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Directive 2001/95/EC of the European Parliament and of the Council of
3 December 2001 on general product safety (Text with EEA relevance)

DIRECTIVE 2001/95/EC OF THE EUROPEAN
PARLIAMENT AND OF THE COUNCIL

of 3 December 2001

on general product safety

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty establishing the European Community, and in particular Article 95
thereof,

Having regard to the proposal from the Commission(1),

Having regard to the opinion of the Economic and Social Committee(2),

Acting in accordance with the procedure referred to in Article 251 of the Treaty(3), in the light
of the joint text approved by the Conciliation Committee on 2 August 2001,

Whereas:

(1) Under Article 16 of Council Directive 92/59/EEC of 29 June 1992 on general product
safety(4), the Council was to decide, four years after the date set for the implementation
of the said Directive, on the basis of a report of the Commission on the experience
acquired, together with appropriate proposals, whether to adjust Directive 92/59/EEC.
It is necessary to amend Directive 92/59/EEC in several respects, in order to complete,
reinforce or clarify some of its provisions in the light of experience as well as new and
relevant developments on consumer product safety, together with the changes made
to the Treaty, especially in Articles 152 concerning public health and 153 concerning
consumer protection, and in the light of the precautionary principle. Directive 92/59/
EEC should therefore be recast in the interest of clarity. This recasting leaves the safety
of services outside the scope of this Directive, since the Commission intends to identify
the needs, possibilities and priorities for Community action on the safety of services
and liability of service providers, with a view to presenting appropriate proposals.

(2) It is important to adopt measures with the aim of improving the functioning of
the internal market, comprising an area without internal frontiers in which the free
movement of goods, persons, services and capital is assured.

(3) In the absence of Community provisions, horizontal legislation of the Member States
on product safety, imposing in particular a general obligation on economic operators to
market only safe products, might differ in the level of protection afforded to consumers.
Such disparities, and the absence of horizontal legislation in some Member States,
would be liable to create barriers to trade and distortion of competition within the
internal market.
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(4) In order to ensure a high level of consumer protection, the Community must contribute
to protecting the health and safety of consumers. Horizontal Community legislation
introducing a general product safety requirement, and containing provisions on the
general obligations of producers and distributors, on the enforcement of Community
product safety requirements and on rapid exchange of information and action at
Community level in certain cases, should contribute to that aim.

(5) It is very difficult to adopt Community legislation for every product which exists or
which may be developed; there is a need for a broad-based, legislative framework of
a horizontal nature to deal with such products, and also to cover lacunae, in particular
pending revision of the existing specific legislation, and to complement provisions in
existing or forthcoming specific legislation, in particular with a view to ensuring a high
level of protection of safety and health of consumers, as required by Article 95 of the
Treaty.

(6) It is therefore necessary to establish at Community level a general safety requirement
for any product placed on the market, or otherwise 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. In all these cases the products
under consideration can pose risks for the health and safety of consumers which must
be prevented. Certain second-hand goods should nevertheless be excluded by their very
nature.

(7) This Directive should apply to products irrespective of the selling techniques, including
distance and electronic selling.

(8) The safety of products should be assessed taking into account all the relevant aspects,
in particular the categories of consumers which can be particularly vulnerable to the
risks posed by the products under consideration, in particular children and the elderly.

(9) This Directive does not cover services, but in order to secure the attainment of the
protection objectives in question, its provisions should also apply to products that are
supplied or made available to consumers in the context of service provision for use
by them. The safety of the equipment used by service providers themselves to supply
a service to consumers does not come within the scope of this Directive since it has
to be dealt with in conjunction with the safety of the service provided. In particular,
equipment on which consumers ride or travel which is operated by a service provider
is excluded from the scope of this Directive.

(10) Products which are designed exclusively for professional use but have subsequently
migrated to the consumer market should be subject to the requirements of this Directive
because they can pose risks to consumer health and safety when used under reasonably
foreseeable conditions.

(11) In the absence of more specific provisions, within the framework of Community
legislation covering safety of the products concerned, all the provisions of this Directive
should apply in order to ensure consumer health and safety.
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(12) If specific Community legislation sets out safety requirements covering only certain
risks or categories of risks, with regard to the products concerned the obligations of
economic operators in respect of these risks are those determined by the provisions of
the specific legislation, while the general safety requirement of this Directive should
apply to the other risks.

(13) The provisions of this Directive relating to the other obligations of producers and
distributors, the obligations and powers of the Member States, the exchanges of
information and rapid intervention situations and dissemination of information and
confidentiality apply in the case of products covered by specific rules of Community
law, if those rules do not already contain such obligations.

(14) In order to facilitate the effective and consistent application of the general safety
requirement of this Directive, it is important to establish European voluntary standards
covering certain products and risks in such a way that a product which conforms to a
national standard transposing a European standard is to be presumed to be in compliance
with the said requirement.

(15) With regard to the aims of this Directive, European standards should be established
by European standardisation bodies, under mandates set by the Commission assisted
by appropriate Committees. In order to ensure that products in compliance with the
standards fulfil the general safety requirement, the Commission assisted by a committee
composed of representatives of the Member States, should fix the requirements that the
standards must meet. These requirements should be included in the mandates to the
standardisation bodies.

(16) In the absence of specific regulations and when the European standards established
under mandates set by the Commission are not available or recourse is not made to such
standards, the safety of products should be assessed taking into account in particular
national standards transposing any other relevant European or international standards,
Commission recommendations or national standards, international standards, codes of
good practice, the state of the art and the safety which consumers may reasonably
expect. In this context, the Commission's recommendations may facilitate the consistent
and effective application of this Directive pending the introduction of European
standards or as regards the risks and/or products for which such standards are deemed
not to be possible or appropriate.

(17) Appropriate independent certification recognised by the competent authorities may
facilitate proof of compliance with the applicable product safety criteria.

(18) It is appropriate to supplement the duty to observe the general safety requirement by
other obligations on economic operators because action by such operators is necessary
to prevent risks to consumers under certain circumstances.

(19) The additional obligations on producers should include the duty to adopt measures
commensurate with the characteristics of the products, enabling them to be informed
of the risks that these products may present, to supply consumers with information
enabling them to assess and prevent risks, to warn consumers of the risks posed
by dangerous products already supplied to them, to withdraw those products from
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the market and, as a last resort, to recall them when necessary, which may involve,
depending on the provisions applicable in the Member States, an appropriate form of
compensation, for example exchange or reimbursement.

(20) Distributors should help in ensuring compliance with the applicable safety
requirements. The obligations placed on distributors apply in proportion to their
respective responsibilities. In particular, it may prove impossible, in the context
of charitable activities, to provide the competent authorities with information and
documentation on possible risks and origin of the product in the case of isolated used
objects provided by private individuals.

(21) Both producers and distributors should cooperate with the competent authorities in
action aimed at preventing risks and inform them when they conclude that certain
products supplied are dangerous. The conditions regarding the provision of such
information should be set in this Directive to facilitate its effective application, while
avoiding an excessive burden for economic operators and the authorities.

(22) In order to ensure the effective enforcement of the obligations incumbent on producers
and distributors, the Member States should establish or designate authorities which
are responsible for monitoring product safety and have powers to take appropriate
measures, including the power to impose effective, proportionate and dissuasive
penalties, and ensure appropriate coordination between the various designated
authorities.

(23) It is necessary in particular for the appropriate measures to include the power for
Member States to order or organise, immediately and efficiently, the withdrawal of
dangerous products already placed on the market and as a last resort to order, coordinate
or organise the recall from consumers of dangerous products already supplied to them.
Those powers should be applied when producers and distributors fail to prevent risks
to consumers in accordance with their obligations. Where necessary, the appropriate
powers and procedures should be available to the authorities to decide and apply any
necessary measures rapidly.

(24) The safety of consumers depends to a great extent on the active enforcement
of Community product safety requirements. The Member States should, therefore,
establish systematic approaches to ensure the effectiveness of market surveillance
and other enforcement activities and should ensure their openness to the public and
interested parties.

(25) Collaboration between the enforcement authorities of the Member States is necessary
in ensuring the attainment of the protection objectives of this Directive. It is, therefore,
appropriate to promote the operation of a European network of the enforcement
authorities of the Member States to facilitate, in a coordinated manner with other
Community procedures, in particular the Community Rapid Information System
(RAPEX), improved collaboration at operational level on market surveillance and other
enforcement activities, in particular risk assessment, testing of products, exchange of
expertise and scientific knowledge, execution of joint surveillance projects and tracing,
withdrawing or recalling dangerous products.
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(26) It is necessary, for the purpose of ensuring a consistent, high level of consumer
health and safety protection and preserving the unity of the internal market, that the
Commission be informed of any measure restricting the placing on the market of a
product or requiring its withdrawal or recall from the market. Such measures should
be taken in compliance with the provisions of the Treaty, and in particular Articles 28,
29 and 30 thereof.

(27) Effective supervision of product safety requires the setting-up at national and
Community levels of a system of rapid exchange of information in situations of
serious risk requiring rapid intervention in respect of the safety of a product. It is also
appropriate in this Directive to set out detailed procedures for the operation of the
system and to give the Commission, assisted by an advisory committee, power to adapt
them.

(28) This Directive provides for the establishment of non-binding guidelines aimed at
indicating simple and clear criteria and practical rules which may change, in particular
for the purpose of allowing efficient notification of measures restricting the placing
on the market of products in the cases referred to in this Directive, whilst taking into
account the range of situations dealt with by Member States and economic operators.
The guidelines should in particular include criteria for the application of the definition
of serious risks in order to facilitate consistent implementation of the relevant provisions
in case of such risks.

(29) It is primarily for Member States, in compliance with the Treaty and in particular with
Articles 28, 29 and 30 thereof, to take appropriate measures with regard to dangerous
products located within their territory.

(30) However, if the Member States differ as regards the approach to dealing with the risk
posed by certain products, such differences could entail unacceptable disparities in
consumer protection and constitute a barrier to intra-Community trade.

(31) It may be necessary to deal with serious product-safety problems requiring rapid
intervention which affect or could affect, in the immediate future, all or a significant
part of the Community and which, in view of the nature of the safety problem posed
by the product, cannot be dealt with effectively in a manner commensurate with the
degree of urgency, under the procedures laid down in the specific rules of Community
law applicable to the products or category of products in question.

(32) It is therefore necessary to provide for an adequate mechanism allowing, as a last
resort, for the adoption of measures applicable throughout the Community, in the
form of a decision addressed to the Member States, to cope with situations created
by products presenting a serious risk. Such a decision should entail a ban on the
export of the product in question, unless in the case in point exceptional circumstances
allow a partial ban or even no ban to be decided upon, particularly when a system of
prior consent is established. In addition, the banning of exports should be examined
with a view to preventing risks to the health and safety of consumers. Since such a
decision is not directly applicable to economic operators, Member States should take all
necessary measures for its implementation. Measures adopted under such a procedure
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are interim measures, save when they apply to individually identified products or
batches of products. In order to ensure the appropriate assessment of the need for,
and the best preparation of such measures, they should be taken by the Commission,
assisted by a committee, in the light of consultations with the Member States, and,
if scientific questions are involved falling within the competence of a Community
scientific committee, with the scientific committee competent for the risk concerned.

(33) The measures necessary for the implementation of this Directive should be adopted
in accordance with Council Decision 1999/468/EC of 28 June 1999 laying down the
procedures for the exercise of implementing powers conferred on the Commission(5).

(34) In order to facilitate effective and consistent application of this Directive, the various
aspects of its application may need to be discussed within a committee.

(35) Public access to the information available to the authorities on product safety should be
ensured. However, professional secrecy, as referred to in Article 287 of the Treaty, must
be protected in a way which is compatible with the need to ensure the effectiveness of
market surveillance activities and of protection measures.

(36) This Directive should not affect victims' rights within the meaning of Council Directive
85/374/EEC of 25 July 1985 on the approximation of the laws, regulations and
administrative provisions of the Member States concerning liability for defective
products(6).

(37) It is necessary for Member States to provide for appropriate means of redress before
the competent courts in respect of measures taken by the competent authorities which
restrict the placing on the market of a product or require its withdrawal or recall.

(38) In addition, the adoption of measures concerning imported products, like those
concerning the banning of exports, with a view to preventing risks to the safety and
health of consumers must comply with the Community's international obligations.

(39) The Commission should periodically examine the manner in which this Directive is
applied and the results obtained, in particular in relation to the functioning of market
surveillance systems, the rapid exchange of information and measures adopted at
Community level, together with other issues relevant for consumer product safety in
the Community, and submit regular reports to the European Parliament and the Council
on the subject.

(40) This Directive should not affect the obligations of Member States concerning the
deadline for transposition and application of Directive 92/59/EEC,

HAVE ADOPTED THIS DIRECTIVE:
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