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ELEMENTS FOR A HORIZONTAL LEGISLATIVE APPROACH TO TECHNICAL HARMONISATION 

 

This is NOT a Commission proposal. It is a working document which attempts to set out 
the results and present state of consultations. A number of issues, both of a technical and 
legal nature, remain to be settled including in particular the legal format and content of the 
future Commission proposal. 

 

A.  THE LEGISLATIVE STRATEGY 

 
The content of the common horizontal Act will attempt to: 
 
1) set the overall framework for safety (and other issues of public interest protection) 

legislation for products made available on the European Union market (industrial and non 
industrial?) in order to reassert the conditions for the free marketing of products as a 
consequence of their level of safety or the degree to which they respond to required levels 
of protection (environment etc) 

 
2) provide the legal base for a number of activities which do not yet have a Union legal base, 

such as accreditation and market surveillance 
 
3) contain all the essential requirements relating to the common elements to be found in 

sectoral legislation on the basis of the overall framework, i.e.: 

• common definitions and basic notions (including determining the processes for the 
development and recognition of guideline documents) 

• requirements for the development of European standards or recognition of other 
technical specifications 

• commonly recognised referential conformity assessment procedures, including a 
common approach to quality management requirements (i.e. rules relating to the 
recognition of ISO 9001: 2000) 

• essential requirements for the competence of conformity assessment bodies as well as 
for the designating and notifying authorities 

• requirements for the operation and organisation of accreditation at the national level 
and the role of public authorities 

• requirements and rules of operation of accreditation at the European level and the role 
of public authorities 



 

2 

• set the common requirements for marking of conformity 

• common essential elements for market surveillance systems at the national level 
(including control of products from third countries) 

• common requirements in terms of needs and resources for the market surveillance at 
the national level 

• the legal base and the rules of operation for the information and consultative system for 
market surveillance inspired by the present RAPEX system 

• requirements for the administrative cooperation as between conformity assessment 
bodies and for cooperation as between national market surveillance authorities 

• the rules and procedures for a common “safeguard” mechanism 

• possibly the legal base and budgetary support for a Union programme for metrology 
and inter-comparisons 

 
The content of the sectoral legislative texts could then restrict themselves to setting 
 
1) the essential requirements for all the relevant aspects of protection which concern the 

product sector in question (safety, but also health, safety at the place of work, protection of 
the environment etc) 

 
2) the relevant mechanism for the determination of product or conformity assessment 

technical specifications (European standards or other technical specifications) 
 
3) the choices of conformity assessment procedures appropriate for the given sector of activity 
 
4) (by derogation, and therefore by exception) the specific sectoral requirements on the 

common elements when the latter do not answer the specific sectoral needs. 
 
The proposal texts should then refer to the horizontal common text for all common requirements. 
Should the objective of putting all the requirements which necessitate national implementing 
measures into the horizontal legislative text be reached this could then vouch for the recourse to 
regulations as opposed to directives, thus eliminating the need for national transposition (which 
would have intervened at the stage of implementation of the common horizontal legislative Act). 
 
The timing sequence 
 
The common horizontal proposal is intended to leave the Commission towards the middle of 
2006, and will then go through the co-decision process in the Council and EP. It is only once this 
document finds political stability that an examination of the existing sectoral texts should be 
envisaged in order to bring them into coherence to the extent necessary to simplify 
implementation for economic operators and national authorities. In other words the proposal to 
modify existing legislation, either with a horizontal framework directive including modifications 
to a number of directives, or as separate individual proposals would only be envisaged as from 
2007-8. New sectoral legislative initiatives could be launched on the basis of the new horizontal 
text in 2007 depending on the level of stability of the contents of the text in the co-decision 
process. 
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This is NOT a Commission proposal. It is a working document which attempts to set out 
the results and present state of consultations. A number of issues, both of a technical and 
legal nature, remain to be settled including in particular the legal format and content of the 
future Commission proposal. 
 
 
B. MOTIVATIONS 
 
1. INTRODUCTION 
 
a) Member States have the responsibility of ensuring safety on their territory (in the home, at 

the workplace etc) of persons, domestic animals and goods, or the respect of other essential 
collective protection requirements for public interest issues, such as health, consumer or 
environmental protection etc with regard to risks or potential risks which products could 
present. 

 But the national provisions ensuring such protection must be harmonised in order to ensure 
a similar level of protection throughout the entire European Union, and to ensure the free 
making available of goods, without lowering existing and justified levels of protection in 
the Member States. 

 
b) The proposal shall refer back to existing Resolutions, communications, decisions and 

directives on standardisation policy, information and notification, new approach, global 
approach and CE marking, which have led to an overall safety legislation policy for 
industrial products. 

c) The new approach has been a success story for the free circulation of products and 
development of a safety/risk approach as opposed to a simple free circulation approach 
based on the application of Article 28 of the Treaty. However, incompleteness and 
incoherence of implementation and controls still lead to the approach being perceived as a 
free circulation one rather than safety and protection. 

• Unnecessary incoherent application of the different horizontal instruments in the 
various sectoral legislations has led to confusion for economic operators, public 
authorities and consumers. 

• The Lisbon agenda has set some priorities for reinforcing the competitiveness of 
European industry which concern amongst others, better regulation, simplification and 
market surveillance. These priorities are also intrinsically those of the completion of the 
internal market, inscribed in the Treaties themselves. Incompleteness of the horizontal 
instruments to date has led to complicated and divergent legislative and burdensome 
administrative technical solutions for economic operators and national authorities, as 
well as to an imbalance in their respective responsibilities. The tendency of EU free 
circulation legislation has been to place most of the burden of safety and protection on 
the economic operators in the absence or weakness of the public authorities’ 
intervention. 

 
There is therefore a necessity to create an appropriate Community legislative framework for 
accreditation (both at national and European levels), for market surveillance, for a revised 
approach to Community safeguard mechanisms to balance out the responsibilities of the 
economic operators and public authorities (at national and Community levels), as well as to 
balance out pre and post marketing controls. The extension of the recourse to European 
standardisation and the new approach techniques to wider fields of activity than in the past, is 
dependant on this completion and readjustment. 
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2 LEGAL PROTECTION REQUIREMENTS AND TECHNICAL SPECIFICATIONS 
 
a) The scopes of EU legislation should concentrate on all requirements relevant to risks and 

hazards for as large, but as coherent, sectors and categories of activity as possible, covering 
safety, health, consumer and environment protection, as well as different types of risks and 
hazards such as chemical, mechanical, electrical, for example, but also of environmental 
pollution, for example. 

Essential requirements shall, wherever technically possible, be expressed in terms of 
performance rather than of design, and shall be worded precisely enough to create legally 
binding obligations which can be enforced and to which direct conformity can be 
demonstrated, even in the absence of harmonised European standards. However, they 
should avoid being so precise as to be technology related. 

 
b) The task of drawing up the technical specifications needed for the production and making 

available on the market of products conforming to the essential requirements established by 
the EU legislation, while taking into account the current state of technology, is entrusted to 
organisations competent in the field of standardisation, preferably at the European level. 

These technical specifications are not mandatory and maintain their status of voluntary 
standards. Conformity to these standards demonstrated through the implementation of the 
relevant conformity assessment procedures will constitute a presumption of conformity to 
the essential requirements they relate to. These technical specifications can relate to 
products but also to services, including conformity assessment activities.  

The texts relating to the EU policy on European standardisation remain applicable in their 
present state. 

Where technical specifications are drawn up by organisations other than the European 
Standardisation Organisations (CEN/Cenelec/ETSI), EU legislation should nevertheless 
provide for a similar system based on the setting of EU essential requirements against 
which these technical specifications can be gauged. The organisations involved should 
ensure an appropriately balanced representation of all the relevant stakeholders and 
conform to the standardisation principles. 

 
c) The intensification of EU legislation in the area of safety of products in both old and new 

approach sectors without the application of an overarching coherent oversight has led to 
different uses of definitions and expressions which, in fine, can no longer be justified in the 
face of the legislative and administrative confusion which has been created. The present 
initiative is the ideal opportunity to bring coherence and transparency into this area and 
therefore favour simplification and reduction of burdens. Such transparency will also lead 
to clearer lines of responsibility as between public authorities and economic operators. 

 
3 CONFORMITY ASSESSMENT 
 
The experience of the implementation of the new and global approaches has clearly 
demonstrated that a common and transparent approach to conformity assessment at the Union 
level is a necessary element to ensure confidence as between national authorities throughout the 
Union. The existing policy and procedures have proved their effectiveness in this respect but 
have also shown weaknesses and incoherencies which necessitate legislative intervention to put 
these right. 
 
Council Decision of December 1989 set out the reference conformity assessment procedures and 
the basic rules for their use in new approach directives. Over 20 directives have thus had 
recourse to these procedures with success, and experience has shown that a) they require some 
fine tuning but no fundamental revision, b) apart from some cases, they cover all the procedures 
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required for legislative purposes and are used, in one shape or form, in non new approach sectors 
thus proving their relative universality and c) they have contributed to the simplification and 
overall coherence of EU legislation. 
 
a) The Council decision opened the option of the recognition of quality management 

certificates as a complement, and in some cases as an alternative route, to classical product 
certification. The international market place has modified and modernised, through the 
international standardisation bodies ISO/IEC, the international series of ISO 9000 of 
standards. In order for past and future EU legislation to adapt to this evolution, the 
conformity assessment procedures adopted in the 1989 Council decision also require to be 
updated, but not necessarily fundamentally questioned. 

 
b) Experience of the implementation of the existing directives has brought to light an 

important weakness in the provisions of many of the directives. National legislators and 
market surveillance authorities have the responsibility ensuring that only safe products are 
on their markets and to penalise those economic operators who contravene the law. 
However, the national authority stops at national boundaries and makes these obligations 
complicated to implement. This in turn has led the EU legislator in many cases to 
overburden the conformity assessment requirements. Appropriate systematic traceability 
requirements on operators and products coupled with appropriate coordination, 
consultation and information mechanisms between national market surveillance authorities 
should contribute to answering this preoccupation. 

 
c) The Council Resolution of 7 May 1985 and more importantly the Decision of December 

1989 provided for conformity assessment bodies in the market place to carry out the 
procedures set out in the EU legislation, on designation and notification by national 
authorities to the Commission and other Member States, and set the general conditions for 
their intervention and operation. 

The rules and procedures put in place since 1985 have operated well but have shown their 
limits in creating complete confidence in the conformity assessment mechanisms under the 
existing directives and have led in many instances to reinforcement of burdensome control 
systems and market surveillance interventions. Weaknesses identified centre on four major 
issues: the disparity of the notifying processes in the Member States, incomplete criteria for 
assessing the technical competence of the notified bodies, weakness of the accreditation 
infrastructures the national and European levels and the uneven coordination put into place 
as between the notified bodies to ensure coherent implementation of the directives. 

 
d) National authorities have had regular recourse to their national accreditation 

infrastructures, but without the presence of a Community legal base, or common rules 
relating to their status and Community role. Accreditation can play an important role as the 
last layer of control in the conformity assessment system instigated in the framework of the 
new approach, but only under conditions. The major condition is that all public authorities 
recognise accreditation as being a public authority activity and that, on that basis, 
commercial competition be forbidden between the accreditors. 

The national accreditation bodies have set up a private association at the European level 
(European co-operation for Accreditation - EA), in order to coordinate their activities and 
to operate a peer evaluation system so as to maintain a degree of recognition of the value of 
their activities. However, this system has not been officially recognised in the context of 
the implementation of EU legislation, nor systematically at the national level. It is now 
opportune to give this organisation an official recognition and to set rules for its role as 
between national authorities and the Commission. It is in particular important to have 
common rules on the relationship between national authorities and their national 
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accreditation infrastructures and more importantly between national authorities, the 
Commission and the peer evaluation system of EA to reinforce confidence in the notified 
body system in particular. Public authorities must be committed to taking action in the 
presence of a negative peer evaluation result. 
 

e) The CE marking of conformity to the essential requirements was developed with the 
adoption the first new approach directives and was coordinated through a horizontal 
directive in 1993. This marking system is now applied by some 25 directives and is to be 
found on a very large number of products (both consumer and industrial products) not only 
in the Union but in the whole world. Its meaning has become confused over the years and 
the fact that it is not properly protected in law has not helped. Moreover, national market 
surveillance authorities do not always react in the same manner in its presence or its 
absence. It is therefore necessary to revisit its provisions and to clarify them. 

 
4 MARKET SURVEILLANCE AND COMMUNITY SAFEGUARDS 
 
Traditionally market surveillance is the responsibility of national authorities and rightly so. They 
are the only authorities close enough to the market to have the means to intervene on unsafe or 
illegal products. All EU product safety legislation (old and new approach) recognises this role 
and leaves it to the national authorities to put into place the necessary measures, without 
specifying what is appropriate. Implementation experience has demonstrated that national 
authorities implement different rules and interpretations and have very different means of 
intervention. Lack of clear common rules has led to new level of barriers to trade, to an uneven 
level of protection in the EU and to a certain degree of distortion of competition as between the 
national markets. 
 
Within the Lisbon agenda, the Commission has recognised the importance of market surveillance 
for the development of the European economy, for the quality of protection accorded to citizens 
and for the very competitiveness of European enterprises. This is therefore an opportune moment 
to put into place a Community policy in this area, which respects the national prerogatives and 
responsibilities, but which ensures a common approach and better coordination mechanisms, 
both for products manufactured in the EU and for those imported from third countries: 
 
a) This entails setting common essential elements and rules for the operation of market 

surveillance in the Member States, some minimal common requirements as to 
infrastructures and the development of EU cooperation, consultation and information 
mechanisms as between the authorities in the field. 

Market surveillance measures taken by national authorities within the framework of EU 
legislation (market restrictions, requests for corrective actions or withdrawal of products) 
should be seen as being taken in implementation of the EU legislation.  
 

b) The consultation, information and cooperation measures set up at EU level should ensure 
as much as possible that problems are solved at the national level. It is only when there is 
difference of opinion between Member States or when the Commission disagrees with a 
national measure that an issue should be brought up to the EU level for settlement. This 
should lead to simplification of the safeguard mechanism and reduce the need for 
burdensome EU decision making procedures. 

 
c) In order to reinforce common understanding, to reduce conflicts and differences of 

interpretation on the technical issues, the Commission should be empowered to set up a 
programme for carrying out testing intercomparisons and for having at its disposal a pool 
of external expertise. This mechanism could also prove useful in the context of the 
cooperation groups of notified bodies. 
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In line with its policy in favour of e governance, the Commission shall have published, and 
continuously updated, on its public internet web site the lists of notified bodies, the consensus 
developed explanatory guidelines and the references of the harmonised European standards. 
The Commission should examine whether the provisions of this legislative initiative and its 
implementation would allow for further EU product legislation which would refer to this text for 
much of their content, could take the form of regulations rather than directives, in order to 
contribute to legal and administrative simplification. 
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This is NOT a Commission proposal. It is a working document which attempts to set out 
the results and present state of consultations. A number of issues, both of a technical and 
legal nature, remain to be settled including in particular the legal format and content of the 
future Commission proposal. 
 
 
C. CONTENTS OF THE POSSIBLE HORIZONTAL LEGISLATIVE ACT 
 
1 SCOPE AND ESSENTIAL REQUIREMENTS 
 
The scopes of EU legislation should concentrate on all essential requirements relevant to risks 
and hazards for as large, but as coherent, sectors and categories of activity as possible, be 
expressed in terms of performance rather than of design, and should avoid being so precise as to 
be technology related. These will be backed up preferably by harmonised European standards, 
which remain voluntary, and conformity to which grants presumption of conformity to the 
essential requirements. 
 
The texts relating to the EU policy on European standardisation remain applicable in their 
present state. Where technical specifications are drawn up by organisations other than the 
European Standardisation Organisations (CEN/Cenelec/ETSI), EU legislation should 
nevertheless provide for a similar system based on the setting of EU essential requirements 
against which these technical specifications can be gauged. 
 
Products covered by EU legislation may be made available only if they do not endanger the 
health, safety and other issues of public interest protection, when properly installed and 
maintained and used for the purposes for which they are intended. Member States shall consider 
that those products satisfy the required high level of health, safety or other issues of public 
interest protection, which have demonstrated their compliance with the EU legislation under the 
conditions set out therein and have undergone the appropriate conformity assessment procedures. 
 
 
2 OBLIGATIONS FOR ECONOMIC OPERATORS 
 
The obligations for economic operators shall correspond to their respective roles in the supply 
chain and be determined in accordance with the proportionality principle. 
 

The manufacturer shall:  

• design and manufacture the product (or have the product designed and manufactured) 
in accordance with the essential requirements 

• carry out or have carried out conformity assessment, including drawing up the technical 
documentation, the EC declaration of conformity and affixing the CE marking  

• provide all supplementary information and documentation required by the directive 
(instruction manuals, warnings,..) 

• affix his name and address to the product or to the accompanying documents 

• identify each individual product by type, batch or serial number 

• keep a record of the importer/distributor(s) to whom he supplies the product 

• bring non-compliant products into conformity  

• co-operate with market surveillance authorities (provide information and 
documentation, ensure withdrawal of products) 
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The authorised representative shall: 
 in all cases: 

• keep the EC declaration of conformity and the technical documentation at the disposal 
of national surveillance authorities  

• co-operate with market surveillance authorities (provide information and 
documentation, ensure withdrawal) 

 
 depending on the extent of his mandate, carry out the following tasks on behalf of the 
 manufacturer: 

• declare that the product complies with the requirements, i.e. draw up the EC declaration 
of conformity  

• in certain cases: affix the CE marking  

• carry out other tasks relating to the performance of the conformity assessment 
procedures  

 
 
The importer shall: 

• act with due diligence 

• assure himself by means of documentation that the appropriate conformity assessment 
procedure has been carried out by the manufacturer 

• assure himself that the manufacturer has drawn up the EC declaration of conformity, to 
keep a copy of it  

• assure himself that the manufacturer has duly affixed the CE marking to the product 

• assure himself that the manufacturer has drawn up the technical documentation and to 
ensure a way of making it available to the surveillance authorities, upon request 

• assure himself that the manufacturer has affixed his name and the address to the 
product or the accompanying documentation 

• assure himself that the product has been identified by the manufacturer by type, batch 
or serial number 

• ensure that his name and address are affixed to the product or the accompanying 
documentation 

• keep a record of the supplier and the distributors to whom he supplies the product 

• ensure that storage or transport conditions do not negatively affect the compliance of 
the product with the essential requirements 

• co-operate with market surveillance authorities (provide information and 
documentation, ensure withdrawal) 

 
Where the importer, after having carried out the abovementioned obligations with due 
diligence, discovers that the manufacturer has not fulfilled his obligations, he may supply 
the product only by carrying out these obligations himself (i.e. he becomes the 
manufacturer) 

• where the product is in conformity but the conformity assessment procedure has not 
been carried out or not been duly carried out by the manufacturer: carry out the 
applicable conformity assessment procedure, establish the technical documentation (or 
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get it from the original manufacturer), draw up and sign the EC declaration of 
conformity and affix the CE marking; 

• where the product is not in conformity: bring the product in conformity, carry out the 
conformity assessment procedure, establish the technical documentation (or get it from 
the original manufacturer), draw up and sign the EC declaration of conformity, affix the 
CE marking. 

 
 

The distributor shall: 

• act with due diligence 

• assure himself that the product bears the CE marking, is accompanied by the EC 
declaration of conformity (if required) and other required documents 

• assure himself that the manufacturer’s and, if applicable, the importer’s name and 
address are affixed to the product or to the accompanying documentation 

• assure himself that the products are identified by type , batch or serial number 

• keep a record of the supplier of the product 

• ensure that storage or transport conditions do not negatively affect the compliance of 
the product with the essential requirements 

• cooperate with market surveillance authorities (provide information and 
documentation, ensure withdrawal) 

 
Where the distributor, after having carried out the abovementioned obligations with due 
diligence, discovers that the manufacturer has not fulfilled his obligations, he may supply 
the product only by carrying out these obligations himself (i.e. he becomes the 
manufacturer) 

• where the product is in conformity but the conformity assessment procedure has not 
been carried out or not been duly carried out by the manufacturer: carry out the 
applicable conformity assessment procedure, establish the technical documentation (or 
obtain it from the original manufacturer), draw up and sign the EC declaration of 
conformity and affix the CE marking; 

• where the product is not in conformity: bring the product in conformity, carry out the 
conformity assessment procedure, establish the technical documentation (or obtain it 
from the original manufacturer), draw up and sign the EC declaration of conformity, 
affix the CE marking. 

 
 
3 TRACEABILITY REQUIREMENTS 
 
Ensuring traceability of a product throughout the whole supply chain will make an important 
contribution to rendering market surveillance simpler and more efficient. Traceability should 
allow identifying the manufacturer or the importer of the product in order to get access to the 
declaration of conformity and the technical documentation. The following elements constitute 
the minimum requirements which should figure in every legislative instrument: 

• Obligation to identify the manufacturer and the importer on the product, the 
packaging or in the documentation accompanying the product: This requirement 
already exists for manufacturers in almost all directives and should be extended to the 
importer of the product. The minimum information should contain the name and the 
address of the company. 
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• Obligation to identify every individual product by type, batch or serial number. 

• Obligation for all economic operators to keep a record of the supplier of the product: 
An obligation to keep relevant documentation already exists for taxation purposes and 
could be used for the purpose of traceability. Thus, no additional burden on enterprises 
would be created. This obligation does not apply to consumers or end-users. 

• Obligation for the manufacturer and the importer to keep a record of the distributors 
to whom they supply their products 
In view of avoiding administrative burdens, the requirement to keep also the records of 
the purchasers of a product should only apply to the manufacturer or the importer 
respectively. This obligation does not cover sales to end-users/consumers. 

 

The following options should be used only where duly justified: 

• Obligation to have an authorised representative in the EU: An obligation to appoint 
an authorised representative already exists in the medical devices directives. This 
requirement constitutes a considerable burden for enterprises. Recourse to this measure 
should therefore be restricted to duly justified cases. 

• Registration system: The Directives could provide for an obligation for manufacturers 
established in the EU as well as for importers to enter certain information (e.g. name 
and address, product identification, electronic copy of declaration of conformity) into a 
database operating at EU level. The management of such a system would however 
create a certain amount of administrative workload. 

 
 
4 CONFORMITY ASSESSMENT PROCEDURES 
 
4.1 The principal guidelines for the use of conformity assessment procedures in technical 

harmonization directives are the following:  
(Modules decision text): 

 
a) the essential objective of a conformity assessment procedure is to enable the public 

authorities to ensure that products placed on the market conform to the requirements as 
expressed in the provisions of the directives, in particular with regard to the health and 
safety of users and consumers;  

 
b) conformity assessment can be subdivided into modules which relate to the design phase 

of products and to their production phase;  
 
c) as a general rule a product should be subject to both phases before being able to be 

placed on the market if the results are positive ;  
 
d) there are a variety of modules which cover the two phases in a variety of ways. The 

directives must set the range of possible choices which can be considered by the 
Council to give the public authorities the high level of safety they seek, for a given 
product or product sector;  

 
e) in setting the range of possible choices open to the manufacturer, the directives, will 

take into consideration, in particular, such issues as the appropriateness of the modules 
to the type of products, the nature of the risks involved, the economic infrastructures of 
the given sector (e.g. existence or non-existence of third parties), the types and 
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importance of production, etc. The factors that have been taken into account must be 
explicitly spelled out by the Commission in these directives;  

 
f) the directives will, in setting the range of possible modules for a given product or 

product sector, attempt to leave as wide a choice to the manufacturer as is consistent 
with ensuring compliance with the requirements.  

The directives will set out the criteria governing the conditions in which the 
manufacturer chooses the most appropriate modules for his production from the 
modules laid down by the directives;  

 
g) the directives should avoid imposing unnecessarily modules which would be too 

onerous relative to the objectives of the directive concerned;  
 
h) notified bodies should apply the modules without unnecessary burden for the economic 

operators. Consistency in the technical application of the modules shall be ensured 
through appropriate coordination and co-operation between notified bodies; 

 
i) in order to protect the manufacturers, the technical documentation provided to notified 

bodies has to be limited to that which is required solely for the purpose of assessment 
of conformity. Legal protection of confidential information is required;  

 
j) whenever directives provide the manufacturer with the possibility of using modules 

based on quality assurance techniques, the manufacturer must also be able to have 
recourse to a combination of modules not using quality assurance, and vice versa, 
except where compliance with the requirements laid down by the directives requires the 
exclusive application of a certain procedure;  

 
(Texts on CE marking and the explanatory notes on the modules themselves are not included 
here. They will be adapted and integrated when the proposal on marking and the modules are 
stabilised) 
 
4.2 Conformity assessment modules and procedures 
 
(Modules decision text largely unchanged, except: 

- Modules D, E, H would be modified to reflect the options presented in draft Certif 
2005-1 rev.1, i.e. either replaced by Module Q containing guidelines for directives on 
determining the requirements of the quality system (ISO 9001:2000 equivalent) that 
apply in each product sector, or modified to reflect the requirements of ISO 9001:2000. 

- A module on design examination would be introduced, by copying the relevant 
requirement of the existing module H (as suggested in draft Certif 2005-14); 

- A module on technical documentation would be introduced, by copying points 2 and 3 
of Module A, and deleting the corresponding footnotes in modules D,E and F (as 
suggested in draft Certif 2005-14); 

- A module on inspection would be introduced, as suggested in draft Certif 2005-14.) 
 
 
5 CONFORMITY ASSESSMENT BODIES/ NOTIFIED BODIES 
 
5.1 Notification 
 

Member States shall notify the Commission and the other Member States of the bodies 
under their jurisdiction, which they have chosen from the bodies designated to carry out the 
conformity assessment procedures referred to in the applicable Community legislative 
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instrument, together with the tasks, including the specific scope of designation and the 
conformity assessment module(s) for which each body has been designated, and the 
identification numbers assigned to them beforehand by the Commission. Member States 
shall notify the Commission and the other Member States of any subsequent amendment to 
the notification. Member States shall take the overall responsibility for the proper operation 
of the bodies notified by them. Notification is at the discretion of the Member States. 
Member States are not obliged to notify bodies, nor are they obliged to notify all the 
designated bodies complying with the applicable essential requirements. 

 
5.2 Designation 
 

Wherever possible, designation of conformity assessment bodies shall be supported by 
formal accreditation conveying demonstration of their competence to fulfil conformity 
assessment tasks specified in the applicable Community legislation and policies. In duly 
justified cases, the Commission, together with the Member States, may accept the 
notification of a conformity assessment body designated on the basis of competence 
assessment not using formal accreditation, provided that such notifications are verified, 
recognised and regularly monitored to ensure an equivalent level of mutual confidence. 

 
Demonstration of competence of a conformity assessment body entails the obligation for 
Member States to define and implement procedures to assess and determine whether 
applicant conformity assessment bodies fully comply with all the essential requirements 
and other applicable requirements resulting from the specific conformity assessment 
procedures in combination with the product category/categories applied for (“scope of 
conformity assessment”). Member States shall ensure that the conformity assessment 
bodies notified by them continually meet these requirements, which implies the 
establishment and implementation of procedures that guarantee regular and efficient 
monitoring, including in particular of subcontracting and cross-border activities of notified 
bodies, including activities subcontracted to a foreign body. The requirement for notified 
bodies to come under the jurisdiction of the notifying Member State implies the need for 
bodies to be established on the territory of that Member State. Foreign subsidiaries of the 
notified body or other related legal entities established outside the Member State on the 
territory of which the notified body is established, may not issue statements of conformity 
on behalf or in the name of the (parent) notified body. 

 
• For the purposes of transparency and mutual confidence, Member States shall be 

obliged to inform the Commission and the other Member States of their relevant 
national procedures and documents used for the assessment, designation and regular 
monitoring of notified bodies under the various scopes of the Community legislative 
instruments, using a standard format, and to ensure that the information is kept up to 
date. The Commission shall make the information publicly available. 

• The Member State responsible for the designation and notification of the body shall 
take all appropriate measures with respect to the validity of the notification when the 
notified body no longer meets the essential requirements or when it seriously fails to 
fulfil its responsibilities. The measures to be taken shall be proportionate to the non-
compliances or non-conformities identified and include the conditioning, restriction, 
suspension and withdrawal of notification. The Member State concerned shall 
immediately inform the Commission and the other Member States accordingly. 

• In the case of withdrawal of notification or where the notification has been restricted, 
conditioned or suspended or the notified body has otherwise ceased its activities, the 
Member State concerned shall take the appropriate steps to ensure that the files of its 
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clients are either processed by another notified body or are kept available to the 
competent designating authorities in order to ensure continuity. 

• Member States shall ensure that the notified bodies keep their designating authorities 
informed of the performance of their tasks and inform them as soon as possible of any 
cases of suspension or withdrawal of certificates or other relevant conformity 
assessment results and, on request, of certificates or other relevant conformity 
assessment results issued or denied. Member States shall establish a procedure through 
which the notified body can fulfil this obligation. 

 
• Moreover, Member States shall ensure: 

 a. Exchange of information between: 

 – designating authorities and market surveillance authorities in the case of 
 information from notified bodies on certificates suspended or withdrawn and, 
 on request, on certificates issued or denied; 

 – designating authorities and the Commission services responsible for 
 administering safeguard clauses, upon request by the Commission services. 

 
 b. Participation in exchange of experience, to be established by the Commission, 

 between the Member States’ national authorities responsible for policy on 
 designation and between the designating authorities and accreditation bodies. 

 
5.3 Essential requirements for national authorities responsible for the assessment, 

designation and monitoring of conformity assessment bodies (designating authorities) 
 

Where, by way of exception, Member States do not make use of formal accreditation 
performed by their nationally recognised accreditation body, they shall ensure that their 
designating authorities comply with the essential requirements referred to in Annex 3. 

 
5.4 Conformity assessment bodies / notified bodies 
 

Essential requirements for conformity assessment bodies 

Member States shall apply the essential requirements referred to in Annex 4 for the 
assessment, designation and monitoring of conformity assessment bodies. This set of 
essential requirements shall be deemed to be exhaustive. Insofar as the technical 
competence requirement is concerned, further specification shall be provided by the 
specific Community legislative instrument, where necessary. 

 
The conformity assessment body shall be independent to the extent that is required with 
regard to the conditions under which it performs its services under the applicable 
Community legislative instrument. Depending on these conditions, the body shall meet the 
independence requirement for either a fully independent third party body or an in-house 
inspection body supplying conformity assessment services exclusively to its parent 
organisation. Notified bodies shall be fully independent third-party bodies. For certain 
specific conformity assessment tasks, Community legislation may have recourse to the 
specific expertise of in-house inspection bodies, where duly justified. These bodies shall 
not be referred to as notified bodies and the regime under which these bodies carry out their 
tasks shall be clearly separated in order to avoid confusion. They shall not be formally 
notified to the Member States and the Commission and shall not be given an identification 
number. In principle, notified bodies shall be used where products are intended to be 
marketed freely and mutual confidence between Member States requires third party 
conformity assessment with regard to the specific risk potential involved. 
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Presumption of conformity for notified bodies 

a) Notified bodies shall be able to demonstrate their compliance with the essential 
competence requirements through reliance on technical criteria contained in the 
relevant consensus standards for accreditation (EN 45000/17000 series of standards). 
Bodies which can demonstrate their conformity with the criteria laid down in the 
relevant national standards adopted pursuant to the harmonised standards, the 
references of which have been published in the OJEU, by submitting an accreditation 
certificate, shall be presumed to fulfil the corresponding essential requirements. 

 
b) Where Member States use formal accreditation in support of designation, the 

accreditation certificate shall be issued by a nationally recognised accreditation body 
signatory to the relevant part(s) of the multilateral agreement (MLA) operated by the 
European accreditation infrastructure. Presumption of conformity shall be limited to the 
specific conformity assessment activities for which such accreditation has been granted. 

Where formal accreditation has not been used in support of designation or where the 
accreditation certificate has not been issued by a signatory to the relevant part(s) of the 
MLA operated by the European accreditation infrastructure, the Member State 
concerned shall provide the Commission with all documentary evidence necessary for 
the verification, recognition and regular monitoring of the notification in order to 
ensure an equivalent level of mutual confidence. 

 
Moreover, notified bodies shall: 

• restrict, suspend or withdraw certificates, approvals or other relevant conformity 
assessment results, taking into account the principle of proportionality, where the body 
finds that pertinent requirements of the relevant Community legislation have not been 
met or are no longer met by the manufacturer, unless compliance is ensured through the 
implementation of appropriate corrective measures. 

• provide information 

- to the designating authorities on: suspension and withdrawal of certificates as well 
as of their issue or refusal, upon request; conformity assessment activities 
performed within the scope of designation and, on request, on any other activity 
performed such as, in particular, cross-border activities; changes concerning the 
scope of and conditions for designation; subcontracting etc.; 

- to the bodies carrying out similar conformity assessment activities (e.g. type 
examination or approval, quality assurance) and covering the same scope of 
products under the relevant Community legislation, about the certificates, approvals 
or other conformity assessment results and any additions thereto issued, restricted, 
suspended or withdrawn. 

• take into account, and may accept, conformity assessment results issued by an 
accredited manufacturer’s laboratory or inspection body or by any other accredited 
third party conformity assessment body for a subset of the overall assessments and 
examinations required for a given scope of conformity assessment, provided that the 
scope of accreditation covers the scope of conformity assessment concerned and the 
accreditation certificate has been issued by a signatory to the MLA operated by the 
European accreditation infrastructure. 

 
5.5 The Commission 
 

The Commission shall make publicly available, for information, the list of the bodies 
notified under the relevant Community legislation, including the identification numbers 
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that have been allocated to them and the tasks and scopes for which they have been 
notified. The Commission shall ensure that this list is kept up to date. 

 
The Commission, in co-operation with the Member States, shall ensure that appropriate 
coordination and cooperation between notified bodies is put into place and properly 
operated in the form of sectoral and cross sectoral groups of bodies notified under specific 
legislation or under groups of pieces of legislation. These groups shall be answerable to the 
Commission and to the groups of national experts set up under the various legislative 
instruments to assist the Commission in their implementation. 

 
The Commission shall provide for the organisation of exchange of experience between the 
Member States’ national authorities responsible for policy on designation.  

 
The Commission shall, together with the other Member States, determine the procedure to 
be applied for the verification and monitoring of equivalence in the case of notification of 
bodies on the basis of designation not using formal accreditation or where accreditation has 
not been issued by a signatory to the relevant part(s) of the MLA operated by the European 
accreditation infrastructure. 
 
The Commission shall investigate all cases brought to its attention where doubt arises as to 
the competence of a notified body or the continued fulfilment by a notified body of the 
requirements and responsibilities placed on it. The notifying Member States shall provide 
the Commission with all information related to the basis for designation or the maintenance 
of the competence of the body concerned. The Commission may call upon the expertise 
available in the relevant recognised professional organisations, such as the European 
accreditation infrastructure, to assist it in such investigations, including the performance of 
assessments, verifications, proficiency testing or other comparisons as deemed appropriate. 
The Commission shall ensure that all information obtained in the course of its 
investigations is treated confidentially. The Member State concerned shall act upon the 
conclusions of the investigations, as appropriate, and inform the Commission of the action 
taken. Where a notifying Member State fails to provide the relevant information or to take 
appropriate action following the conclusions of the investigations, the Commission shall 
bring this to the attention of the other Member States for discussion and/or initiate the 
procedure foreseen in Article 226 of the EC Treaty. 

 
 
6 ACCREDITATION 
 
6.1 Responsibilities at national level 
 

Member States shall organise and operate accreditation as a public authority activity in 
accordance with the general principles and operational obligations set down below. 

 
a) General principles 

• Where Member States decide to operate accreditation under their jurisdiction, they 
shall establish and maintain a national accreditation body or system of accreditation 
bodies on the basis of a specific public authority act or decision. 

• Where accreditation is not operated by the public authorities themselves (e.g. as 
part of a ministry or as a public agency), Member States shall ensure that there is a 
strong link between the national accreditation body and the public authorities, as 
defined in the specific act or decision, whereby the national accreditation body: 
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- is entrusted with the operation of accreditation as a service of general interest 
and 

- is granted formal recognition on behalf of government, authorising it to operate 
accreditation under the authority and responsibility of the public authorities. 

• In view of the recognition of accreditation as a public authority activity, and 
considering the added value of accreditation to serve as the last and authoritative 
level of control of conformity assessment activities with regard to technical 
competence in order to create mutual confidence, Member States shall organise 
accreditation free from commercial competition and entrust its operation to a single 
national accreditation body or to a system of single accreditation bodies. 

 
These principles shall apply irrespective of whether accreditation services are provided 
to support conformity assessment in the regulatory and/or non-regulatory spheres, and 
irrespective of the legal status of the accreditation body. 

 
b) Operational obligations 

Member States shall support accreditation and take responsibility for, and exercise 
efficient political control over, the functioning and proper operation of their nationally 
recognised accreditation bodies. More specifically, in order to fulfil this obligation, 
Member States shall: 

• support the nationally recognised accreditation body in the achievement of its 
objectives, in particular, by encouraging businesses and public authorities requiring 
third-party conformity assessment services to source such services, where they 
exist, from conformity assessment bodies accredited either by their nationally 
recognised accreditation body or by an equivalent accreditation body that is 
signatory to the European or international multilateral agreements;  

• ensure that financial support exists for the fulfilment of special tasks, although 
accreditation should in principle be operated as a self-supporting activity. Such 
tasks include in particular the nationally recognised accreditation body’s activities 
in European and international accreditation organisations and activities that are 
required to support government policy and are not self-financing;  

• work with the nationally recognised accreditation body, and establish an efficient 
control mechanism, to ensure that it operates in the general interest and meets the 
essential requirements placed on it as well as the obligations set out in the act or 
decision giving formal recognition. In particular, where the nationally recognised 
accreditation body operates accreditation in support of the implementation of 
Community legislation, Member States shall ensure that the accreditation body has 
the necessary technical expertise and capabilities to assess, attest and regularly 
monitor the technical competence of conformity assessment bodies as required by 
the specific scope of conformity assessment foreseen in the relevant legislative 
instrument, including its product-/technology-related knowledge and its competence 
to assess products directly for compliance with the applicable essential 
requirements. As for the framework conditions for impartiality, it shall be ensured 
that there is a clear separation between the technical and the political decision-
making; 

• determine or approve the accreditation rules or criteria against which assessment of 
competence is performed by the nationally recognised accreditation body, on the 
basis of the relevant European and international standards and application 
documents for accreditation; 
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• ensure that their nationally recognised accreditation body submits regular accounts 
of its financial situation and resources (including fees charged) and undergoes 
periodic audit; 

• ensure that appropriate procedures are established within the nationally recognised 
accreditation body for the resolution of appeals and complaints made against its 
accreditation decisions; 

• ensure the safeguard of the specific public interest aspects of accreditation and the 
maintenance of the required high level of technical competence; 

• ensure that the nationally recognised accreditation body has the appropriate 
resources, both financial and personnel, for the proper performance of its tasks at 
national level and within the European accreditation infrastructure. 

 
6.2 Responsibilities towards the European accreditation system 
 

Member States shall take all appropriate steps and measures for the furtherance of a 
coherent European accreditation system that operates in compliance with, and in support of 
the implementation of, Community legislation and policies. To this end, 

• Member States, together with the EFTA Member States and the Commission, shall 
acknowledge their shared responsibility for guaranteeing the safeguard of the public 
interest mission of the European accreditation system and for providing the authority 
under which the European accreditation infrastructure performs its activities; 

• Member States shall ensure that their nationally recognised accreditation bodies 
participate in adequate co-operation and co-ordination of their policies at European 
level within the European accreditation infrastructure, commensurate with the size of 
the body and the volume of its operations. This does not preclude the possibility for 
accreditation bodies to collaborate with, or be represented by, another nationally 
recognised accreditation body in view of the fulfilment of this obligation; 

• Member States shall ensure that their national public authorities themselves are 
adequately represented within the European accreditation infrastructure in order to 
guarantee the proper safeguard of the public interest aspects of accreditation and 
underpin the objective of promoting further the recourse made to accreditation for the 
implementation of legislation; 

• Member States shall support the proper functioning of the European accreditation 
system, and ensure that their nationally recognised accreditation body fully respects the 
agreed rules and procedures governing the functioning of the European accreditation 
infrastructure and properly implements the decisions taken;  

• In view of their shared political responsibility for the proper functioning of a coherent 
notified body system ensuring mutual confidence, the national authorities shall commit 
themselves to respect the rules and procedures adopted at European level and to support 
the decisions taken by the European accreditation infrastructure, in particular those in 
respect of the peer evaluation process, as a basis for their designation and notification 
decisions, subject to an appeals procedure; 

• Member States shall ensure that their nationally recognised accreditation body 
participates in regular peer evaluation at European level as a signatory to the relevant 
part(s) of the multilateral agreement (MLA) operated by the European accreditation 
infrastructure. Appropriate arrangements, such as joint accreditation together with 
another MLA signatory to be foreseen by the relevant national legislation, should be 
sought in those cases where signing the MLA is not considered to be economically 
meaningful or sustainable; 
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• Member States shall ensure that their nationally recognised accreditation body properly 
implements the decisions taken by the European accreditation infrastructure in respect 
of the peer evaluation process, subject to an appeals procedure, and follows up findings 
of the evaluation by corrective or other action, as required; 

• Member States shall recognise the equivalence of other MLA signatories’ accreditation 
systems and therefore accept, for a specified scope of accreditation, both the 
accreditation certificates issued by other signatories to the relevant part(s) of the MLA 
and the conformity assessment results issued by conformity assessment bodies 
accredited by them. 

 
6.3 Nationally recognised accreditation bodies 
 

In order for accreditation to be performed in the general interest, the national accreditation 
body shall operate either as a public authority body or with authority derived from, and 
under the responsibility of, the public authorities and in accordance with the essential 
requirements and further operational obligations set out below. 

 
a) Essential requirements 

The essential requirements shall be those laid down for the authorities responsible for 
the assessment, designation and monitoring of CABs (designating authorities). 
Nationally recognised accreditation bodies that comply with the criteria laid down in 
the relevant national standard adopted pursuant to the harmonised standard, the 
reference of which has been published in the OJEU1, are presumed to fulfil the essential 
requirements. 

 
b) Operational obligations 

Moreover, nationally recognised accreditation bodies shall 

• operate accreditation as a non-profit distributing activity, i.e. the accreditation body 
may not deliver surplus to its owners, whether public or private; 

• consult and co-operate with all interested parties and be accountable to, and take 
into account the interests of, all stakeholders and parties concerned; 

• not compete with the bodies they accredit. Nor shall they proactively compete with 
other nationally recognised accreditation bodies, whether within the national 
territory or across national boundaries. However, nationally recognised 
accreditation bodies may operate across national boundaries if they are asked to do 
so, in co-operation with the local accreditation body, where applicable; 

• operate accreditation without unnecessary burden for the economic operators; 

• work together and co-operate, within the European accreditation infrastructure and 
the relevant international bodies and fora, to promote the international acceptance 
of accredited conformity assessment; 

• where applicable, make publicly available information about international 
arrangements in relation to accreditation, in which they are involved; 

• make publicly available information about the accreditation schemes they operate 
and about any changes to those schemes. They shall inform the European 
accreditation infrastructure of the sectoral schemes they operate and of new 
schemes they intend to operate sufficiently well in advance in order to allow the 

                                                
1 i.e. EN 17011 
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members of the European accreditation infrastructure to react appropriately. They 
shall also inform the Commission of the accreditation schemes operated in support 
of the implementation of Community harmonisation legislation and shall update 
such information as necessary; 

• actively contribute to the relevant activities at European and international levels, so 
as to enable the European accreditation infrastructure to fulfil its missions set out in 
its founding documents. The contributions shall be proportionate to the size and 
scope of the accreditation body’s activities and competences. 

 
6.4 The European accreditation infrastructure 
 

The European accreditation infrastructure shall 

• bring together and serve as a co-operative network of all European nationally 
recognised accreditation bodies for the furtherance of equivalence, transparency, 
consistency and efficiency of accreditation operated throughout the EU, EFTA and 
beyond; 

• serve the public interest mission of generating and maintaining confidence in the 
bodies performing calibration as well as testing, certification, inspection and other 
conformity assessment activities, in particular for the proper functioning of the 
single market, the common commercial and external trade policy of the EU and the 
Community’s policy on technical assistance to third countries; 

• operate a rigorous and transparent peer evaluation system, consistent with relevant 
international practice, to ensure the equivalence of the level of competence of its 
members and to facilitate mutual recognition and promote the overall acceptance of 
accreditation certificates and accredited conformity assessment results in both the 
regulatory and non-regulatory spheres, whether issued in the EU/EFTA or in third 
countries; 

• contribute to the consistent and coherent interpretation and application of the 
standards for accreditation and draw up supplementary guidance, where necessary; 

• ensure appropriate representation by all stakeholders in European accreditation. 
 

The European accreditation infrastructure shall be the European co-operation for 
Accreditation, EA. 

 
 
7 CE MARKING OF CONFORMITY 
 
The principal requirements for the affixing and use of the CE marking are the following: 
 
Text to be established following the outcome of the consultation on draft Certif 2005-11, mainly 
on the meaning of the CE marking and the Member States’ actions for protecting it. 
 
 
8. MARKET SURVEILLANCE 
 
8.1 Essential requirements for a Community market surveillance system  
 

Member States shall organise and operate market surveillance as a public authority activity 
in accordance with the following essential requirements. 
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 Member States shall: 

a) Adopt national measures to organise and perform efficient and effective surveillance in 
order to ensure that products may be made available on the market only if they satisfy 
the relevant provisions of the Directives.  

 
b) Designate authorities competent to monitor the conformity of products with the 

applicable provisions of the Directives and arrange for such authorities to have the 
necessary powers to take the measures incumbent upon them i.e. to carry out their 
duties with the speed required, in cases where the non-conformity of a product poses a 
risk to users. 

 
c) Define the organisation of the national market surveillance system and the tasks of the 

competent authorities.  
 
d) Organise an effective overall communication and co-ordination at national level 

between  the market surveillance authorities (sectoral and local) and the other 
organisations which intervene in the field of safety of products, e.g. health and safety at 
work authorities or customs authorities, by defining the objectives, organisation and co-
operation methods of their market surveillance authorities. 

 
e) Empower the customs authorities to perform, at least, documentary and physical checks 

on products covered by Community legislation.  
 
f) Have recourse to best practices and sound management of resources. They must, in 

particular, be able to detect serious cases of non-conformity. Priority shall be given to 
the fields in which the probability of risk is the highest or to cases which are of 
individual interest (complaints, accidents, etc). 

 
g) Adopt rules concerning sanctions applicable to infringements of the national legislation 

(as adopted in line with Community law) and to outline an appropriate appeals 
procedure. The penalties provided for shall be effective, proportionate and dissuasive. 
Sanctions shall be used only where all other deterrent means (e.g. correctives measures, 
withdrawals, bans) have not succeeded in restoring safety conformity. 

 
h) Organise market surveillance activities up to the final stage of use or consumption of a 

product through documentary, physical and, where appropriate, laboratory checks, from 
its placing on the market to its use and possible final withdrawal. The objective is to 
ensure that the market surveillance activities implemented reach a level such that 
manufacturers, importers and distributors, as well as users, know that products made 
available on the market are likely to be effectively controlled.  

 
i) Ensure that market surveillance activities cover the full range of products subject to the 

Directives concerned, including, where appropriate, products for consumer and 
professional use.  

 
j) Organise the market surveillance system in order to include the procedures necessary 

to: 

• record and ensure the follow-up of complaints or reports concerning non-compliant 
products;  

• monitor accidents and damage to health involving the products concerned;  

• implement market surveillance programmes for categories of product or of risk. 




