
The Revised General Product Safety Directive: A Practical Look


Beginning January 15, 2004
, the revised General Product Safety Directive (2001/95/EC) will have a considerable effect on product manufacturers and distributors throughout the European Union.  The revised Directive, as implemented by Member States, has a broad and ambitious objective:  “to ensure that products placed on the market are safe.”  Article 1(1).  To this end, the revised Directive reaches beyond the first Directive on General Product Safety adopted in 1992 (92/51/EEC).  The 1992 Directive took a step toward ensuring a high level of consumer safety, but it was criticised for being ambiguous, contradictory, and weak in the areas of market surveillance and enforcement.  Accordingly, the revised Directive expands the products covered, places new obligations on manufacturers, distributors and Member States, provides for more comprehensive market surveillance, and allows for the rapid removal of dangerous products from the market.  


In particular, this article will focus on:

 
■
What products are covered and when they are considered safe;


■
The increased obligations on producers, distributors, and Member States and the 


practical implications;


■
Co-ordination and consistency among Member States;


■
Issues regarding compliance to be addressed by companies producing or 



distributing products in the European Union; and


■
The potential for further reform.

What Products are Covered and When are They Considered Safe?


Definition of “Product.”  The 1992 Directive was interpreted to apply only to goods supplied to consumers for their own use.  The revised Directive goes beyond this.  The new Directive applies to all products satisfying the following definition:

(a) ‘product’ shall mean any product – including in the context of providing a service – which is intended for consumers or likely, under reasonably foreseeable conditions, to be used by consumers even if not intended for them, and is supplied or made available, whether for consideration or not, in the course of a commercial activity, and whether new, used or reconditioned.

Article 2(a).  This definition includes products that, while not originally intended for consumers, may eventually “migrate” to them.  For example, as set out in Recital 10, products designed exclusively for professional use are subject to the revised Directive if they end up on the consumer market.  Additionally, the revised Directive covers products that consumers use in connection with services, such as a salon hairdryer or a piece of gym equipment.  The revised Directive applies irrespective of the selling techniques, including distance and electronic selling.  See Recital 7. Second-hand products supplied as antiques or products to be repaired or reconditioned prior to use are not covered by the Directive so long as the supplier clearly informs the consumer to that effect.  See Article 2(a).    


“Safe” Products.  Under the revised Directive a “safe product” is any product which, when used by consumers under “normal or reasonably foreseeable conditions,” presents only those minimum risks “considered to be acceptable and consistent with a high level of protection for the safety and health of persons.”  See Article 2(b).  When considering the safety of a product, the following factors should be taken into account:

(i)  the characteristics of a product, including its composition, packaging, instructions for assembly and, where applicable, for installation and maintenance;

(ii)  the effect on other products, where it is reasonably foreseeable that it will be used with other products;

(iii)  the presentation of the product, the labelling, any warnings and instructions for its use and disposal and any other indication or information regarding the product;

(iv)  the categories of consumers at risk when using the product, in particular children and the elderly.

Article 2(b)(i)-(iv).  


A “dangerous product” is therefore any product that does not meet the definition of a “safe product.”  See Article 2(c).  A product shall not be considered “dangerous” simply because a higher degree of safety is possible or if similar products on the market carry less risk.  See Article 2(b)(iv). 

EXPANDING OBLIGATIONS AND THE PRACTICAL IMPLICATIONS


Obligations for Producers.  The revised Directive places an onerous obligation on producers: “to place only safe products on the market.”  Article 3(1).  A producer is defined as:

(i)  the manufacturer of the product, when he is established in the Community, and any other person presenting himself as the manufacturer by affixing to the product his name, trade mark or other distinctive mark, or the person who reconditions the product;

(ii)  the manufacturer’s representative, when the manufacturer is not established in the Community or, if there is no representative established in the Community, the importer of the product;

(iii)  other professionals in the supply chain, insofar as their activities may affect the safety properties of a product.  

Article 2(e).  In order to fulfil the general obligation of placing only safe products on the market, the Directive also sets out specific obligations for producers.  In particular, producers have an obligation to warn consumers, monitor the safety of their products, and, when necessary, take appropriate action to avoid risks.  


■
Warnings.  Article 5(1) requires producers to provide the “relevant information” necessary to enable consumers to assess the risks inherent in a product “throughout the normal or reasonably foreseeable period of its use.”  The warning must be sufficient to allow consumers to take precautions against these inherent risks.  Producers are not required, however, to provide information on risks that are immediately obvious in the absence of adequate warnings.  Any warning provided must be published in the official language of the domestic market in which it is being sold.   


The obligation to warn requires producers to address two questions left open by the Directive: what information is “relevant” to enable a consumer to use a product safely; and what is the “normal or reasonably foreseeable period” of a product’s use.   These questions must be answered on a product by product basis.


■
Monitoring.  Producers must “adopt measures, commensurate with the characteristics of the products which they supply, enabling them to . . . be informed of risks which these products might pose.”  Article 5(1).  A producer must not only be able to monitor the performance of its products, but it must also provide the information necessary to track each product back to the producer in the event that risks emerge.


Accordingly, in order to monitor its products, producers must: (1) provide an indication, by means of the product or its packaging, of the identity and details of the producer and the product reference; (2) provide an indication, where applicable, of the batch of products to which it belongs; (3) where appropriate, carry out sample testing of marketed products; (4) investigate and register complaints; and (5) keep distributors informed of such monitoring.  See Article 5(1).


■
The Ability to Take Appropriate Action.  Finally, when risks do emerge, the revised Directive requires producers to be in a position “to take appropriate action” to avoid these risks.  See Article 5(1).  Depending on the risks at issue, appropriate action may include withdrawing a product from the market, issuing adequate and effective warnings to consumers, or recalling a product from consumers.  Id.  A producer’s ability to take appropriate action is directly connected with its obligation to monitor the safety of its products.  If a producer has properly tracked its products, it will be in position to initiate an effective withdrawal, warning, or recall.          


      While the 1992 Directive did include a withdrawal obligation, it did not provide for recalls directly from the consumer.  Under the revised Directive, this added recall obligation should be used only as “a last resort” when other measures will not effectively avoid the risks.  See Recital 19.  Recalls are very costly and may even include “an appropriate form of compensation” for the consumer, such as a refund or exchange.  Id. 


Obligations for Distributors.  Distributors, like producers, have expanded obligations under the revised Directive.  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).  Specifically, the revised Directive requires distributors to help ensure compliance with the safety requirements and participate in monitoring the safety of products.  See Article 5(2).   


■
Help Ensure Compliance.  Distributors must act with due care to help ensure compliance with the applicable safety requirement by “not supplying products which they know or should have presumed, on the basis of the information in their possession and as professionals, do not comply with those requirements.”  Id.  This obligation applies only in proportion to the distributor’s respective responsibilities.  See Recital 20.  The revised Directive does not clarify what steps a distributor may need to take, in addition to the steps taken by the producer, to ensure that a product is safe.


■
Participate in Monitoring.  Distributors must also participate in monitoring the safety of products on the market.  As part of this obligation, the revised Directive requires distributors to: (1) pass on information concerning product risks; (2) keep and provide documentation necessary to trace the origin of products; (3) co-operate in actions taken by producers and authorities to avoid risks.  See Article 5(2).  Again, this obligation applies only in proportion to the distributor’s respective responsibilities.  See Recital 20.  For example, it may be impossible, in the context of charitable activities, for a distributor to maintain information and documentation on the risks and origins of products provided by private individuals.  Id.

Obligations for Both Producers and Distributors.  The revised Directive also places certain obligations jointly on producers and distributors.  Both producers and distributors are obligated to inform the authorities when a product poses a risk and to co-operate with the competent authorities when action is taken to avoid the risks posed by products.


■
Inform Authorities of Risks.  When producers and distributors “know or ought to know, on the basis of the information in their possession and as professionals, that a product poses risks to the consumer that are incompatible with the general safety requirement,” they are required to inform the competent authorities of the Member States and provide details of actions taken to prevent risk.  Article 5(3).  This obligation did not exist under the 1992 Directive.  


Under Annex 1, the European Commission (the “Commission”), with the assistance of a committee, is to define what information must be provided by producers and distributors and draw up standard forms for notification.  Additionally, the Commission must also formulate criteria for determining the conditions, “particularly those concerning isolated circumstances or products,” when notification is not relevant. Annex 1(2).


Finally, Annex 1 states that when a “serious risk” emerges, the information required from producers or distributors must contain the following:

(a)  information enabling a precise identification of the product or batch of products in question.;

(b)  a full description of the risk that the products in question present;

(c)  all available information relevant for tracing the product;

(d)  a description of the action undertaken to prevent risks to consumers.  

Annex 1(3).  A “serious risk” is defined as one that requires rapid intervention by the authorities.  See Article 2(d). 


It should be noted that information provided to the authorities of the Member States or the European Commission will generally be available to the public.  See Article 16(1).  In the interest of transparency, the public shall have access to information regarding product identification, the risks involved, and the actions taken.  Id.  Information covered by professional secrecy will not be available to the public unless disclosure is required to protect the health and safety of consumers.  Id.  Professional secrecy, however, will not prevent the dissemination of information to the competent authorities themselves.  See Article 16(2).     


■
Co-operation With Authorities.  Finally, the revised Directive obligates both producers and distributors, when requested, to co-operate with the competent authorities on action taken to avoid the risks posed by the products in question. See Article 5(4).  “The procedures for such co-operation, including procedures for dialogue with the producers and distributors concerned on issues related to product safety, shall be established by the competent authorities.”  Id.    


Obligations for Member States.  Like producers and distributors, Member States also face expanded obligations under the revised Directive.  Generally, Member States must “ensure that producers and distributors comply with their obligations . . . in such a way that products placed on the market are safe.”  Article 6(1).  In order to achieve this objective, Member States are obligated to designate competent authorities to monitor compliance, develop penalties for infringements, take action when appropriate, and ensure market surveillance. 

 
■
Designate Competent Authorities.  Member States are responsible for either appointing an existing authority or establishing a new regulatory body with the power to enforce the measures described in the Directive. See Article 6(2).  Member States must “define the tasks, powers, organisation, and co-operation arrangements” of the designated authorities.  Article 6(3).  The Member States  are to keep the Commission informed, and in turn, the Commission will pass on such information to other Member States.  See Article 6(3).


■
Develop Penalties.  As part of their obligation to ensure compliance, Member States are to develop penalties for infringements of the national provisions adopted pursuant to the revised Directive.  See Article 7.  The penalties “shall be effective, proportionate and dissuasive.”  Id.  By January 15, 2004, Member States must notify the Commission of the penalties they have adopted.


■
Take Action When Appropriate.  While voluntary action is preferred, Member States, through the competent authorities, must take action when the measures of the producers and distributors are insufficient.  The competent authorities have the power to take the following actions:  


1.  For all products: to organise and conduct appropriate checks at all stages of the manufacturing and distribution chain, require necessary information from relevant parties, and to take sample products and subject them to safety checks,  see Article 8(1)(a);


2.  For products that could pose risks in certain conditions or to certain persons: to order proper warnings and to make the products’ marketing subject to prior conditions, see Article 8(1)(b),(c);  


3.  For a product that is potentially dangerous, the authorities have the power to temporarily ban the supply of the product while adequate safety checks are performed, see Article 8(1)(d);


4.  For  a dangerous product: to ban its marketing and to implement measures ensuring the ban is complied with, see Article 8(1)(e); 


5.  For a dangerous product already on the market:  to order, co-ordinate, and organise a withdrawal or recall of the product, see Article 8(1)(f).          


Measures taken by authorities under Article 8 must be proportionate to the severity of the risk and must be addressed to producers, distributors, and any other person necessary to avoid emerging risks.  See Article 8(2),(4).


■
Ensure Market Surveillance.  Member States must also ensure that monitoring programs are introduced by the relevant authorities to maintain the appropriate level of consistency and product safety.  See Article 9.  Sector-specific surveillance programs should be devised and periodically revised and audited for their effectiveness. See Article 9(1).  The authorities conducting the surveillance programs should have the appropriate level of scientific and technical expertise and should be kept abreast of any relevant scientific and/or technical developments.  


Members of the public should also have avenues for complaints regarding product safety and surveillance.  See Article 9(2).  These complaints must be followed up on as appropriate.  Id.
CO-ORDINATION AND CONSISTENCY AMONG MEMBER STATES


Consistency and uniformity among Member States is critical to establishing a high level of consumer protection throughout the European Union.  To try to achieve this consistency, the revised Directive provides for efficient exchanges of information through both a European network and RAPEX.  Finally, under Article 13, the Commission has the authority to act when certain products pose risks to consumers in multiple Member States.


Exchanges of Information. 


■
The European Network.  Communication among the Member States is critical when product risks affect more than one Member State.  Accordingly, the revised Directive calls for the establishment of a European network of the competent authorities of the Member States.  See Article 10.  This network should aim to harmonise administration between Member States in conjunction with those programs that have already been established, such as RAPEX.  The stated objective of the European network is to facilitate:

(a)  the exchange of information on risk assessment, dangerous products, test methods and results, recent scientific developments as well as other aspects relevant for control activities;

(b)  the establishment and execution of joint surveillance and testing projects;

(c)  the exchange of expertise and best practices and co-operation in training activities;

(d)  improved co-operation at Community level with regard to the tracing, withdrawal and recall of dangerous products. 

Article 10(2).  

   
■
RAPEX.  RAPEX is a system set up by the European Union for the rapid exchange of information between states, specifically relating to product safety and product liability (with the exception of food and pharmaceutical products).  When a Member State adopts or recommends measures to prevent or restrict the marketing and use of a product due to a serious risk, the Member State must immediately notify the Commission through RAPEX.  See Article 12(1).  Point 8 to Annex II of the revised Directive states: “The Commission shall prepare and regularly update . . . guidelines concerning the management of RAPEX by the Commission and the Member States.”  These guidelines shall provide a standardised procedure for notification of actions by Member States.  


Any RAPEX notification must include all available details, including: information enabling identification; a description of the risk and the results of any tests done to assess the level of the risk; nature of measures taken; and information on supply chains and distribution of the product.  See Annex II, Point 3. 


Once a notification is received, the Commission shall forward it on to other Member States.  These Member States are to inform the Commission immediately of any measures they take.  


Access to RAPEX “shall be open to applicant countries, third countries or international organisations, within the framework of agreements between the Community and those countries or international organisations.”  Article 12(4).


It should be noted that when a Member State takes action restricting the marketing of a product for a reason other than a “serious risk,” RAPEX notification is not required.  However, the Member State is still required to inform the Commission of the measures taken and the reasons for taking them.  See Article 11.   Even if the Member State considers the effects of the risk at issue to be confined to its territory, it must still forward details which may be of interest to other Member States – in particular if the measures are in response to a new risk which has not yet been reported.  See Article 11(1).  The Commission will then forward notification on to other Member States unless the measure taken does not comply with Community law.  See Article 11(2). 


The Authority of the Commission.  In order to avoid conflicting actions by different Member States, the revised Directive allows the Commission to act on its own under certain circumstances.  If the Commission becomes aware of “a serious risk” affecting the safety of consumers in multiple Member States, it may, after consulting with Member States and any relevant Scientific Committee, require Member States to take any of the actions set out in Article 8(1)(b)-(f) if the following requirements are satisfied:

(a)  it emerges from prior consultations with the Member States that they differ significantly on the approach adopted or to be adopted to deal with the risk; and

(b)  the risk cannot be dealt with, in view of the nature of the safety issue posed by the product, in a manner compatible with the degree of urgency of the case, under other procedures laid down by the specific Community legislation applicable to the products concerned; and

(c)  the risk can be eliminated effectively only by adopting appropriate measures applicable at the Community level, in order to ensure a consistent and high level of protection of the health and safety of consumers and the proper functioning of the internal market.  

Article 13(1).  


Member States must implement actions imposed by the Commission within 20 days.  See Article 13(4).  Within one month, the relevant authorities in Member States must allow the producers and distributors in question to submit comments.  See Article 13(5).  Decisions made by the Commission are valid for a maximum of one year, but may be renewed for a further period upon application of the Commission.  See Article 13(2).  This does not include actions which identify “specific, individually identified products or batches of products.”  Id.  These actions shall remain valid for a period deemed necessary in each case.  Finally, any product subject to a Commission decision shall not be exported unless the Commission provides otherwise.  See Article 13(3).


This added authority allows the Commission to better ensure consistency throughout the European Union.  

ISSUES REGARDING COMPLIANCE TO BE ADDRESSED BY COMPANIES PRODUCING AND DISTRIBUTING PRODUCTS IN THE EUROPEAN UNION

 
The revised Directive presents a number of issues and potential consequences that need to be addressed by companies either producing or distributing products in the European Union.  These issues include the application of standards, the interaction between the revised Directive and specific Community legislation, and, ultimately, the Directive’s impact on potential product liability.


Standards.  Under Articles 3 and 4, the revised Directive employs the use of standards to help determine whether or not a product conforms with the general safety requirement.  Companies producing and supplying products in the European Union should be aware of all applicable standards, both at the national and European level, in order to comply with them.

   
■
Article 3.  Article 3 sets out the general obligation that all products placed on the market must be safe.  See Article 3(1).  Article 3, however, goes on to identify criteria for assessing conformity with this obligation:


1.
When there is no Community provision governing safety, a product shall be deemed safe if it satisfies national standards in the member state in which it is sold so long as those rules conform with the Treaty and lay down the health and safety requirements a product must satisfy in order to be marketed, see Article 3(2);


2.
A product shall be presumed safe when it conforms with voluntary national standards which transpose European standards developed in accordance with Article 4, id.;


3.
In circumstances outside of those mentioned above, the conformity of a product to the general safety requirement will be assessed by considering: voluntary national standards transposing European standards other than those mentioned in the above paragraph; standards developed by Member States; Commission guideline recommendations; codes of good practice; the state of the art; and reasonable consumer expectations.  See Article 3(3).  


It should be noted, however, that conformity with the above criteria does not prohibit competent authorities from taking actions to restrict marketing when it becomes clear that, despite conforming to the criteria, the product is nonetheless dangerous.  See Article 3(4).

   
■
Article 4.  As mentioned above, Article 4 sets forth a procedure for the drafting of specific, technical European standards.  Under Article 4, the Commission is to determine “the requirements intended to ensure that products which conform to these standards satisfy the general safety requirement.”  Article 4(1)(a).  The Commission is then to call on the European standardisation bodies to draw up and adopt standards which satisfy these requirements.  See Article 4(1)(b), (c).   


The Commission is required to publish references to these European standards in the Official Journal of the European Communities.  See Article 4(2).  Member States must also publish references to the national standards that transpose the European standards.  See Article 3(2).  


  Interaction with Sector-Specific Community Legislation.  The revised Directive is not intended to replace pre-existing Community legislation regarding specific products.  To the contrary, the revised Directive is intended to compliment such legislation.  


“When products are subject to specific safety requirements imposed by Community legislation, this Directive shall apply only to the aspects and risks or categories of risks not covered by those requirements.”  Article 1(2).  The revised Directive fills in any gaps not covered by the specific legislation.  For example, if specific legislation addresses safety obligations, but does not contain provisions on notification, withdrawal or recall, the revised Directive would apply to such actions.   


Companies involved in the production and distribution of products that are subject to sector-specific legislation must be aware of the safety obligations and aspects covered by the specific legislation and how those mesh with the obligations and aspects of the revised Directive.  At the request of Member States, the Commission’s Directorate General Health and Consumer Protection has published the Guidance Document on the Relationship Between the General Product Safety Directive (GPSD) and Certain Sector Directives with Provisions on Product Safety.  While the guidance document specifically addresses the Toys Directive, the Directive on Equipment with Voltage Limits, Directive on Personal Protective Equipment, and the Directive on Cosmetics, the general principles outlined are applicable to other sector-specific directives.  

THE POTENTIAL FOR FURTHER REFORM


Under Article 19(2), the Commission is to submit a report on the implementation of the revised Directive to the European Parliament and the Council.  This report shall include “information on the safety of consumer products, in particular on improved traceability of products, the functioning of market surveillance, standardisation work, the functioning of RAPEX and Community measures taken on the basis of Article 13.”  Article 19(2).  


Accordingly, the Commission is to conduct periodic assessments of “the relevant issues, in particular the approaches, systems and practices put in place in the Member States, in light of the requirements of this Directive and the other Community legislation relating to product safety.” Id.  

All those concerned will be watching closely how Member States apply the revised Directive. Much of this will depend on the guidelines yet to be issued by Member States and the structures to be put in place by them. In the meantime, all producers and distributors need to ensure familiarity with the new obligations under the Directive and to monitor how these obligations are interpreted in practice.

� It is not clear that all Member States will be ready to implement the Directive by this deadline. 
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