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European Union

By Rod Freeman and Edward Turtle

Product Regulation in Europe: An Overview

The European Union

The European Union (the “EU”) has its origins in a series of treaties leading to the Treaty of Rome, signed in 
1957, under which the European Economic Community was formed, comprising Austria, Belgium, Denmark, 
Finland, France, Germany, Greece, Ireland, Italy, Luxembourg, the Netherlands, Portugal, Spain, Sweden 
and the United Kingdom. As a result of the Treaty on European Union (also known as the Maastricht Treaty), 
which came into force on 1 November 1993, the EEC Member States became members of the European 
Union. The European Union is currently made up of 28 Member States.1

At least historically, the main objective of the EU is the promotion of a single market based on the free 
movement of goods, capital, services and persons. To this end, the EU’s Member States cede part of their sov-
ereignty, thus empowering the EU institutions to adopt laws which take precedence over national laws and 
are binding on national authorities.

The Nature of Directives

EU legislation takes a number of forms, the most important of which for present purposes are Directives. A 
Directive is not, as a rule, directly binding on individual citizens of the EU, but is binding on the Member 
States, requiring that they give effect to its provisions. Directives become binding on individuals once they 
are implemented by, and become part of the domestic law of, Member States. (For example, the General 
Product Safety Directive was adopted by the European Parliament and European Council in 2001, but it did 
not become part of UK law (and its provisions were therefore not binding on product manufacturers and dis-
tributors in the UK) until the UK’s implementing legislation came into force in 2005).

Directives are binding on Member States as to the result to be achieved, but the choice of form and 
method to do so remain the one of the national authorities. As such, it is up to the Member States to which a 
Directive is addressed to decide which measures should be adopted in order to comply with that Directive.

Directives must be distinguished from Regulations, which are binding in their entirety and are directly 
applicable in all Member States, without the need to be mediated into national law by means of implement-
ing measures.

 1 Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, 
Hungary, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Poland, Portugal, Romania, Slovakia, 
Slovenia, Spain, Sweden, and the United Kingdom. Note: the UK is due to leave the European Union in 2019—see 
the United Kingdom chapter for more information on “Brexit.”
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Limits on EU Powers

The European institutions do not have an unfettered power to legislate. In particular, the EU does not have 
an unfettered right to legislate for consumer protection, or to implement public health policy; the right to 
control such issues has not been taken entirely away from the national governments of the Member States. As 
mentioned above, one of the primary functions of EU legislation is to remove barriers to trade between Mem-
ber States and distortions to competition within the internal market. Where there are divergences between 
laws and regulations imposed in the Member States, such that they may create barriers to trade, the EU is 
empowered to intervene and adopt legislation to harmonise such laws.

If an EU legislative measure exceeds the Treaty of Rome powers, it may be struck down by the European 
Court of Justice (“ECJ”), which exists to ensure that EU law is uniformly interpreted and effectively applied.

Most laws regulating products in the EU are designed ostensibly to harmonise existing national 
laws, thereby removing barriers to trade and distortions to competition. However, within that constraint, 
the Commission has a mandate to ensure a high level of human health protection in its actions,2 and in 
practice, consumer protection is a central theme in European product regulation. This is certainly the 
case with the General Product Safety Directive (see below for further details on the General Product 
Safety Directive).

Product Regulation in the EU

The European Commission has been active in regulating products in the European Union. It was recognised 
at an early point that where products are subject to different regulations across the Member States, this will 
result in barriers to trade because products that meet the particular standards of one country may not meet 
the particular standards of another. This can operate to benefit local producers at the expense of those in 
other Member States, and interferes with the proper functioning of the “internal market” of the EU.

On a practical level, complete harmonisation of product regulation in Europe is unattainable. Neverthe-
less, harmonisation remains an objective of European product-related measures, and indeed it remains the 
principal basis upon which the EU institutions are empowered to legislate. Harmonised legislation covers 
many goods traded in the EU, including toys, machines, medical devices and pharmaceuticals.

Mutual Recognition

Where goods are not subject to harmonisation legislation, there is a general principle of EU law that a pro-
ducer has the right to put its products on the market in one Member State if they have been lawfully pro-
duced or marketed in another Member State. The principle is not an absolute one, but it does operate as an 
important means of removing barriers to trade as between Member States. In practice, mutual recognition 
applies principally to technical rules, standards and specifications, and conformity assessment issues. It is of 
no direct relevance where an EU measure is in force.

The primary difficulty with mutual recognition is that it forces standards to the “lowest common 
denominator” across the EU, at the expense, potentially, of adequate levels of consumer protection. 
Nevertheless, the principle of mutual recognition still plays an important role in the European regula-
tory framework.

 2 Article 169 of the Treaty on the Functioning of the European Union.
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The General Product Safety Directive

Background to the General Product Safety Directive

The past few years have seen a continued increase in the level of risk facing global product manufacturers, 
particularly in relation to regulatory regimes governing product safety. Many of the most significant devel-
opments worldwide have had their origins in Europe, not only because of the regulatory changes that have 
directly affected European markets, but also because of the way in which other parts of the world have fol-
lowed the European lead when considering their own reforms. Europe continues to innovate and legislate in 
the product sphere and product safety is now extensively governed by a complex regime of EU legislation that 
operates at a number of levels.

First, some product categories are covered by sector-specific (“vertical”) measures, such as those 
governing the safety of toys, low voltage electrical equipment, cosmetics, personal protective equipment, 
machinery, radio equipment, motor vehicles, medical devices, medicines and equipment for use in explo-
sive atmospheres.

To the extent that consumer products are not covered by sector-specific, vertical measures, they will 
be subject to horizontal measures under The General Product Safety Directive (2001/95/EC) (the “GPSD”), 
which establishes a “general product safety obligation,” aimed at ensuring a consistent, high level of safety 
in respect of consumer products throughout the EU. The GPSD replaced the first Directive on General 
Product Safety (Directive 92/59/EEC) and marked a fundamental point of change in the approach to the 
regulation of the safety of consumer products generally in the EU, both within and beyond Europe. In 
addition to increasing the powers of the authorities to intervene in the management of product safety 
issues, it imposed more stringent obligations on product suppliers, and required all those involved in the 
chain of distribution of consumer products marketed in the EU to re-evaluate their internal safety man-
agement systems and procedures.

The GPSD is not the only horizontal measure applicable to products under EU legislation. Other relevant 
measures include:

 Regulation (EC) 1907/2006 (REACH), which addresses the production and use of chemical substances 
in the EU;

 Regulation (EC) 1272/2008 (CLP), which requires manufacturers to appropriately classify, label and 
pack products that contain dangerous substances and mixtures;

 Directive 2012/19/EU (recast WEEE Directive), which regulates waste electrical and electronic equip-
ment and provides for the creation of collection schemes; and

 Directive 2011/65/EU (recast RoHS Directive), which governs the restriction on use of certain hazard-
ous substances in electrical and electronic equipment.

It is worth noting that in 2013 the European Commission proposed replacing the GPSD with a new Gen-
eral Product Safety Regulation and a new Regulation on Market Surveillance. The progress of this package 
through the legislative process has stumbled due to disagreements regarding the proposed country of origin 
requirements that would be imposed under the proposals.
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Goods Package

To support compliance and enforcement of sector-specific and general product safety legislation, in 2008, 
the EU introduced a New Legislative Framework,3 previously known as the “Goods Package,” aimed at 
improving the regulation and operation of the EU market for goods. The New Legislative Framework placed 
a greater burden on economic operators within the supply chain, by streamlining obligations on manufac-
turers to control their supply chains, and enhancing obligations on distributors and other suppliers to take 
responsibilities themselves to ensure the safety of the products they handle.

In December 2017, the European Commission published the new Goods Package, made up of two pro-
posed regulations: one on mutual recognition of goods, and the other covering compliance and enforcement 
of EU harmonised legislation on products. The draft text includes various new proposals including a mutual 
recognition declaration, a requirement for a person responsible for compliance information and new infor-
mation sharing provisions. The proposals aim to secure a more level playing field for legitimate suppliers of 
products in the EU market, however, the cost of this is a significant increase in enforcement power and more 
onerous obligations for almost all product sectors.

Key Features of the General Product Safety Directive

To What Products Does the GPSD Apply?

The GPSD covers all consumer products marketed in the EU, except to the extent that particular safety 
aspects of a product are otherwise regulated under separate, sector-specific European safety legislation; 
meaning all consumer products are fully covered by either (i) GPSD, (ii) sector-specific legislation; or (iii) a 
combination of the two. Thus, the mere fact that a product is subject to some sector-specific European law 
does not mean it is beyond the scope of the GPSD. In particular, if the sector-specific regulations are intended 
to govern the orderly marketing of the product rather than its safety, the GPSD may apply in full. Similarly, if 
the sector-specific regulations regulate only some aspects of the safety of the product, the GPSD will apply to 
those aspects not covered by the specific regulations. However, the GPSD will not apply to products that are 
otherwise subject to comprehensive regulation designed to ensure the safety of the product in the hands of 
consumers. For example, pharmaceuticals are unlikely to be subject to the provisions of the GPSD, due to the 
heavily regulated nature of the industry in relation to safety issues.

The ambit of what constitutes a “product” for the purposes of the GPSD is broad, covering products that 
are new, used or reconditioned, supplied in the course of a service, intended for consumers or originally 
intended for use by professionals but subsequently used by consumers (provided this was reasonably foresee-
able).4 Professional services, as such, are not covered.

 3 The New Legislative Framework consists of three legal instruments: Regulation 764/2008/EC on application of 
national technical rules to products lawfully marketed in another Member State; Regulation 765/2008/EC on 
accreditation and market surveillance; and Decision 768/2008/EC establishing a common framework for the mar-
keting of products.

 4 Article 2(a). It is worth noting that the GPSD does not apply to second-hand products supplied as antiques or as 
products to be repaired or reconditioned before being used, provided the supplier clearly informs the person receiv-
ing the product of this. 
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To Whom Does the GPSD Apply?

The general product safety obligation applies to “producers”. The GPSD also imposes on producers a range of 
other obligations. In addition, narrower set of provisions applies to “distributors.”

A “producer” is defined as any of the following:

• A manufacturer established in the EU or an own-brander (that is, someone who places his name or 
trademark on the product so as to present himself as a producer) (Article 2(e)(i)).

• An EU representative of the manufacturer, if the manufacturer is not established in the EU or, if none, 
the importer of the product (Article 2(e)(ii)).

• Other professionals in the supply chain, insofar as their activities may affect a product’s safety (Arti-
cle 2(e)(iii)).

A “distributor” is defined as any professional in the supply chain whose activity does not affect the safety 
properties of a product (Article 2(f)).

The Concept of “Safety”

The GPSD creates a general obligation on producers to ensure that products placed on the market are “safe” (Ar-
ticle 3(1)). A product that does not meet the definition of a safe product is considered “dangerous” (Article 2(c)).

Under Article 2(b) of the GPSD, a “safe product” is one which, under normal or reasonably foreseeable 
conditions of use5, does not present any risk or only the minimum risks compatible with the product’s use, 
considered to be acceptable and consistent with a high level of protection for the safety and health of persons.

In deciding whether a product is safe for the purposes of the GPSD, a number of factors must be taken 
into account. They include:

• The characteristics of the product, including its composition, packaging and instructions for assembly 
and, where applicable, for installation and maintenance.

• The effect on other products, where it is reasonably foreseeable that it will be used with 
other products.

• The presentation of the product, the labelling, any warnings and instructions for its use and disposal 
and any other indication of information regarding the product.

• The categories of consumers at risk when using the product, in particular children and the elderly.

Whilst the GPSD does not expressly say so, it is clear that the factors listed above will need to be applied by 
producers when designing products intended for consumers or considering whether to put them on the mar-
ket. They will also need to be taken into account by both producers and the competent national authorities 
when determining whether action should be taken to inform consumers of risks that have arisen, or whether 
a product should be withdrawn or recalled from the market once a question has arisen concerning its safety 
(this is discussed further below).

Specific Obligations on Producers and Distributors

The GPSD imposes specific obligations on producers and distributors, which govern their conduct once a 
product has been placed on the market (Article 5(1) and (2)).

 5 Including duration and, where applicable, putting into service, installation and maintenance requirements.
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In particular, producers must:

• Place only safe products on the market (Article 3(1)).

• Provide consumers with relevant information to enable them to assess risks inherent in the product 
(Article 5(1), paragraph 1). This is discussed more fully below.

• Have systems in place to enable them to be informed of the risks that a product might pose (Article 
5(1), paragraph 3(a)).

• Have systems in place to enable them to take appropriate action to avoid risks (which might include 
being able to trace marketed products) (Article 5(1), paragraphs 2 and 4(a)).

• Keep distributors informed of any sample testing or other monitoring activities (Article 5(1), para-
graph 4(b)).

• Where appropriate, carry out sample testing of marketed products, keep a register of complaints, and 
adequately investigate complaints (Article 5(1), paragraph 4(b)).

• Notify the competent authorities immediately when a marketed product is known or should be 
known to pose unacceptable risks (Article 5(3)).

• Recall dangerous products in the appropriate circumstances. If they fail to do so, producers can be 
ordered by the authorities to recall products (Articles 5(1), and (8)(1)(f)).

Distributors are required to assist in compliance with the applicable safety requirements by:

• Keeping and making available whatever documents are necessary for tracing the origin of products 
(Article 5(2)).

• Passing on information on product risks (Article 5(2)).

• Co-operating with the action taken by producers and the competent authorities (Article 5(4)).

• Notifying the competent authorities immediately when a marketed product is known or should be 
known to pose unacceptable risks (Article 5(3)).

Most of these obligations are subject to the qualification that producers and distributors must act 
“within the limits of their respective activities.” Accordingly, the level of producers’ and distributors’ obli-
gations may vary depending on the business or industry within which they operate, or on the size of their 
organisations and the extent of the resources available to them. This leaves room for striking a balance 
between, on the one hand, the specific circumstances in which particular producers or distributors find 
themselves and, on the other, their obligations to ensure that the products they manufacture or distribute do 
not pose risks to consumers.

Duties to Warn Under EU Product Safety Laws

Pre-Market Duty to Warn

Under the GPSD

In order to comply with the GPSD, a producer will need to ensure that products are supplied with adequate 
instructions and, where necessary, warnings. Indeed, Article 5 requires that producers provide consumers 
with enough relevant information to enable them to assess the risks inherent in a product throughout the 
normal or reasonably foreseeable period of its use (where such risks are not immediately obvious without 
adequate warnings), and to take precautions against those risks materialising.
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Whilst producers must provide “relevant information,” the GPSD contains no specific guidance on the 
type of information which should be provided, the means by which it should be provided, or the substance 
of any necessary warnings. However, it is clear that the information should be sufficiently comprehensive to 
enable consumers to assess the risks inherent in a product throughout the normal or reasonably foreseeable 
period of its use, so that they are in a position to take appropriate precautions against those risks. Thus, a 
warning on the side of a product that it could explode in certain circumstances would probably not be suf-
ficient unless the nature of the circumstances themselves (for example, dropping the can, or exposing it to 
high levels of heat) were also explained. In essence, sufficient information must be given to enable consum-
ers to use the product safely. Once this information has been provided, it will be up to consumers to decide 
whether to abide by the producer’s recommendations or precautions, or to ignore them, at their own peril.

The GPSD expressly states that the presence of warnings does not exempt any person from complying 
with the other requirements set out in the GPSD (Article 5(1)).

Producers also need to adopt measures enabling them to be informed of any risks that materialise 
during the use of their products, and to ensure that they are able to react appropriately if a product is shown 
to create a risk. The measures adopted should be commensurate with the characteristics of the product sup-
plied (Article 5(1)). Thus, the more likely it is that a risk will materialise during a product’s use, the more 
careful should its producer be to ensure that he is equipped to find out about that risk and take steps to avoid 
it. This is discussed further in relation to manufacturers’ “post-market” duty to warn, below.

Under Sector-Specific Legislation

A number of pieces of sector-specific legislation, such as the Cosmetics Regulation (Regulation (EC) No 
1223/2009), the Machinery Directive (Directive 2006/42/EC), and the Toy Safety Directive (Directive 
2009/48/EC), also place a positive obligation on manufacturers to warn and instruct about the hazards and 
risks presented by the products they have marketed.

However, in contrast with the GPSD, this sector-specific legislation lays down specific rules regarding 
the mandatory warnings and instructions that should accompany such products and gives guidance on the 
means by which these warnings and instructions should be provided to consumers. For example, under the 
Toy Safety Directive, warnings must be marked in a clearly visible, easily legible and understandable and 
accurate manner on the product, an affixed label or on the packaging, and if appropriate, on the instructions 
for use which accompany the product. This sector-specific legislation also provides for specific language 
requirements to ensure that products are accompanied by instructions and warnings in a language or lan-
guages easily understood by consumers.

Post-Market Surveillance

Under the GPSD, product manufacturers must ensure they take adequate steps to monitor the safety of their 
products, even after they have been marketed. This post-market surveillance obligation presents difficult 
challenges for product manufacturers when they are confronted with unexpected risks presented by the 
products they have marketed.

The section below considers post-market surveillance obligations under the GPSD regime. It should be 
noted, however, that similar obligations exist under sector-specific legislation.
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Risk Assessment

In addition to warning consumers about inherent risks, producers must be prepared to take “appropriate 
action” (within the limits of their activities) to deal promptly with any emergent risks (Article 5(1)(b)). This 
is when the adequacy of systems put in place to ensure safety will come to be scrutinised and when manufac-
turers will be faced with the question of whether the legal obligation to notify the authorities, and possibly 
then take corrective action, has been triggered (see below for further details on the notification obligation 
imposed on product manufacturers).

If monitoring procedures adopted by producers indicate that a product they have placed on the market 
poses risks to consumers that are incompatible with the general safety requirement under the GPSD, produc-
ers must measure the nature and extent of the risk to determine what appropriate action is needed.

To assist stakeholders to conduct appropriate risk assessments, the European Commission published 
guidelines which set out a “methodological framework” for risk assessment, suggesting an approach based 
on a systematic evaluation of the severity of injury, overall probability of injury, type of person at risk and 
adequacy of warnings/obviousness of hazard (“Guidelines for the notification of dangerous consumer prod-
ucts to the competent authorities of the member states by producers and distributors in accordance with 
Article 5(3) of Directive 2001/95/EC,” 2004/905/EC).

However, these guidelines have been superseded, as far as risk assessments are concerned, by revised 
guidelines for the operation of RAPEX, which were published by the European Commission on 26 January 
2010, in the form of Decision 2010/15/EU and by the EU General Risk Assessment Methodology (COM (2013) 
76). These documents include a more sophisticated risk assessment methodology; still based on an assess-
ment of the severity and probability of the injury, but calculated with reference to varied injury scenarios 
according to the product’s hazard(s).

The outcome of a risk assessment, which grades the risk as serious, high, medium or low risk, guides the 
corrective actions that are necessary to deal with an emergent risk.

Notification Obligation

Under the GPSD, where producers or distributors know or ought to know that a product they have placed on 
the market poses risks to consumers that are incompatible with the general safety requirement,6 they shall 
“immediately” notify the competent national authorities and give details of the actions taken to avoid or 
eliminate the risk (Article 5(3)). Producers and distributors shall, within the limits of their respective activi-
ties, cooperate with the competent authorities, at the request of the latter, on action taken to avoid these risks 
(Article 5(4)).

In the event that a product poses a risk that is incompatible with the general safety requirement, produc-
ers and distributors must provide information, including details of the producer, product, hazard, corrective 
action and supply chain in the form set out in Commission Guidelines 2004/905/EC to national authorities. 
Where the risk is a “serious risk” (defined by GPSD, somewhat unsatisfactorily, as a risk requiring rapid 
intervention by the public authorities7), producers and distributors shall also provide information enabling 

 6 Although not envisaged in the GPSD, the European Commission’s guidelines (see above) suggest that the procedure 
for notifying the competent authorities may not apply where products present a “low risk” for consumers.

 7 As noted above, the RAPEX Guidelines provides practical guidance on calculating risk levels, on the basis of sever-
ity and probability of injury.
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a precise identification of the product or batch of products in question and all available information relevant 
for tracing the product.8

In addition, where the product poses a “serious risk,” national authorities are required to share infor-
mation about those “serious risks” with the European Commission (Article 12). The Commission is empow-
ered to share that information with other Member States, through the EU emergency system for the rapid 
exchange of information (“RAPEX”).

Fundamentally, RAPEX is simply an information-sharing mechanism. At one level it serves to alert 
Member State authorities of potential “serious risks” presented by products that may have been marketed in 
more than one country in the EU. At another level, however, it operates to make information about such risks 
available to the public. In publicising that information, via the internet, it ensures that details of dangerous 
products become available not only to consumers, but also to competitors, to authorities in other parts of the 
world, and to the media.

Product Recalls and Other Corrective Actions

As noted above, the GPSD imposes a positive obligation on producers9 to take corrective action once a risk, 
arising from a product they have placed on the market, has been identified (Article 5(1)(b)). Such action may 
be taken either on a voluntary basis or, failing that, at the request of the competent national authorities.

The decision about the type of action to be taken in particular circumstances will mainly depend on the 
nature, the incidence and the severity of the risk identified. For example, if the overall risk is judged to be 
“low,” corrective action may generally be limited to consideration of changes affecting products in design and 
production. However, if the overall level of risk is judged to be “medium” or “serious,” then more extensive 
correction action will be required, including informing the market surveillance authorities (at least where 
the product presents a “serious risk” for consumers).

When deciding what action should be taken, producers may also take account of other factors, including 
the total number of products sold to end-users, the number and type of consumers affected (including if they 
are young, or vulnerable), the practicalities and anticipated success of taking action, the advice of the market 
surveillance authorities, and the media sensitivity to the hazard.

Possible corrective actions may include:

• Changing the design, manufacture, labelling, or packaging in relation to products not yet placed on 
the market.

• Modifying products in the distribution chain.

• Isolating and withdrawing products from the distribution chain.

• Adequately and effectively warning consumers (eg. improving the instructions supplied with the 
products, sending additional information to consumers about the correct use of the products).

• Modifying products at consumers’ premises.

 8 Annex I, GPSD.
 9 It is important to note that, unlike notification, the obligation to take corrective action under GPSD falls only on 

producers, not distributors. However, distributors are obliged under Article 5(2) and 5(4) to cooperate in action 
taken by producers and competent authorities (and to act with due care to not supply non-compliant products) 
which means that, in practice, distributors are required to take an active part in producers’ corrective actions.
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• Instructing consumers to return products for modification or to dispose of products.

• Recalling products from consumers for replacement or refund.

In practice, producers should also consider whether corrective action may be limited to products in the 
distribution chain, or whether it is likely to involve products in the hands of consumers. A withdrawal is 
generally appropriate where a dangerous product is in the hands of retailers or other downstream suppliers. 
However, where a dangerous product is in the hands of consumers, producers should take immediate action 
to inform the market surveillance authorities, ask distributors to isolate affected product, and set up a com-
munication programme to contact consumers. A recall may also be initiated, although such action should 
happen only as a “last resort” (Recital 19 and Articles 5(1) and 8(2) of the GPSD).

The recall obligation expands on the withdrawal obligation, such that products must, in appropriate cir-
cumstances, be removed directly from the hands of consumers, rather than simply from the shelves.

From the producer’s point of view, a recall of products from consumers should occur where other mea-
sures would not suffice to prevent the risks involved, in instances where producers consider it necessary, or 
where they are obliged to do so further to a measure taken by the relevant competent authority (Article 5(1)).

Under Article 8(2), competent authorities are entitled to organise, or require a producer to organise, a 
recall in the event they consider that the voluntary action taken by the producer is unsatisfactory or insuffi-
cient in the circumstances. In such a case, producers must co-operate with the authorities and abide by any 
procedures established by them, including procedures for dialogue amongst the authorities and the produc-
ers (Article 5(4)).

Liability for Defective Products

A discussion of the European product liability regime is outside of the scope of this Chapter. However, for 
completeness, we note that the EU has a separate regime for product liability, which can require producers to 
compensate consumers for defective products that cause them, or their property, damage. Directive 85/374 
EEC on liability for defective products (the “Product Liability Directive”) is the main legislative instrument, 
and establishes an EU-wide no-fault liability regime. The Product Liability Directive is implemented by EU 
Member States, and enforcement is done by national courts, in line with relevant domestic implementing 
laws.10
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