certificate. It must be visible, easily
legible and indelible.
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Certification and marking in Europe is a confused market
Manufacturers do not always affix a mark to a certified product
Is the CE marking “winning”?

Will the big certifiers drive down the cost of certification and
marking?

Relocation of production gives a new boost to certification and
marking of consumer products

SMEs are hit hardest by multiple certification and marking
Are consumers looking for marks?
Consumer organisations don't trust marks

Manufacturers more frequently seek voluntary certification for
consumer products

Mistrust in the CE marking drives certification
Is there a future for European marks?
«....oris the GS Mark winning for consumer products?

Some issues with the CE Mark...

In a study for the European Commission carried out in 2010, 33% of consumers
surveyed believed CE Marking to mean that the product was made in the EU
while only 25% identified the logo as indicating compliance with relevant
European legislation.

Another 2010 survey carried out in the same year by TUV Product Service
among United Kingdom:

Three-quarters (73%) of respondents said that they believed a CE Marking on
an electrical product meant that it was safe.

When it was explained that CE Marking does not prove that a product is safe,
the respondents said they were “horrified and worried”, or felt misled (79%),
with more than one-third (35%) calling for the CE Marking system to be

by an r

Also, only some products are required (and allowed) to bear CE Marking.

Hence does the absence of CE Marking mean that a product taken at random
is exempt or non-compliant?

This also raises some curious examples.

A cot for a baby must not bear CE Marking but a toy cot for a doll is required
to bear CE Marking by the Toy Safety Directive.

Does this mean a toy cot is “safer” than a cot for a baby?

How is the consumer to know?
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Market Surveillance Tools 1

National Market Surveillance Programmes

RAPEX
Risk Management for product safety

ICSMs

National Market Surveillance
Programmes (NMSP)

Legal basis: Regulation EU 765/2008 Article 18 (5)

Member States shall establish, implement and periodically update
their market surveillance programmes. Member States shall draw up
either a general market surveillance programme or sector specific
programmes, covering the sectors in which they conduct market
surveillance, communicate those programmes to the other Member
States and the Commission and make them available to the public, by
way of electronic communication and, where appropriate, by other
means.

NMSP

Each member state prepares a programme — public and
confidential

General element
Structure, organisation, priorities...
Sectoral element

Certain elements of the programmes are available publically on
the website of the EU Commission and in national
administrations
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Sectoral Market Surveillance
Programme.

Relevant EU legislation
Description of product / category
Type of monitoring

Motivation for monitoring
Monitoring activity

Priority

Start date, duration

Expected outcomes
Responsible official / authority

General Part

Background on organisation, policy, strategy and objectives.

Information on the organisation of market surveillance activity

Refers to key horizontal issues
Cooperation with customs
International cooperation
Use of risk management — risk based market surveillance

Sectoral NMSP
Legislation
Market surveillance authority
Reason for looking at the sector
Example from NL Sectoral NMSP 2014...
Legislation, sector and product
1999/5/EC
R&TTE

Preventive and repressive actions towards illegal products, for example jammers of
any kind, to prevent from being imported, sold or used

Type of monitoring, motivation and monitoring activity

Through methods of monitoring and cooperation with the Dutch Customs and police,
jammers are traced and seized

National cooperation with Customs and police. Securing of important frequencies
(safety and societal) and the interests of stakeholders using them

An estimate of 150 individual products to be seized

High Priority.
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Reason for NMSP..

Legal obligation

National organisation required

EU activity can be identified

Common risk management approach

Greater EU awareness of emerging risks

Supports EU wide activity — joint actions and international cooperation

RAPEX

Article 12 of Directive 2001/95/EC (GPSD) establishes a Community Rapid
Information System ‘RAPEX” for the rapid exchange of information between the
Member States and the Commission on measures and action taken in relation to
products posing a serious risk to the health and safety of consumers.

The RAPEX system comprises of....
The on-line application (‘RAPEX application’), which allows Member States and the

Commission to exchange information rapidly via a web-based platform;
The RAPEX Contact Points network, which consists of the single RAPEX Contact
Points responsible for operating RAPEX in all the Member States;

The national RAPEX networks established in all Member States, which include the
RAPEX Contact Point and all the authorities involved in ensuring consumer product
safety;

The Commission RAPEX Team in the department responsible for the GPSD, which
examines and validates documents submitted through RAPEX, and maintains and
ensures correct operation of the RAPEX system;

The RAPEX website;

RAPEX publications.

RAPEX

Possible actions include:
withdraw the product from the market;
recall the product from consumers;
issue warnings.

Key stakeholders are national authorities, the EU and the business community

The GPSD requires producers and distributors to place only safe consumer
products on the market and to take all the necessary measures to prevent risks
for consumers.

Among such measures, the Directive introduces the obligation that producers
and distributors notify the competent national authorities when a product
available on the market proves to be dangerous.

A challenge is to decide if a product presents a risk or a serious risk....
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Risk Assessment

Risk Assessment Guidelines have been prepared by the EU to support member
states authorities in applying the Article 12 notification procedure.

Clarify the scope of the two notification mechanisms;

Set out the notification criteria for the two notification mechanisms;

Define the content of notifications and reactions sent under the two notification
mechanisms, in particular what data are required and forms to be used;
Establish follow-up action to be taken by Member States upon receipt of a
notification and the type of information to be provided;

Describe the handling of notifications and reactions by the Commission;

Set deadlines for the various types of action taken under the two notification
mechanisms;

Set out the practical and technical arrangements needed at Commission and
Member State levels for the notification mechanisms to be employed effectively and
efficiently;

Establish arisk assessment method and, in particular, criteria for identifying
serious risks.

Risk Assessment

The Guidelines provide a methodology for member states to use in assessing
potential risks in consumer products.

It shows how to assess the i of a hazard and pi ility that the hazard
will occur.

Building a risk assessment step by step

This section describes in detail what points have to be taken into account and what
questions have to be asked when preparing a risk assessment.

The product

The hazard

The identification by tests and standards
The abilities and behaviour of the consumer
Steps leading to the injury

Severity

Probability of the injury

Determine the risk...!

ICSMS

Legal basis: Regulation 765/2008 Article 23
General information support system

The Commission shall develop and maintain a general archiving and exchange
of information system, using electronic means, on issues relating to market

surveillance activities, p! and related it 1 on non
with C ity harmonisation i

Information and Communication System on Market Surveillance

Formerly owned by EU member states, now owned and managed by the EU
Commission.
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ICSMS

In particular ICSMS helps market surveillance authorities to:

Exchange information on market surveillance measures in a quick and timely
manner;

Coordinate their activities and inspections more effectively;

Share resources and thus devote more time to concentrating on other products
which have yet to be tested;

Carry out wide-scale market interventions wherever products of a dubious
nature are concerned using the latest information and so avoid duplicating
inspections;

Develop best practices;

Ensure that market surveillance is efficient and of uniform rigour in all Member
States and so prevent distortion of competition;

Establish an of EU market i intelligence.
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Market Surveillance Tools 2
PROSAFE

Joint Actions PROSAFE
Make up of PROSAFE
Funding

Specific Actions
Results

Supporting documents
Training

PROSAFE

Who are PROSAFE and why are they important..?
Make up of PROSAFE

Funding

PROSAFE

What PROSAFE do and how do they do it...

Specific Actions
Results

Supporting documents

Specific actions include:
High chairs
Cords and drawstrings
Ladders
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PROSAFE

Case study —CO and smoke detectors

The primary focus developing best practices and
exchanging experience with carrying out market
surveillance. The principal objective of the activity is to
help to ensure that the products available on the EU market
for consumers are safe and carry the appropriate warnings
and instructions.

7 Member States participating : Austria, Germany, Ireland,
Lithuania, the Netherlands, Portugal, and Slovenia.

Carbon monoxide detectors or CO detectors are devices
that detect the presence of carbon monoxide (CO) gas in
order to prevent carbon monoxide poisoning. CO detectors
are designed to measure CO levels and activate an alarm
before dangerous levels of CO are reached, giving people
adequate warning to safely ventilate the area or evacuate.
Some CO detectors also alert a monitoring service for
emergency intervention.

STDALARM ===

Carbon monoxide detectors or CO detectors are
devices that detect the presence of carbon
monoxide (CO) gas in order to prevent carbon
monoxide poisoning.

CO detectors are designed to measure CO levels
and activate an alarm before dangerous levels of CO
are reached, giving people adequate warning to
safely ventilate the area or evacuate. Some CO
detectors also alert a monitoring service for
emergency intervention.

PROSAFE

The cost of testing CO and smoke detectors proved to
be prohibitive.

The focus of the action was narrowed down to CO
detectors

The testing takes a long time due to the nature of the
tests for long term stability — what variation exists after
30, 60 or 90 days tests?
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PROSAFE

Progress with Sampling and Testing:
20 CO detectors tested.

3 models were OK, 3 models failed to meet the
requirements in a safe manner (i.e. alarming early),
14 models were NOT OK!!

51 models were verified against the checklist
developed by the activity.

Finalising the Risk Assessment on all models (tested
+inspected) to implement Follow-Up actions.

PROSAFE

Activities carried out during action...
Coordination;

Stakeholder outreach and communications;
Co-operation with Customs;

Outreach to China;

International Co-operation;

Coordination of dissemination and use of results by
all Member States;

Follow-up with standards organisations.
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Sectoral Legislation

The Toy Safety Directive

EU Directive 2009/48

This legislation is available at
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1421316581136&uri=CELEX:32009L0048

Directive 2009/48 The Toy Safety
Directive (TSD)

It improves the existing rules for the marketing of toys that are produced in and
imported into the EU in view to reducing toy related accidents and achieving
long-term health benefits.

Sets the essential safety requirements that toys placed on the market in the
Community have to fulfil. Technical details are left to be fixed by standardisation
organisations, which mean that toys that comply with the harmonised standards
are presumed to be in conformity with the essential safety requirements of the
Directive.

The Directive outlines the scope of the legislation, specific obligations,
Conformity Assessment and safety markings...

Directive 2009/48

"products designed or intended, whether or not exclusively, for
use in play by children under 14 years of age".

It foresees 19 products not to be considered as toys within the
meaning of the Directive and 5 toys the Directive is not applying
to (for example, toy steam engines, slings...etc.).

Many consumer products that are not classified as toys but will be
used by children fall under the General Product Safety Directive
(GPSD). Such products should, as a general rule, not be CE
marked but must meet the general safety requirement of the
GPSD.
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Directive 2009/48 Article 2

There is a “grey zone" regarding the classification of toys.

Is the product designed or intended, whether or not exclusively, for
use in play by children under 14 years of age.

The TSD does not cover..
(a) playground equipment intended for public use;

(b) automatic playing machines, whether coin operated or not,
intended for public use;

(c) toy vehicles equipped with combustion engines;
(d) toy steam engines; and
(e) slings and catapults.

Guidelines are available to help with the classification.

Directive 2009/48 Chapter IV

Outlines the Conformity Assessment procedure for toys
The objective of the Conformity Assessment procedure is to
demonstrate to the manufacturer and the public authorities that a
toy placed on the market complies with the legal requirements of
the 2009 TSD.
Two procedures:
Self verification
Internal procedures by manufacturer - applying all existing harmonised standards.
Third Party verification
A Notified Body examines the technical design of the sample toy.

Issues an EC type Examination Certificate.

Directive 2009/48 - safety assessment
procedure

The manufacturer must identify the potential hazards that the toy
may present.

This assessment must be done before the product is placed on the
market

A new element of the safety procedures from the previous
legislation

Safety assessment documentation must be kept for 10 years
Assess for:
Chemical, physical, mechanical, electrical, flammability, hygiene and
radioactivity hazards
Can be carried out before or after the conformity assessment
procedure
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Directive 2009/48 Article 11

Refers to the legal obligations on warnings
Outlines the Conformity Assessment procedure for toys
The objective of the Conformity Assessment procedure is to
demonstrate to the manufacturer and the public authorities that a
toy placed on the market complies with the legal requirements of
the 2009 TSD.
Two procedures:
Self verification
Internal procedures by manufacturer — applying all existing harmonised standards.
Third Party verification
/A Notified Body examines the technical design of the sample toy.

Issues an EC type Examination Certicate.
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The Future

The proposed EU Product Safety Package 2014 — 2015

The Future

Objectives:

To improve product safety in the EU by strengthening market
surveillance in the Member States.

More coherent legislation, simpler, easier to implement.

Benefit consumers and will protect businesses from unfair
competition. Today, if market surveillance is ‘softer’ in some parts of
the EU than others, weak spots are created which threaten the public
interest and create unfair trading conditions. Furthermore, much of
the risk derives from products entering the Union from third
countries.

There must be effective market surveillance along the entire length
of the Union’s external borders. Therefore, the new package of new
enforcement rules will help national market surveillance authorities
to cooperate much better to ensure equal level playing field for
businesses and safer products for consumers.

To this end national authorities should also improve cooperation
with their colleagues in other Member States, which will avoid
double work as test results can be exchanged.

The Future

A communication outlining the various elements of
the package

A proposal for a Regulation on market surveillance of
products

A multi-annual plan for market surveillance of
products

A proposal for a Regulation on consumer product
safety
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