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Disclaimer





While every effort has been made to ensure that the information in this guide is accurate, it is not an official publication of the European Commission and does not purport to be a comprehensive statement of EC law relating to CE marking requirements.  








Introduction





This guide is a practical introduction to the European Union standards and conformity assessment system.  Australian and New Zealand companies proposing to export manufactured goods to the European Union need to understand the European system for technical legislation and the rules pertaining to the examination of  products  to determine if they meet the mandatory requirements.  





Australian and New Zealand manufacturers who have this knowledge will have a significant marketing advantage.  They will be able to more readily access a market of more than 370 million consumers with high standards of living and representing the world's largest single market.





This guide complements the associated guide  CE Marking of Australian and New Zealand Products for Export to the European Union.  Australian and New Zealand exporters should obtain copies of these guides before taking action to place a product on the EU market.  Austalian manufacturers who produces goods which are subject to CE marking requirements should also obtain the sectoral guide(s) to CE marking requirements for the sectors covered by the EC/Australia MRA.  All of these publications are available from  offices of the Department of Industry Science and Tourism (DIST) and the Delegation of the European Commission to Australia (See Appendix 1 for contact details).





This guide describes the overall functioning of the EU system as it applies to all products, including those sectors not covered by the MRAs.  Exporters should note that some products may be subject to other obligations under EU law which are not discussed in this guide.








The European Union�





The European Union consists of the following 15 Member States at the date of this publication:





Austria, Belgium, Denmark, Finland, France, Germany, Greece, Ireland, Italy, Luxembourg, the Netherlands, Portugal, Spain, Sweden, and the United Kingdom.  





The objective of a single common market in Europe originated with the EEC Treaty of Rome in 1957, which established the European Community and instituted the four fundamental freedoms - the free movement of goods, persons, services and capital. 





In general, the Treaty of Rome forbids restrictions in trade between the countries within the European Union.  In the 1985   “Single European Act", the single market is defined as “an area without internal frontiers in which the free movement of goods, persons, services and capital is ensured”. A particularly important task in creating the single market was to remove as many technical barriers to trade as possible.  These efforts have taken longer to implement than intended and in 1985 the European Community adopted a new package of reforms to solve the problem.





In 1992 the European Community signed an agreement with the Member States of the European Free Trade Association (EFTA) to establish the European Economic Area (EEA).  The agreement extends the four fundamental freedoms of the European single market to those EFTA States involved in the agreement.  Products which comply with EU requirements can therefore be marketed freely within the whole European Economic Area.  The EEA consists of the 15 Member States of the EC plus Norway, Iceland and Liechtenstein.  Switzerland is not a party to this agreement. Australia is in the process of negotiating mutual recognition agreements with both the EEA/EFTA States and Switzerland which will parallel the agreement concluded with the European Community





The remainder of this publication describes the background to the initiatives in relation to standards and conformity and the current status of the arrangements in this area.











Basic Elements of the EU Standards and Conformity System





The EU standards and conformity system is based on two principles:


Mutual recognition, which means that any product which is lawfully  manufactured and sold in one Member State can be sold throughout the EU, and


Technical harmonisation through EC directives which replace non-uniform national regulations.





Traditionally the Member States have had their own technical safety regulations with differing requirements, and under the principle of mutual recognition  many of these remain.  It is only where differences in the Member States' legislation cause technical barriers to trade and impede the creation of a Single European Market, that the EU takes action and introduces technical harmonisation.





In 1985 the European Council adopted a new approach to technical harmonisation followed by a global approach to conformity assessment in 1989.  These decisions have radically increased the scope to remove technical barriers to trade in a more efficient way and to complete the European Single Market .








The figure 1 illustrates the EU standards and conformity assessment system.
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Figure 1





Summary illustration of the EU Standards and Conformity Assessment System
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(See over for explanatory notes)





Explanatory notes





Examples of requirements which are not mandatory by legislation are technical specifications by the purchaser such as branch standards, insurance requirements, etc.





Each Member State of the EU has its own technical legislation.  A product which meets the requirements in one Member State may be sold throughout the whole EU provided there are no substantial safety related differences between the national legislation.  


Old approach directives cover specific products, specifies technical requirements, conformity assessment and may require certain marking.  There are several hundred old approach directives.





New approach directives cover groups of products or certain risks.  They define the essential requirements to be met, but do not specify technical solutions





Products manufactured according to European harmonised standards (EN) are presumed to meet the essential requirements.





If a product is manufactured in any other way, the manufacturer needs to demonstrate that it meets the essential requirements and a notified body needs to evaluate the manufacturer's method to demonstrate compliance with the essential requirements.





The procedures for conformity assessment differ depending on whether or not a product is manufactured according to harmonised standards.  The modules are set procedures for conformity assessment.  The individual directives prescribe which modules apply.


�









The EU standards and conformity framework





Technical Barriers to Trade





Many modern products can cause death or injury if they are poorly designed or manufactured.  For example, electrical products can cause shock or fire if they are not safely wired or properly installed. There have also been a number of well publicised cases of medical devices causing injury or death to patients.   





For this reason governments develop legislation to protect their citizens from  unsafe products.  Technical standards and rules, however, may differ widely between countries. Often the primary reason for such differences is past regulatory and industrial practice, rather than differences of substance in protection requirements.  





In some cases, specific requirements of national regulations may be perceived as motivated by a desire to protect local industry.  Whether by accident or design, these technical requirements often provide very effective barriers to trade (known as Technical Barriers to Trade).





A manufacturer who wants to sell a product in different countries must meet the various rules in each market and prove that the product conforms to the technical requirements of those markets.  This usually means that the product has to be modified and re-tested to meet different approval procedures for each country.  





Such procedures are often both complex and time consuming.  They increase the cost of products, delay their introduction onto the market and generally restrain the free movement of goods.





The European Union has been actively working towards the removal of such technical barriers to trade. At the same time, however, it has also been ensuring the necessary protection of health, safety and the environment within the EU and with its trading partners.








Technical Harmonisation  





The European Union has used two different strategies to eliminate technical barriers to trade. 





The first strategy is the concept of technical harmonisation directives which all Member States must enact in their national legislation.  Article 100 of the Treaty of Rome allows for harmonisation of the laws of Member States that affect the functioning of the common market.





The other strategy is the principle of mutual recognition which requires that “any product legally manufactured and marketed in one member State must be allowed free circulation in the Community as a whole.”  [Note: mutual recognition in this sense has a different meaning from mutual recognition of conformity assessment as provided for in the Mutual Recognition Agreement between Australia and the EC and the MRA between and New Zealand and the EC].








Technical Harmonisation Directives





The earliest policy on technical harmonisation within the EU was to harmonise detailed national technical requirements by adopting similar, very specific and detailed technical harmonisation directives which had to be unanimously decided by the European Council. These directives are now referred to as “old” or “old approach” directives. 





Old approach directives frequently cover only one product or even only one of the elements involved in the manufacture of a product.   Motor vehicle components, for instance, are covered by about 50 separate directives, such as Anchorages for Motor-Vehicle Safety Belts or Rear Registration Lamps for Motor Vehicles and their Trailers.  Other areas covered by old approach directives include sectors such as  measuring instruments, tractors, earth moving equipment and food.





The old approach directives use either total harmonisation or optional harmonisation.  Total harmonisation means that the national regulations in the Member States are replaced by the rules in a particular directive.  Optional harmonisation means that a Member State may keep existing national regulations, even if the requirements differ from those of the directives. Member States may not, however, limit marketing or use of products that meet the requirements of the directive but not their diverging national regulatory requirements.





Examples of directives with total harmonisation are Noise from Tower Cranes, Air Compressors and Generators.  Directives with optional harmonisation include Farm Implements, Motor Vehicle Components and Legal Metrology.





Adoption of old approach directives proved to be cumbersome and slow.  In 1985 the European Council adopted a new approach to technical harmonisation and standards to simplify the removal of technical barriers to trade.





This constituted a radical change.  The European Council of Ministers was no longer required to deal with detailed technical requirements, but was called on only to define the essential requirements needed to protect the public interest.  The requirement for unanimous decisions to adopt a directive was also changed to a “qualified majority”, thus expediting the decision-making process. 





Another basic principle of the new approach is reference to voluntary standards.  Products manufactured to conform to voluntary European harmonised standards (ENs) are presumed to comply with the essential requirements of applicable directives.





The European Council was aware that their decision to adopt the new approach had to be accompanied by a policy on "assessment of conformity".  In 1989 the Council adopted the global approach to certification and testing, which defines a series of set procedures for conformity assessment, called modules.





The details of the principles on which the New Approach and Global Approach are based are described in later sections of this guide.





There is also a third category of directives.  One of the most politically and economically sensitive areas of technical harmonisation is safety within the working environment.  According to a new article to the Treaty of Rome, article 118a, directives relating to harmonisation of working conditions are “minimal” directives to which each Member State may add its own requirements to achieve more “stringent” protection, provided such supplementary safety precautions do not limit the conditions of free movement of goods.





Appendix 2 is a list of product areas in which technical harmonisation directives (both “new” and “old”) have been adopted.








Mutual Recognition





Mutual recognition is based on case-law and is now the primary principle in the elimination of technical barriers to trade within the EC. 





Article 30 of the Treaty of Rome sets out the principle that “quantitative restrictions on imports and all measures having equivalent effect, such as technical barriers to trade, shall be prohibited between Member States.”  An exception is provided for in article 36 that allows Member States to place restrictions on imports for the protection of health and life of humans, animals or plants.





The landmark case decided by the European Court of Justice was the Cassis de Dijon judgement of 1979.  The Court ruled against a German prohibition on import of the alcoholic beverage, Cassis de Dijon, based on problems associated with the German tax laws.  The Court determined that tax legislation does not justify a ban on the free movement of products. The Court stated that “any product lawfully produced and marketed in one Member State must be admitted  to the market of any other Member State of the EU”.  The decision means that the level of safety protection is assumed to be equivalent in all the Member States and that the onus is on an individual Member State to demonstrate that this is not so.  It also means that,  in the absence of harmonised EC legislation, Member States are free to legislate on their territory.





The principle of mutual recognition as defined by case-law must be applied by Member States in the following two areas:





i)	Member States must ensure market access for products from another Member State that do not comply with the technical requirements for products manufactured on their territory if the product guarantees an equivalent level of safety protection; and





ii)	To simplify market access, Member States must accept tests carried out in another Member State provided:





the test results are made available and make it possible to assure that the product meets the requirements of their regulations; and





the laboratories which have issued the test results have the necessary expertise, professional competence and independence.  This is considered to be the case when a laboratory is accredited according to applicable standards in the EN 45,000 series.





	Test results must be accepted if the laboratories which issued them offer the necessary technical expertise, professional competence and independence. This is deemed to be the case when laboratories in Member States are accredited to international criteria.








The New Approach





New approach directives are adopted for broad product areas or defined risks.  The EU policy is to limit the adoption of new approach directives to areas where national legislation can create legitimate barriers to trade.





The new approach to technical harmonisation and standards represents a change to a more liberal policy on harmonisation within the EC.  In essence, it defines areas of freedom within a regulatory system and clarifies the responsibilities of public authorities on the one hand, and manufacturers on the other.





Public authorities are responsible for legal aspects such as: 





defining the essential requirements;


defining ways in which a manufacturer can evaluate that a product conforms to applicable technical requirements (the “modules”), and


the sanctions to be applied when products which do not meet the requirements of a directive are found on the market.





In most cases the manufacturer can choose both how to meet the essential requirements and the means to demonstrate that the product conforms to the technical requirements.





Because new approach directives apply to broad product areas and only cover one or a few types of risks, any product may be covered by more than one directive. 





In summary, new approach directives have the following characteristics:





they contain only statements of essential requirements for health, safety and protection of the environment;





the European voluntary standards sector (CEN/CENELEC and ETSI) is commissioned to define harmonised standards which give technical solutions that ensure compliance with the corresponding essential requirements;





the harmonised standards are not mandatory and preserve their status as voluntary standards;





harmonised standards are presumed to ensure compliance with corresponding essential requirements;





products manufactured to any standard or specification other than “harmonised standards” can be sold in the European Economic Area provided the manufacturer can demonstrate that the product meets the essential requirements of the appropriate directives. In such cases a specially designated, independent certification body (a notified body) needs to evaluate the manufacturer's method to demonstrate compliance with the essential requirements.





The publication in the Official Journal of the European Community of the titles of harmonised standards indicates that they are presumed to ensure compliance with corresponding essential requirements.  Informal listing of such standards are also given at the following internet address:





	http:/www2.echo.lu/nasd/





The Council Resolution of 7 May 1985 on the "new approach" also provides an outline directive which is intended to serve as a guide for drafting "new approach" directives.  Appendix 3 contains a summary of the content of new approach directives.





Until June 1998 19 new approach directives have been adopted and three have been proposed and a number more are in preparation.  These are listed in Appendices 4 and 5.





The Global Approach





The term “conformity assessment procedures" covers the various methods of examining a product to determine if it complies with the essential requirements of new approach directives, including any requirements relating to the design and manufacture of products.





The global approach introduced by Council Resolution of 21 December 1989 establishes a new policy for how manufacturers can demonstrate that their products meet the legally binding technical requirements in new approach directives.  The global approach promotes attention to quality in European production and stresses the fact that manufacturers always have total responsibility for their products.





Before the adoption of the global approach it was common for countries to require mandatory testing and approval by government authorities before a product could be placed on the market.  These procedures were often slow and costly.  Approval by government authorities can also give manufacturers a false perception that the authorities take some responsibility for manufacturer’s products.





The main principle of the global approach is that the manufacturer issues an EC Declaration of Conformity, declaring that the product satisfies the requirements of the applicable directives or conforms with an approved type.





The global approach is also based on the fact that different types of risk are associated with different products.  The method of determining conformity should therefore provide adequate assurance of conformity with essential requirements at the lowest possible cost and give the manufacturer a choice as to the method of conformity assessment.





The policy identifies options to be applied by new approach directives. These range from manufacturer’s declarations of conformity without intervention of a notified body (for products assessed as low risk) to a requirement that the manufacturer implement a full quality assurance system which is approved and supervised by a notified body (for products where there is a perception of high risk).  The range of options is described in the modules and was introduced by Council decision of 13 December 1990.





Figure 2 outlines the interrelationship between the modules, notably between the design and production stage.  A distinction is made between the design stage and the production stage of  a manufactured product.  A description of each of these modules is given in Appendix 6.





Figure 2
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Notified Bodies





The new approach directives introduce the concept of notified bodies.  These are notified by the Member States to carry out specific tasks with regard to conformity assessment, and surveillance of manufacturing processes.





Each Member State is responsible for the notification of notified bodies within its territory, but often assigns this responsibility to a governmental authority called a  notifying authority.  A notified body is designated for a defined range of conformity assessment procedures and types of products and risks.  It acts on behalf of the notifying authority.  It should be noted that the term notified body is only applicable in Europe and that there are certain legal obligations on such bodies





The Member States notify the EC Commission and the Member States of each notification of a notified body.  The Commission publishes a list of all notified bodies in the Official Journal.  EEA-EFTA has a similar procedure.





There is free competition between notified bodies.  A manufacturer can choose between all notified bodies in Europe which are designated for the same types of products and conformity assessment procedures.








CE Marking





All products covered by new approach directives must bear the CE marking which indicates conformity to the essential requirements.  By affixing a CE marking to a  product, the manufacturer also confirms that all required conformity assessment procedures have been followed.





CE marked products can circulate freely throughout the whole European Economic Area.  Each Member State of the EEA must accept CE-marked products and cannot require any further confirmation or approval procedure with respect to the risks which have been evaluated.





Detailed rules about CE marking are described in the guide CE Marking of Australian Products for Export to the European Union.








Market Surveillance





According to new approach directives, the Member States have ultimate responsibility for ensuring that only products that meet the protection requirements of the directives are placed on the market.





Member States are also responsible for surveillance of their domestic markets.  Normally this responsibility is transferred to a market surveillance authority which performs periodic inspections of products. If a product with CE marking is found that does not meet the essential requirements of the applicable directive(s), the market surveillance authority must take actions to remove a product from the market and inform the Commission. The Commission examines the technical documentation of the product before a decision to restrict, forbid or withdraw the product from the market is made.  Withdrawal from the market in one Member State may lead to withdrawal from the whole EEA.








Product Liability and General Product Safety





When developing the current policies on technical harmonisation within the EC, the 1985 directive on product liability (85/374/EEC) was taken into account.  The theory behind this directive is that “it is the producer who has the possibilities to design and manufacture safe products and it is he rather than the consumer who should take the economic risks for defective products"   According to the Directive on product liability "a product is defective when it does not provide the safety which a person is entitled to expect, taking all circumstances into account".  Manufacturers' responsibility to pay compensation for injury or damages caused by defective products was increased by the Directive.  Manufacturers were thereby believed to become more aware about safety aspects of their products in general, which would contribute to the objective that only safe products exist on the market.





In 1992 the European Council adopted a directive on general product safety (92/59 EEC) which is regarded as an addition to the technical directives.  Through the general product safety directive, Member States can intervene against unsafe consumer products which are not covered by technical directives.








EU External Trade Policy





The European Union’s trade has two principal policy objectives with respect to standards and conformity.  Firstly it wants to reduce technical barriers to trade on overseas markets and prevent the emergence of new ones.  Secondly it wants to encourage its trading partners to adopt regulatory approaches based on or compatible with international and European practice.





To do this, the EU seeks to rely on the WTO TBT Agreement:





to negotiate mutual recognition agreements; 


to provide technical assistance;


to encourage regulatory regimes which are transparent and trade friendly; and


to enter into regulatory cooperation with other trading partners.





Mutual Recognition Agreements (MRAs) for Conformity Assessment are quite separate from harmonisation of regulations.  An MRA gives each party to such an agreement responsibility for the testing and certification of products to the requirements of the other party prior to export.  Products approved under these agreements may then be placed on the other party's market without any additional procedures.





MRAs do not require harmonisation of requirements or recognition of their equivalence, although their existence can encourage such harmonisation.  Each party remains free to set its own health, safety, consumer protection and environmental requirements, provided they comply with international obligations.  MRAs require that both parties have continuing confidence that the other can wholly satisfy its requirements on testing and certification procedures.  MRAs require continuing maintenance of that confidence.





The EU intends to establish a network of bilateral agreements with major trading nations.  There may eventually be scope to extend the bilateral recognition of conformity assessment to a network of interlinked agreements on a pluri-lateral or regional basis.
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Appendix 1


Sources of further information:





Copies of EC Directives may be obtained from the following sources:





Help Desk, NSW State Library


Telephone:	(02) 9230 1421		Fax:	(02) 9221 5260





Business Information Service, Victorian State Library


Telephone:	(03) 9669 9845		Fax:	(03)9669 9052





Alternatively, they may be purchased from:





Hunter Publications


58 Gipps Street


COLLINGWOOD  VIC   3066


Telephone:	(03) 9417 5361		Fax:	(03) 9419 7154





Information about Australian and European standards is available from:





Standards Australia


PO Box 1055


STRATHFIELD  NSW   2135


Telephone:	(02) 9746 4700		Fax:	(02) 9746 8450








Further information about EU Conformity Assessment requirements and CE marking may be obtained from:





Standards and Conformance Policy Section


Department of Industry, Science and Tourism


GPO Box 9839


CANBERRA  ACT  2601


Telephone:	(02) 6213 6000		Fax:	(02) 6213 6617


Internet:	http://www.dist.gov.au








The Delegation of the European Commission to


Australia and New Zealand


18 Arkana Street


YARRALUMLA  ACT  2600


Telephone:	(02) 6271 2777		Fax:	(02) 6273 4445


email:	australia@ecdel.org.au


internet:	http://www.ecdel.org.au








Appendix 2 





List of product areas in which technical directives have been adopted


 (both "old" and "new" approach directives)





1	Motor vehicles


�
12	Medical Devices�
�
(a)	cars


(b)	two- and three-wheeled motor vehicles


�
13	Fertilisers


	


14	Hazardous Equipment�
�
2	Farm and forest tractors 		�
15	Pleasure Craft	�
�
3	Machinery 				�
16	Veterinary  Requirements		(a) animal health�
�
4	Gas appliances 				�
	(b) food stuff hygiene			(c) animal protection	�
�
5	Pressure Vessels 			�
	(d) breeding	


	(e) fodder


�
�
6	Measuring Instruments			�
17	Protection of Agricultural Plants�
�
7	Electrical Appliances			�
18	Consumer Protection�
�
8	 Building Products			�
19	Occupational Health and Safety�
�
9	Textiles					�
20	Environmental Protection�
�
10	Foodstuffs				�
21	Information Technology and Telecommunications


�
�
11	Pharmaceuticals			�
22	Procurement	�
�
�
Appendix 3


Outline of the content of a new approach directive


Art.1


Scope�
Describes the product area covered by the directive the risks which are covered.


�
�
Art.2


Placing on the market�
States that products covered by the directive may be placed on the market only if they do not put at risk the safety of persons, domestic animals or goods, when the products are properly installed and maintained and used for their intended purpose.


�
�
Art.3 


Essential requirements�
States the essential requirements for health, safety and protection of the environment, which shall apply to products covered by the directive.  These legally binding requirements on products must be worded precisely enough so that certification bodies are able to certify that products meet the essential requirements and that Member States can ensure by market surveillance that products on the market meet these requirements, also in the absence of harmonised standards.


�
�
Art.4


Free movement�
Requires the Member States to accept the free movement of products which meet the essential requirements and have the CE marking affixed.


�
�
Art.5


Proof of conformity


�
Products which have a certificate declaring that they conform to the essential requirement shall be presumed to meet those essential requirements and may move freely within the EEA. In most cases the manufacturer issues a "manufacturer's declaration" whereby he ensures that the product satisfies the requirements of the directive.  In some cases a certificate from a notified body is required which declares that the manufacturer has performed the tasks he is prescribed to do.


�
�
Art.6


Standards�
The New Approach introduces a new concept of "harmonised standards".  These standards preserve their status of voluntary standards, but are "presumed" to meet the essential requirements of the directive.


�
�
Art.7


Safeguard clause�
If a Member State demonstrates that a product does not comply with the essential requirements, it shall take actions to remove the product from the market and inform the Commission.  The Commission examines the technical documentation for the product before making a decision and then informs the Member States about its decision.


�
�
Art.8


Conformity assessment�
Manufacturers can usually choose between several methods to attest that their products conform to the essential requirements.  Depending on the products and hazards the choices may be limited.


�
�
Art.9 & 10


Standing committee�
A committee with responsibility for managing each directives is established.


�
�
�
List of new approach Directives which have been adopted (as at 1 June 1998)			Appendix 4





Directive�
Reference�
Date of adoption�
Date of entry into force�
Date of end of period of transition�
�
1	Low voltage(1)


�
73/23/EEC


93/68 EEC(2)�
19.02.73


22.07.93�
18.08.74


01.01.95�
n.a.3


01.01.97�
�
2	Simple pressure vessels


	�
87/404/EEC


90/488/EEC


93/68 EEC(2)�
25.06.87


17.09.90


22.07.93�
01.07.90


01.07.91


01.01.95�
01.07.92


n.a.


01.01.97�
�
3	Safety of toys�
88/378/EEC


93/68 EEC(2)�
03.05.88


22.07.93�
01.01.90


01.01.95�
n.a.


01.01.97�
�
4	Construction products�
89/106/EEC


93/68 EEC(2)�
21.12.88


22.07.93�
27.06.91


01.01.95�
not fixed


01.01.97�
�
5	Electromagnetic compatibility (EMC)


�
89/336/EEC


92/31/EEC


93/68 EEC(2)�
03.05.89


28.04.92


22.07.93�
01.01.92


28.10.92


01.01.95�
31.12.95


n.a.


01.01.97�
�
6	Safety of machines�
89/392/EEC


91/368/EEC


93/44/EEC


93/68 EEC(2)�
14.06.89


20.06.91


14.06.93


22.07.93�
01.01.93


01.01.93


01.01.95


01.01.95�
31.12.94


31.12.94


31.12.96


01.01.97�
�
7	Personal protection equipment (PPE)�
89/686/EEC


93/95/EEC


93/68 EEC(2)


�
21.12.89


29.10.93


03.09.95


22.07.93�
01.07.92


29.01.94


01.01.95


01.01.95�
30.06.95


n.a.


n.a.


01.01.97�
�
8	Non-automatic weighing machines�
90/384/EEC


93/68 EEC(2)�
20.06.90


22.07.93�
01.01.93


01.01.95�
01.01.2003


01.01.97�
�
9	Active implantable medicinal devices


�
90/385/EEC


93/42 EEC


93/68 EEC(2)�
20.06.90


14.03.93


22.07.93�
01.01.93


01.01.95


01.01.95�
31.12.94


14.06.98


01.01.97�
�
10	Appliances burning gaseous fuels�
90/396/EEC


93/68 EEC(2)�
29.06.90


22.07.93�
01.01.92


01.01.95�
31.12.95


01.01.97�
�
11	Telecommunications terminal equipment�
91/263/EEC


93/97/EEC


93/68 EEC(2)


98/13/EC�
29.04.91


29.10.93


22.07.93


12.02.98�
06.11.92


01.05.95


01.01.95


01.04.98�
n.a.


n.a.


01.01.97�
�
12	New hot-water boilers fired with liquid or gaseous fuels�
92/42/EEC


93/68 EEC(2)�
21.05.92


22.07.93�
01.01.94


01.01.95�
31.12.97


01.01.97�
�
13	Explosives for civil uses�
93/15/EEC�
05.04.93�
01.01.95�
31.12.2002�
�
14	Medical devices�
93/42/EEC�
14.06.93�
01.01.95�
14.06.98�
�
15	Equipment in explosive atmospheres (ATEX)�
94/9/EC�
23.03.94�
01.03.96�
30.06.2003�
�
16	Recreational crafts�
94/25/EC�
16.06.94�
16.06.96�
16.06.98�
�
17	Lifts for persons�
95/16/EC�
29.06.95�
01.07.97�
30.06.99�
�
18	Energy efficiency requirements for household electric refrigerators and freezers�
96/57 EC�
03.09.96�
08.10.96�
03.09.99�
�
19	Pressure equipment�
97/23/EC�
29.05.97�
29.11.99�
29.05.2002�
�



(1) This Directive predates the New Approach, but is nevertheless based on the principle of reference to standard and can therefore, in this respect, be considered to be precursor of the New Approach Directive.


�
Appendix 5











List of Proposed New Approach Directives








Proposed Directive�



Reference


�
�



1	Precious metal


	Amendment�



COM/93/322


COM/94/267





�
�



2	In vitro diagnostic


	Amendment�



COM/95/130


COM/96/643


�
�



3	Connected telecommunications equipment�



COM/97/257





�
�



4	Machinery (modification to 89/392/EEC)


�



Proposal in preparation


�
�



5	Minimum efficiency standards for ballast for fluorescent lighting�



Proposal in preparation


�
�



6	Recreational craft (modification to 94/25/EC)�



Proposal in preparation


�
�



7	Measuring instruments


�



Proposal in preparation


�
�
�
Appendix 6





Description of the Modules





A


Design and Production�
Internal Production Control


The manufacturer� ensures in a written “declaration of conformity” that a product satisfies the requirements of the applicable directive. The manufacturer2 shall retain technical documentation covering the design, manufacture and operation of the product at the disposal of national surveillance authorities for inspection purposes for 10 years. The technical documentation shall be sufficient to enable the authorities to assess the conformity of the product with requirements if required. The manufacturer2 shall affix the CE-marking to each product.  The manufacturer must also take all necessary steps to secure that the manufacturing process ensures that manufactured products comply with the technical documentation and the essential requirements of the applicable directive.


�
�
�
�
�
Aa


Design and Production�



Module A plus Supplementary Requirements


This module consists of module A plus either of the following supplementary requirements:





1.	For each manufactured product tests on specific aspect of the product must be carried out by the manufacturer or on his behalf. A notified body - chosen by the manufacturer - carries the responsibility for these tests. On the responsibility of the notified body the manufacturer shall affix the identification number of the notified body, together with the CE marking, indicating that the test results were positive.





2. 	The notified body carries out product checks at random intervals. If the checked products do not conform, the notified body must take appropriate measures.�
�
�
�
�
B 


Design�
Type examination


The manufacturer2 lodges an application for EC type examination with a notified body of his choice and submits a representative specimen of the envisaged production a "type" together with technical documentation.  The notified body examines the technical documentation, performs appropriate examinations and necessary tests and issues an EC type examination certificate declaring that the type meets the essential requirements of the applicable directive.�
�
�



�
�
�
�
C Production�
Conformity to type


Before attaching the CE marking, the manufacturer2 must attest in a written declaration of conformity that the products concerned are in conformity with the type described in the EC type-examination certificate and satisfy the requirements of the directive that applies to them.





Additional requirements may be that a notified body tests specific aspects of the product or carries out product checks at random intervals. In those cases the manufacturer shall affix the identification number of the notified body together with the CE-marking, indicating that the test results were positive.�
�



�
	�
�
D Production�
Production quality assurance


The manufacturer must operate a quality system for production, final product inspection and testing approved by a notified body.  Before affixing the CE marking the manufacturer must ensure in a written declaration of conformity that the products concerned are in conformity with the type described in the EC type-examination certificate and satisfies the requirements of the directive that applies to them.





The Notified Body may carry out tests on specific aspects of the product and check products at random intervals.  On the responsibility of the notified body, the manufacture2 shall in those cases affix the identification number of the notified body together with the CE marking indicating that the test results were positive.�
�
�
�
�
E Production�
Product quality assurance


The manufacturer must operate a quality system for final product inspection and testing, approved by and under surveillance of a notified body.  Before affixing the CE marking, the manufacturer must ensure in a written declaration of conformity that the products concerned are in conformity with the type described in the EC type-examination certificate and satisfies the requirements of the directive that applies to them.  The CE marking must be accompanied by the identification symbol of the notified body responsible for surveillance of the quality system.�
�
�



F Production�
Product verification


Before affixing the CE  marking, the manufacturer must take all necessary measures to ensure that the manufacturing process results in products conforming with the type as described in  the EC type-examination certificate and with the requirements of the directive that applies to them and draw up a declaration of conformity.  





The notified body carries out appropriate examinations and tests to check the conformity of the product with the requirements of the directive either by examination and testing of every product or by examination and testing on a statistical basis.  The notified body verifies conformity with some essential requirements, issues a certificate of conformity and affixes its identification symbol to each approved product.�
�
�
�
�
G


Design and Production�
Unit verification


The manufacturer submits technical documentation to a  Notified Body who examines the individual product, carries out appropriate tests and issues a certificate of conformity concerning the tests carried out. Before affixing the CE marking the manufacturer must draw up a declaration of conformity where he ensures and declares that the product satisfies the requirement of the directive that apply to them. The notified body must affix its identification number, indicating that tests have been carried out with a positive result �
�
	�
	�
�
H 


Design and Production�
Full quality assurance


The manufacturer must operate a quality system for design, manufacture and final product inspection and testing approved by and under the surveillance of a notified body.  Before affixing the CE marking the manufacturer2 , must draw up a declaration of conformity.  The CE marking must be accompanied by the identification symbol of the notified body responsible for the surveillance of the quality system.





The Notified Body carries out surveillance of the quality system, verifies conformity of the design and issues an EC design examination certificate. The manufacturer affixes the CE marking together with the identification number of the notified body .





Design examination is a possible supplementary requirement.  The manufacturer must then lodge an application for examination of design with a notified body, which examines the application and issues an EC design examination certificate containing the conclusions of the examination, conditions for its validity, the necessary data for identification of the approved design and, if relevant, a description of the product's functioning.�
�
�
Glossary of terms





Authorised Representative�
A person appointed by the manufacturer to act on his behalf in carrying out certain tasks required by a new approach directive, which have been delegated to him by the manufacturer.


�
�
 CE�
The European Communities (Fr. Communautés Européennes) was brought into being by  three treaties.


The European Coal and Steel Community (CECA) of 1952;


The European Economic Community (EEC) of 1957; and


The European Atomic Energy Community (Euratom) of 1957.


�
�
CE�
The European Commission (Fr Commission Europeénne)


�
�
CE marking�
The CE marking shall be affixed on products covered by new approach directives.  Products with CE marking can be sold in all 18 Member States of the EEA.


�
�
CEN�
European Committee for Standardisation


�
�
CENELEC�
European Committee for Electrotechnical Standardisation


�
�
Conformity assessment�
Different methods (testing, inspection and certification) to demonstrate that products comply with requirements.


�
�
The Council of Ministers


�
The highest decision making body in the European Union�
�
EC �
European Community (previously EEC - European Economic Community)


�
�
EU�
The European Union was created by the Maastricht Treaty in 1993.  It extended the powers of the European Community and created two additional forms of inter-governmental cooperation covering common foreign and defence policy and home affairs and justice.  The current Member States are:  Austria, Belgium, Denmark, Finland, France, Germany, Greece, Ireland, Italy Luxembourg, the Netherlands, Portugal, Spain, Sweden and the United Kingdom.


�
�
EC Act�
A directly binding "EC Law".  An act is directly binding for member states, companies and individuals, without having to be incorporated into national legislation.


�
�
EC Certificate of Conformity�
A certificate issued by a notified body in accordance with modules F and G after the notified body has carried out appropriate examinations and/or tests to check the conformity of a product with the requirements of the directive.


�
�
EC Decision�
An EC decision is binding for the person(s) for whom it is intended.  It may be directed at a member state, or at individual companies or persons.


�
�
EC Declaration of Conformity�
A certificate issued by the manufacturer, or his authorised representative established in the EU, in which the manufacturer, or his representative, declares that a product being placed on the EU market complies with all the essential health and safety requirements that apply to it.  An EC declaration is often referred to as a “manufacturer’s declaration".


�
�
EC design examination certificate


�
A certificate issued by a notified body in accordance with module H after the notified body has examined the design of a product.�
�
EC Directive�
A directive is binding for all Member States.  It specifies regulations for a particular subject field and the date from which the regulations apply.  Member states are allowed to decide for themselves the form and method to be used when incorporating the regulations of the Directive in national legislation.


�
�
EC recommendations and comments�
Are advice and instructions, which are not legally binding





�
�
EC Resolutions�
Are expressions of political intent.  Resolutions are not legally binding.


�
�
EC type examination certificate�
A certificate issued by a notified body after type examination in which the notified body declares that a representative specimen of the envisaged production (a type) meets the essential requirements of the applicable directive.


�
�
EEA�
European Economic Area consists of the 15 Member States of the EU and 3 Member States of EFTA (does not include Switzerland).  The EEA agreement which came into force 1 January 1994 has made Norway, Iceland and Liechtenstein de facto members of the EC.


�
�
EFTA�
The European Free Trade Association between Norway, Iceland, Switzerland and Liechtenstein.


�
�
EN�
European Standard


�
�
ETSI�
European Telecommunications Standards Institute.


�
�
European standards�
European standards are adopted by either of the three European standards organisations, CEN, CENELEC or ETSI.


�
�
"Harmonised standards"�
As defined by the EC Commission:  A harmonised standard has been drawn up by order of the EC Commission and linked to requirements for safety, health and the environment as formulated in EC directives.  Harmonised standards are published in the Official Journal.





Technical specifications adopted by a European standards institution on the basis of a mandate from the Commission of the European Community.


�
�
Identification number�
See Notified Bodies


�
�
Importer or person responsible for placing on the market


�
Any person who places on the EU market a product from a third country, which is covered by a new approach directive.�
�
Manufacturer�
The person responsible for designing and manufacturing a product covered by a new approach directive, with a view to placing it on the Community market on his own behalf.


�
�
Manufacturer's Declaration�
Is the commonly used expression for an EC Declaration of Conformity.


�
�
Modules�
A series of set procedures for conformity assessment.


Module A: 	Internal production control


Module Aa:	Module A plus supplementary requirements


Module B: 	EC Type-Examination


Module C:	Conformity to Type


Module D:	Production Quality Assurance


Module E:	Product Quality Assurance


Module F:	Product Verification


Module G:	Unit Verification


Module H:	Full Quality Assurance


�
�
MRA�
Mutual Recognition Agreement


�
�
New approach directives�
EC Directives written in accordance with an EC Council Resolution from 1985 on a new approach to technical harmonisation and standards (85/C 136/01).


�
�
Notified Bodies�
Bodies which are designated by Member States as capable of carrying out the tasks associated with conformity assessment.  A notified body is designated for a defined range of conformity assessment procedures and types of products.  Notified bodies are listed in the Official Journal.  Each notified body has its own identification number, which is required to be affixed on products, together with the CE marking, if the notified body has been involved in the conformity assessment concerning production.


�
�
OJ�
The Official Journal of the European Community.


�
�
Placing on the market�
The initial action of making available on the EU market, for payment or free of charge, a product covered by a new approach directive, with a view to distribution and/or use within the EU.


�
�
Putting into service�
First use within the EU by the end user of a product covered by a new approach directive.


�
�
prEN�
Draft European Standard


�
�
TBT�
Technical barriers to trade


�
�
Transposition�
The Directives are enacted into the legislation of each Member State by being transposed into their national law such that the effects of the EC legislation can be achieved by applying the national law.


�
�
The Treaty of Rome�
The EEC and Euratom treaties were signed in Rome 1957.  References to the Treaty of Rome are usually made with regard to the EEC treaty.  The Treaty of Rome is the basis for the European Economic Community.  The EC Council and the EC Commission may call upon five different types of acts, EC acts, decisions, directives, recommendations and resolutions.


�
�



� The European Union is the term used to describe collectively the 15 member States, while the term European Community represents the legal entity for actions to achieve a European Single Market.


� or his authorised representative established within the EU.











2 or his authorised representative established within the EU.





2 or his authorised representative established within the EU.
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