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INTRODUCTION 

Regulation, stan~ardlzatlon and the various structures for evaluating the 

conformity of products to the regulations and standards together constitute 

some of the key elements In the organization of qual lty. That organization 

Itself, which Is the resuit of both legislative acts or regulations and 

consensual measures, has a profound Influence on Individual behaviour on a 

particular market and mea~~ that, In order to have access to that market, 

each manufacturer has to ensure that his products conform to the level of 

qual lty of which this organization Is the expression. 

In order to be effective the work on completing the Internal market must 

have as Its goal the gradual establ lshment of a common market organization, 

with Its own level of quality, by acting Inter alia on three of Its 

distinguishing features: regulations, standards and structures for the 

assessment of conformity. 

In Its resolution of 7 May 1985 on a new approach to technical 

harmonization and standards, the Council laid the foundations for a poll~y 

geared to that objective. That resolution also states explicitly that this 

policy must be accompanied by a policy on the assessment of conformity and 

calls on the Commission to glye this matter priority. 

The memorandum and draft proposal for a decision annexed to this 

communication are the response to that request. 

I I THE OBJECTIVES OF A GLOBAL APPROACH TO THE ASSESSMENT OF CONFORMITY 

In each national market the structures for conformity, Inspection and 

testing meet specific needs expressed by the legislator and by the 

behaviour of buyers, users and consumers. Consequently, manufacturers must 

subject their products to a system of multiple checks according to the 

markets on which they Intend to sell the products. 
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Where these barriers to trade are the result of binding regulations, they 

must be removed 

-either, through directives based on Article 100a of the Treaty, by 

harmonizing these regulations and by requiring the authorities of each 

Member State to recognize proofs of conformity Issued In other Member 

States; 

-or by applying the doctrine sanctioned by the Court with regard to the 

obligations arising out of Articles 30 to 36 of the Treaty and under 
which a product lawfully produced and marketed In one Member State must, 

In principle, be admitted to the markets of the other Member States. 

Where, on the other hand, these obstacles are the result not of legal 

requirements but of the free play of market demand - I.e. there Is no 

direct or Indirect Influence from the public authority- the means for the 

gradua I remova I must be sought on the one hand In the harmonIzatIon of 

voluntary standards laying down criteria for the operation of national 

conformity structures and, on the other, In measures to promote agreements 

between these structures to bring them gradually towards the establishment 

of common systems of certification and testing. 

There Is a danger, however, that action taken on these three levels -

namely harmonization of regulations, mutual recognition of national 

regulations and the approximation of str~ctures within a system of 

voluntary certification- mlg~t be Ineffective In practice unl~ss they 

solve the same problem and satisfy the same needs, that Is to say the need 

to create the condItIons whIch w I I I enab I e confIdence to grow and become 

fundamental to the operation of mutual recognition. 

The necessity for a global approach to certification, Inspection and 

testing thus arises out of this basic need to create conditions that are 

conducive to confidence and, to that end, to bring the structures and 

procedures Involved In these activities more closely Into I lne. 
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Ill THE MEASURES NECESSARY FOR THE IMPLEMENTATION OF THE GLOBAL APPROACH 

A start has already been made on some of the measures under this global 

approach since the resolution of 7 May 1985 on the new approach and these 

must now be further developed and placed In the context of an overall 

pol Icy. They relate to three different levels of action. 

A. Action on the basic structures 

The bas lc structures for the evaluatIon of conform! ty are the bod les 

responsible for certification and Inspection of the testing laboratories, 

and the manufacturers' quality systems. The aim Is to make these 

structures as homogeneous, transparent and credible as possible throughout 

the Community, since this Is a precondition for the proper functioning of 

conformity assessment, both compulsory and voluntary. 

To this end the Commission took steps, as It had announced In Its White 

Paper on completing the Internal market1, to encourage -the drafting of 

technical guidelines setting out the criteria to be used when evaluating 

the competence of operators In the field of conformity assessment. 

At present these guidelines (drawn from ISO documents) have been 

transposed Into European standards (EN 29000 and EN 45000) and are 

therefore applicable In all Member States of the-Community. The decision 

to give these guidelines the status of European standards rather than that 

of binding Council Directives was dictated by the nature of the subject 

matter, which does not lend Itself ·well (except In special cases such as 

pharmaceuticals, chemicals or pesticides where there Is a close 1 Ink with 

human health) to being Imposed as such on the economic system. This Is an 

area that requires fairly sophisticated expertise which al 1 operators will 

eventually have to acquire, but which wl II demand of them a considerable 

effort of adjustment and learning which cannot simply be Imposed by law. 

1 Doc. COM (85) 310, 14.6.1985, para 78 
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Legislation, however, can serve as a powerful Instrument to assist this 

development nevertheless by Introducing a presumption of conformity with 

the provisions of the Directives on conformity assessment for operators 

who can demonstrate that they are applying these standards (a practIce 

that Is wei !-known part of the new approach); In other words for 

manufacturers who apply the standards governing the management of quality 

assurance (EN 29000) and to certification bodies and accredited 

laboratories In accordance with the EN 45000 series standards. 

The Commission therefore cal Is on the Member States to promote the 

Implementation of these standards both In their regulations and In private 

certification systems, and to Introduce accreditation systems based on 

these standards. 

The Commission Is also studying measures, Including budgetary measures, to 

be envisaged for the development of certification and testing structures 

In those Member States or specific sectors of Industry where delays are 

liable to Jeopardize the smooth functioning of Community regulations. 

B. Action on regulations 

The conform! ty assessment procedures In CommunIty regu I at Ions must take 

account of the considerable progress made and .the new mechanisms aval !able 

(qual lty assurance, accreditation, standardized assessment criteria and so 

on). 

A global approach which Involves drawing up a set of modules for the 

various operations Is designed to allow the Community legislator to lay 

down the most appropriate procedures In the harmonizing directives, using 

what has already been done In the field of European and International 

standardization as a basis. The fundamental principles of the modular 

approach are as follows: 
... 

-the Directives must define the limits of the choice of procedure~_open 

to the manufacturer for ensuring compliance with the essential 

requirements; 
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- the affixing of the CE mark on the products Is the tangible sign of their 

conformity to Community rules. No other mark of conformity to Community 

rules Is allowed to be used, although voluntary marks of conformity to 

standards are compatible with the CE mark. The Commission wl I I be 

submitting a proposal for a Directive on the use of the CE mark and will 

be examining carefully the case for a possible coexistence of the CE mark 

and national voluntary marks. 

- the bodies Involved In the conformity assessment procedures are 

designated by the Member States and notified to the Commission and the 

other Member StaSs In accordance with the common assessment criteria . 

The fact that these accredited bodies conform to European standards (EN 

45000) gives rise to a presumption of conformity with those criteria. 

As far as non-harmonized national regulations are concerned, al·l the steps 

taken or advocated under point A above are Intended to give ful I effect to 

the principle of mutual recognition; their aim Is that the certification 

bodies and laboratories that are authorized to attest that the products 

conform to national regulations should be designated or accredlteH 

according to obJective criteria of transparency and competence and that 

the operation of such bodies should also satisfy the same criteria. In 

other words, theIr purpose Is to ensure that the requIrement of mutua 1 

recognition Is applied In full without any possibility of this being 
' 

contested by the national authorities. 

Similarly, It can be argued that the harmonization of conformity 

assessment procedures, as advocated by the modular approach, will 

Inevitably exert an Influence on the procedures laid down In non­

harmonized national regulations. Moreover, Directive 83/189 Is the 

appropriate Instrument for making sure that this Is done In a sy~tematlc 

way. 
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c. The need for a European Infrastructure for certification and testing 

The measures set out In point A above relate to the mechanisms which can 

help to generate the necessary confidence In the competence of operators 

In the field- of conformity assessment. This confidence Is essential If 

mutual recognition Is to work. In areas which are not covered by the alms 

of Article 36 and which would be described as activities carried out 

privately on a contractual basis. mutual recognition cannot be Imposed by 

law. Consequently. the efforts to remove barriers to trade that arise from 

the existence of national voluntary certification arrangements will have 

to be accompanied by Incentives for cooperation between organizations and· 

-laboratories at European level as was the case In fact with 

standardization - with a view to the establishment of Joint systems for 

certification and the recognition of test results. 

This has led to a call from several quarters for a flexible and non­

bureaucrat lc structure. In Europe. to be set up under the aegis of the 

Commission within the existing European standardization Infrastructure 

(CEN/CENELEC). 

The Commission will also look Into the posslbl I lty of a directive 

coordinating the statutes of these bodies. particularly as regards 

questions of I lability and Insurance which are likely to have a bearing on 

their cooperation agreements. 

IV. CONCLUSION 

This communication contains the main elements of the memorandum (set out In 

annex 1) which elaborates on al 1·the components of a European pol Icy In the 

field of conformity assessment which. If carefully and properly assembled, 

will provide the Community with one of the basic essentials for progress 

towards an overall quality policy. Indispensable to any Industrial policy 

and Inherent In the very concept of an Internal market. 

The measures recommended can be summarized as follows: 
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a) The Council: 

- Is to adopt the modules for the various phases of the conformity 

assessment procedures, which are to be used In the technical 

harmonization directives, and the criteria governing their use In those 

directives; 

- Is to encourage the Member States to promote on a wide scale the use of 

standards. EN 29000 and EN 45000 so as to harmonIze to the greatest 

possible extent the criteria for the evaluation of Quality systems and of 

certification, Inspection and testing bodies, making use of the 

Instrument of accreditation; 

b) The Commission 

- Is to prepare, on the basts of the guidelines set out In the attached 
memorandum, a proposal for a Directive on the use of the CE mark which It 

Intends to put before the Council by the end of 1989; 

- wIll gIve mandates to CEN/CENELEC to supp I ement the standards on the 

evaluatIon of the competence of operators In the ar.ea of conform! ty. 

assessment (EN 29000 and EN 45000); 

- Is to continue Its action In cooperation with the groups concerned with a 

view to expediting the completion of a suitable Infrastructure for 

certification and testing, within the organization of European 

standardization. 

-will take appropriate steps to strengthen the role of the Community 

Bureau of Reference (BCR) In the fields of standardization and 

cooperation between testing laboratories; 

-will examine the QUestions of I lab! I tty and Insurance and related 

problems associated with the different statutes which certification, 
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Inspection and testing bodies may have, 'with a view to drawing up,,. If 

appropriate, a proposal for a Directive; 

- Is to seek to ensure that the Treaty rules on competition are observe'd by 

certification, Inspection and testing bodies when they conclude 

recognltlo~ agreements or choose partners for such agreements or, more 

generally, exercise their normal activities; 

-shall seek to ensure that Member States observe the principle of mutual 

recognition both In the context of harmonized rules and In the context of 

national regulations; 

-shall study measures, Including budgetary measures, to be envisaged for 

the development of the certification and testing structures where there 

are serious delays; 

c) The Council and the Commission will work for the lmplementat ion of a 

coherent and open policy towards non-Community countries In the field of 

conformity assessment. Since the global approach Is based to a large extent 
·' on what has already been achieved In International standardization, It 

- '· provides the .appropriate basis for the conclusion of mutual recognition 
agreements at International level. 

0 

0 0 

The Commission proposes to the Council that It 

approve the broad I lnes of the global approach to the assessment of 

conformity In respect of Industrial products set out In Its memorandum In 

annex to this communication (Annex I); 
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adopt .the pr.qpo,~al for a Decls.lon concerning the modules for the various 

phases of the conformIty assessment procedures Wh l.ch are Intended to be 

used In the technical harmonization directives, and the criteria governing 

their use In those directives (Annex II); 
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ANNEX I 

COMMISSION MEMORANDUM ON A GLOBAL APPROACH 

TO CERTIFICATION AND TESTING 

Instruments of guallty for Industrial products 
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C~APTER I INTRODUCTION 

CHAPTER II THE ROLE AND IMPORTANCE OF TESTING, CERTIFICATION AND INSPECTION 

1. Basic concepts 

2. The private and public sectors 

3. The r-ole of testing-laboratories, certification and Inspection bodies 

4. Product liability 

5. Member States• pract.lce 
. ' . ~ 

6. Community legislative techniques 

CHAPTER Ill THE OBJECTIVES OF A GLOBAL APPROACH 

CHAPTER IV THE MEASURES NECESSARY TO IMPLEMENT THE·GLOBAL-APPROACH 

Section One BUILDING CONFIDENCE THROUGH COMPETENCE AND TRANSPARENCY 

1. European Standards 

2. Criteria for technical competence-

a) The manufacturer 

b) Testing Laboratories, certification and Inspection 

bodies 

c) Good Laboratory Practice 

3. Transparency 

a) Information procedures for technical specifications 

b) PROMOLOG- CERTIFICAT 

c) Transparency of conformity to competence criteria 

-Quality systems certification 

- Intercomparisons 

-Accreditation 

4. Community support for the development of national 

certification and testing structures 

Section Two : NEW LEGISLATIVE TECHNIQUES FOR CONFORMITY ASSESSMENT 

1. Basic orientations 

2. Conditions for a coherent approach 
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3. The modular approach 

4. The modules 

5. The notified bodies_ 

6. The CE mark 

Sect I on Three IMPACT OF THE GLOBAL. APPROACH- ON THE ··-IMPl:EMENTATION OF 

MUTUAL RECOGN'ITION'BETWWEN NATIONAL -REGULATIONS. 

Section Four THE NEED FOR A NEW EUROPEAN INFRASTRUCTURE FOR 
CERTIFICATION' AND. TESTING 

CHAPTER V EXTERNAL ASPECTS OF THE 'GLOBA~ APPROACH. 

1. Guiding principles 

2. Procedures 

a) Products subject to legislation 

b) Products not subJect to legislation 
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CHAPTER I 

I NTRODUCT·I ON 

The adoption by the Council of Directive 83/189/EEC on 

28 March 1983(1) laying down a prQcedure ·for the provision of Information In 

the field of standards and·technlcal regulations constituted a watershed In 

terms of the Community's attitude towards- the elimination/ of· technical 

barriers to trade .a~d led to the approval by the Council of Its Conclusions on 

Standardlzatlon<2~ on 16, July 1984r and Its .Resolution pf 7 .May 1985(3) on 

a new approach to technical harmonl,zat lon,,and standards. 

These three texts laid the foundation for a policy Intended to make. national 

activity In this area, more transparent, to substantially reinforce European 

standardization and to streamline Community. legislative techniques through 

greater recourse to European standards and the ·restriction of .legislative 

texts to the "essential requirements" for the protection of the general 

lnter.est, In particular health and safety or the protection of the consumer 

and of the environment. 

The Council Resolution of 7 May 1985 clearly states "that the new approach 

will have to be accompanied by a policy on .the assessment of conformity" and 

cal Is on the Commission to give this matter priority. 

(1) OJ No. L 109, 26.4.1983 

(2) OJ No. C 136, 4.6.1985 p.2 

(3) OJ No. C 136, 4.6.1985, p.1 
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Testing and certification Issues In pa·st Community legislation have almost 

exclusively been restricted to the determination of common technical 

specifications for products, as these were the main object of the national 

regulations which had to be harmob.L~e-d_? rh'order to eliminate barriers to 

trade. 

In many Member States, however-,' as··~ln n'lariy-rother~countr 11es'''ln the world; 'there 

Is a'·gtowlng move ".towards ·ensurlng:;the' lever of sa.fety of' a -product ·by means 

of measures' to ><improve! and O::tci control' the'·qual'l'ty: o'f; 1thif p-roduct I tse 1-f' a·s 

well as' th·e quality and· ~compete'rfccf ·''of ""the' - stipp.ll'ers~· · the- ·'test'ln.g' 

laboratorles;:-·land the ·-certlf'lca-tlon-;t,·an(IGf·lns'pectl'on ·=bodies.:-: 'Ur{der '"'trils 

approach, measures deslgnedilto:<ensure ·the·prc)d.uct.-•s'·sa(ety.-·and qua'llty carf-he 

taken at a number of different' stages In Its development and can relate to the 

product. lt'self,·'·to·· the''manufacturlng process--or· tci'"the controls applied 'to 

either. 

That Is why the. Council called on· tile; Commission td -·draw up a·~ policy not 

simply restricted" to ·certification,· I.e.··- the· action ··or ce"rt'lfylng the 

conformity- of a product' o·r service to·-8"--glven specification, but"enlarged to 
Include conformity assessment, which covers a much wider flel.d, -,~volvlng 

testing <and calibration), quality systems, certification and accreditation. 

Moreover, the nat lona i systems for'.<ensur'lilg' the safety of products put on the 
- .,. • ··""'"' £' -;/: \ • • • -:- ' • • ·~\ - «"':,. - ' ' 

market :are In some Instances-extremely divergent, ranglng"from full confidence 

In the manufacturer <manufacturer-'s de.clar·atlonY to 'rella'rice··c);, Inspection at 

the place of Installation or during the use of products. (In the foodstuffs 

area the distinction between pre-market and market controls Is not made as the 

systems of control cover both). 

This memorandum Is a response to these broader terms of reference and 

attempts to bring together all the different elements which, when carefully 

and proper I y assemb I ed, w 1 I I gIve the CommunIty as a who I e a compr ehens 1 ve 

quality policy which Is an Indispensable part of any Industrial policy and 

fundamental to the very concept of an Internal Market. 

To begin with It Is necessary to circumscribe the notion of quality. For ISO 

(8402 - 1986) quality Is 'the totality of feafures ·and characteristics. of a 
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product or service that bear on Its ability to satisfy ·stated or Implied . ' ~ . ~ .... 

ne.eds:· .. Over and above .the commercial connotations of quality which are 

expressed In terms of excellenc;e. It Is clear that·.the ISO definition Is a 

generally acceptable one, both for the private and legislated sectors. Using 

this definition as a basi~, quality organization relates to the elements and 

Instruments to be develope~ In order TO ascertain and control Identification, 

transparency and observance of these properties and characteristics, thus 

ensuring fairness of transactions and an Informed choice by the consumer, In 

accordance with the binding rules and voluntary standards appl led. 

Conse_q!Jently, under Community. leglsla~lon,- qual·lty. J.s associated with. the .. . 
assent Ia I requl rements, Inasmuch as qua II ty .can· on IY. be equa I to OL h lgher 

than the level of these essential requirements In the Community since any 

product falling to satisfy the_m Is, by definition, prohibited. Outside the 

field of legislation where there Is no need to l~gl~late since. the product~ do 

not present any dangers, It Is clear that the concept of quality remains 

linked to the ability of the product to meet the needs of users and.consumers, 

In other words, the needs of the market. 

The purpose of this memorandum Is to establish a doctrine on the assessment of 

the conformIty of products to the requIrements set down In I egIs I at I on or 

other technical specifications. In thls-~ense It Is Just one basic component 

of a qual lty pol Icy which must also Include others. 

17 
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CHAPTER II 

THE ROLE AND IMPORTANCE OF TESTING, CERTIFICATION AND INSPECTION 

1. Basic concepts 

Just as the process of testing Is an Integral part of product design and 

development,and continuous surveillance and testing are an essential part 
of ongoing production so as to ensure conformity with the original design, 
prototype or model representative of the projected series. 

Metrology and calibration provide the basic language for the measurement 

which Is fundamental to testing, while quality systems, certification and 

Inspection procedures provide the final: demonstration of quality, I.e. 

quality In the sense of conformity to product requirements. 

All of these elements can be found either In private systems (I.e. used 

for commercial reasons) or In systems Imposed by public authorities for 

the purpose of ensuring a proper level of safety. 

These activities are carried out at varying stages 

- before product lon, In the course of the development of a prototype or 

mode I; 

-during production, either as surveillance of the products or as 

survel I lance of the production processes ; 

-after the manufacturing process but before the marketing of the product; 

-after the Initial marketing of the product. This can Include spot 
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checks on the market and Inspection after Installation and during use of 

given types of products. 

The procedures may be undertaken either by competent and properly 

equipped manufacturers themselves, or by specialist third part les, I.e. 

testing laboratories and certification bodies. These laboratories and 

bodIes can, In turn, be eva I ua ted as to theIr techn I ca I competence bY- a 

third party (accreditation body) and hence be accredited, as can In-house 

testing laboratories which are separate from -production or commercial 

divisions of a company. Increasingly Industry Is using qual lty systems 

(with the object of ensur lng _that pr;oducts conform to a model or to a 

technical specification) and where these are certified by a third party 

the credibility of that manufacturer Is enhanced Insofar as quality and 

product safety no longer solely depend on product certification for 

verification. The competitiveness of h.ls Industrial production Is 

Improved and the costs associated with lack of quality (rejects, recalls, 

customer guarantees, etc) are reduced. 

2. The private and public sectors 

Companies are now voluntarilY Investing, substant1ally, In qual lty systems 

and other In-house techniques because they Improve efficiency, cut costs, 

and establish a reputation for reliability. Alternatively a company may 

entrust systematic or sample product testing to an Independent body (third 

party). In either case the concern Is for qual'lty and cost saving- and the 

decision as ~o the appropriate technique to apply Is a voluntary one. 

Mandatory testing, certification and Inspection are generally Imposed by 

pub! lc authorities In order to ensure that certain pub! lc Interests such as 

health, safety, consumers or the environment are effectively protected. 

Testing, certification and Inspection however, are not always based solely 

on such conslderat Ions: they can also be an Integral part of a nat tonal 

Industrial policy Intended to promote goods both nationally and 
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Internationally. The reasoning behind such pol lcles Is that the reputation 

of certain certification marks represents a strong commercial advantage In 
International trade. Nevertheless, It should be underlined that the 

proportIon of products whIch come under mandatory systems In the Member 

states remains small compared to the total quantity of products· on the 

market. 

3. The rote of testing laboratories, certification and Inspection bodies 

Their Is an Important rote In ensuring conformity, building confidence and 

protectIng pub II c Interests. The competence and qua II ty of such bodIes 

varies, as does their distribution among Member States. It has been 

estimated that there· are over 10.000 testing laboratories and 1.000 

certification bodies In Europe of varying capacity, legal status and 

reputation. In the tess Industrially developed regions of the Community, 

the presence of competent bod les Is sma II. If they are to become an 

essential part of the structure of the Internal market, the Community will 

have to see to It that this gap Is filled. 

4. Product liability 

Council Directive 85/374/EEC of 25 July 1985(5) on the approximation of 

the laws, regulations and administrative provisions of the Member States 

concerning product liability makes manufacturers liable for damage caused 

by defective products. This directive clears the manufacturer of his 

llabl I lty If he proves "that the defect Is due to compliance of the product 

with mandatory regulations Issued by the public authorities" I.e. when he 

has no discretion whatsoever as to how to proceed. In most cases Community 

technical regulations do not affect such liability because they leave the 

manufacturer a choice as to the specification to be appl led. Under the new 

approach Directives the economic operator Is not obliged to follow the 

European standards referred to In the Directives. He also has some choice 

(5) OJ No. L 210, 7.8.1985, p. 29 
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as to the methods for demonstrating conformity to the Directive. Testing. 

certification and Inspection may diminish the risks and hence the 

likelihood of damages (which In turn reduces the Insurance cost), but do 

not affect the liability of the manufacturer. 

This Directive therefore puts responsibility on the supplier to produce 

safe products. through the pressure which the costs I labl I lty places on him 

after an accident due to a defective product. 

Testing. certification and Inspection activities place the emphasis on 

preventing as far as possible the putting on the market of unsafe products 

and thus avoiding damage being caused. These two elements can therefore be 

seen as complementary In ensuring an adequate level of safety, whether the 

testing. certification and Inspection activities are mandatory or 

voluntary. 

Community safety policy therefore places responslblll t les 

manufacturer through· product I lability (within the I lmlts set 

Directive 85/374/EEC) and In the form of the obligation Imposed 

technical legislator to take certain preventive measures. 

5. National practices 

on the 

out 'In 

by the 

Certain Member States In some Industrial sectors rely on the manufacturer 

to ensure conformity to mandatory safety requirements, whl 1st others 

require third party Intervention. The choice of mechanisms to be applied 

and the procedures for applying them vary from Member State to Member State 

and from sec tor to sec tor as does the use of vo I unt ar y or mandatory 

certification. This variation Is due to the relative Importance attached 

to the manufacturers. to the strength or weakness of nat lona I test lng. 

certification and Inspection Infrastructures, to national political 

traditions In respect of the role of legislation, and, before 1985, to 

different national attitudes towards product liability. It Is an 

expression of divergence between the Member States not as to the results to 
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be obtained but rather as to the techniques which should be used In order 

to reach the desired end. 

The Council or Ministers In Its Conclusions or 16 July 1984 recognized 

"that the obJect lves being pursued by the Member States to protect the 

safety and health ot' their people as well as the ~onsumer are equally val ld 

In principle, even If different techniques are used to achieve them." 

In the past, the Impossibility of accepting this divergence of practice 

and, more Importantly, the difficulty of demonstrating that different 

testing, certification and Inspection techniques could lead to a level or 

safety acceptable In legal and political terms, even though the technical 

results may not be Identical, have hampered the development of Community 

legislation. 

6. Community legislative techniques 

Almost alI EEC Directives adopted to date, apart from new approach 

Directives and the "Low Voltage Dlrectlve"<S>, provide for the operation 

or the mutual recognition of certificates on the basis of a single 

assessment technique for a given product and on certificates being Issued 

by or under the direct responslbl I tty of public authorities. Certification 

and the mutual recognition thereof were considered to be within the purview 

of public administration. Directives did not, therefore, lay much emphasis 

on the technical competence of the bodies Involved. 

The Council Resolution of 7 May 1985 on the new approach to technical 

harmonization made a clear distinction between the function of the 

essential requirements (mandatory) and that of standards (voluntary), 

underlining the notion that a product manufactured In conformity with 

(5) OJ No. L 77, 26.3.73, council Directive of 19 February 1973 on the 
harmonisation of the laws of Member States relating to electrical 
equipment designed for use within certain voltage I lmlts. 
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harmonized standards Is presumed to conform to the essential requirements 

established by a Directive. This distinction Is particularly Important In 

the present context, In that one of Its consequences Is to leave the 

manufacturer a degree of flexibility In demonstrating conformity to the 

Directive. If he follows the harmonized standards he may use a simplified 

procedure, whereas If he manufactures dIrect I y to the essent 1 a 1 

reQuirements, for whatever reason, third party Intervention Is reQuired to 

ensure conformity with the Directive. 

Thus the Counc II ResolutIon I tse If Introduces the approach whereby there 

may be different ways of evaluating the conformity of a product to 

Community technical legislation. However, this Is only a first step In 

addressing to the necessities of the Internal Market In this sphere of 

activity. 
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CHAPTER Ill 

THE OBJECTIVES OF A GLOBAL APPROAC~I 

The activity of assessing the conformity or products to the technical 

specifications which define their level of quality Is a response to a need 

expressed either 

by mandatory regulations, or 

by the market. 

In the first case, the proofs of conformity are laid down by the public 

authority which requires the manufacturer - for reasons which may bear on the 
protection of health, safety, the environment, etc - to adduce those proofs 

before the products are placed on the market. 

In the second case they are required by the purchasers when concluding 

commercial transactions, and are therefore contractual In nature. 

In both cases - regardless of whether they are mandator~ or voluntary - the 

various types of proof of conformity (marks, certificates, test reports, etc) 

must be provided by suppliers wishing to sell their goods on a particular 

market. 

Given the I labl llty aspects, which can be an extremely Important factor In the 

assessment of conformity, It Is natural that the person demanding the proof of 

conformity (be It the public authority or the purchaser) should at the same 

time demand the soundest possible guarantees of competence and credibility, 

both In technical terms and In terms of professional ethics, from those 
adducing that proof. 

The result of this Is that In each national market the structures for 

conformIty, Inspect I on and testIng meet the specIfIc needs expressed by the 
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legislator and by the behaviour of buyers. users and consumers. Consequently, 

manufacturers must subJect their products to a multitude of controls depending 

on the markets on which they Intend to sell them. 

Where these barriers to trade are the result of mandatory regulations, they 

must be removed 

either by means of directives based on Article 100a of the Treaty, through 

the harmonization of these regulations and through the reQuirement on the 

authorities of each Member State to recognize proofs of conformity Issued 

In other Member States; 

or by applying the doctrine sanctioned by the Court with regard to the 

obligations arising out of Articles 30 to 36 of the Treaty and under which 

a product lawfully produced and marketed In one Member States must, In 

principle, be admitted to the markets of the other Member States. 

Where, on the other hand, these obstacles are the result not of legal 

requirements but of the free play of market demand- I.e. there Is no direct 

or Indirect Influence from the public authority- the means for their gradual 

removal must be sought, on the one hand, In the harmonization of voluntary 

standards laying down operating criteria for the national conformity 

structures and, on the other hand, In measures to promote agreements between 

these structures to bring them gradually towards the establishment of common 

systems of certification and testing. 

There Is a danger, however. that action taken on these three levels - namely 

harmonization of regulations, mutual recognition of national regulations and 

the approximation of structures within a system of voluntary certification-­

might be Ineffective In practice unless they solve the same problem and 

satisfy the same needs, that Is to say the need to create the conditions to 

enable confidence to grow and become fundamental to the operation of mutual 

recognition. 
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The necessity for a global approach to certification, Inspection and testing 

thus arises out this vital need to create conditions conducive to confidence 
and, to that end, to bring 'the structures and procedures Involved In these 

activities, more closely Into I lne. 

The next chapter sets out the var lous measures, some of which have already 

been Initiated since the Resolution of 7 May 1985 on the new approach and 

which now need to be further encouraged, developed and, In particular, placed 

within the context of a comprehensive policy. It comprises four sections 

deal lng respectively with 

action to be taken on basic structures (the operat.lon of which Is 

Instrumental In determining the results of both mandatory and voluntary 

certification) In order to make them as homogeneous, transparent and 

credible as possible throughout the Community; 

the measures necessary to fac Ill tate mutua I recogn 1 t I on under the 
procedures for assessment of conformity laid down In the harmonizing 

directives based on Article 100a of the EEC Treaty; 

The Impact of these actions on the Implementation of the Court's case-law 

concerning mutual recognition of national regulations; 

Initiatives to be promoted to assist cooperation between national 

certification and testing structures. 
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CHAPTER IV 

THE NECESSARY MEASURES TO IMPLEMENT THE GLOBAL APPROACH 

Section One BUILDING CONFIDENCE THROUGH COMPETENCE ANp TRANSPARENCY 

Paragraph 3 of Article 100a of the Single European Act sets out the principle 

that, with respect to Industrial products, health and safety legislation as 

wei 1 as the protection of the environment and the consumer shal I be based on a 

high level of protect_lon. ·This .C?an. be achlevled amqngst other means by 

ensuring a high level of quality of the products themselves, through 

appropriate European s.tand._ardlzatlon and the promotl.on of the use of quality 

management systems by .,manufacturers. lm~rovements . In the competence, 

capacity and quality of the testing laboratorl~s and of the certification and 

Inspection bodies wl I I also contribute. But confidence. In the new systems wl II 

only be developed If the sy~tems not only work properly but are seen to work 

proper I y. Thus t r ansp.aren~y and competence are both equa I I y essent I a I 1 n 

order to generate conflden~e. 

Transparency and competence of qual lty structures are also a necessary 

condition for the success of a Community Industrial pol ley as a whole, since 

testing, certification and Inspection constitute the foundations of any 

Industrial activity. The development, of a Community market In these areas 

will reduce unnecessary costs both for economic operators and for the ~ubllc 

authorities by I lmltlng t~e number of certifications, t~sts and multiple 

Inspections. It will also lead to an Improvement In the competltltveness of 

European products both on the Community market and on world markets. It must 

be recognized, however, that the .. reduction of testing, certification and 

repetitive Inspection for many products will no doubt be offset by additional 

voluntary demand for these services as manufacturers and consumers attach 

greater Importance to quality. This Is seen as a particularly Important 

factor In maintaining or even enhancing the competitive position on the world 
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markets of an Industry established In countries with high costs. 

Consumers and users wl I I find themselves faced with fewer administrative costs 

passed on In the prIce of the products and will have a greater choice of 

products,on a more resl I lent and Innovative· market, In which the safety 

considerations will have been catered for effectively but without artificial 

or arbitrary constraints: 

1. European standards 

The Community policy- for the reinforcement of European standardization was 

formally Initiated In 1983 with the adoption of Directive 83/189/EEC laying 

down Inter!.!.!!. a ·procedure for the provision of Information on natt·onal 

standardization programmes and draft standards and the mechanism by which 

the Commission, after consulting ·the Standards and Technical Regulations 

Committee, can give mandates to the European standardizing bodies to draw 

up European standards for Community purposes and In particular to ensure 

compliance with the essential reQuirements. The effect of such 

standardization orders Is to Impose a formal standstill on all natloncll 

work covered by the European mandate. 

To date, ·several standardization programmes have been or are being drawn up 

under this system, In particular In areas covered by new approach 

actiVIties (SUCh as toys, pressure vessels, construction products, 

machines, personal protection eQuipment) and by the Community policy In 

Information technology and telecommunications. Most of this standardization 

work relates to product specifications. 

European standardization also has an Important role to play In helping to 

open up procurement contracts which 

technical specifications on suppliers. 

trad It lona II y Impose nat lona 1 

The CommunIty has a I ready amended 

the existing Directives on public procurement to reQuire reference to 

European standards where they exist, and the Commission has recently 

transmitted to the Council proposals which adopt the same approach In 

respect of the hitherto excluded sectors (water, energy supply, transport 

28 



- 18 -

and telecommunications). These proposals will require the·adoptlon''of a 

great number of European Standards, arid work Is underway to prepare new 

mandates for the European standards bodies to draw up appropriate 

standardization programmes. 

European standardization activities are also expanding and will have to 

expand still further In order to reduce divergencies between national 

standardisation In those areas which do not come under EEC regulations. 

It must also be emphasized that-European standardization will be··easler 

In future Insofar as It Is no longer necessary to Impose a single European 

technical solution In a European standard except, possibly, where questions 

of lnteroperablllty and compatibility are Involved. I~ vie• of the 

separation In the new approach between the lev~l of safety to be 6btalned 

and the means by which It can be obtained, European standards can recognize 

the technical validity of a number of technical solutions as long as they 

are capable of giving the desired result: conformity to the essential 

requirements. Thus a greater degree of flexibility can be Introduced Into 

European standardization. 

More emphasIs wIll, however, have to be gIven to drawIng up common test 

methods and to addressing testing and conformity assessment Issues In 

order to reinforce the effectiveness of product standards. Many current 

European product standards are pos lng prob I ems for test lng I aborator les, 

certification and Inspection bodies alike, because they have been drawn up 

for the purposes of the manufacturing processes- and 'techniques and not 

spectflcal ly for that of facl I ltatlng demonstration of conformity. 

The Commission has already recognized this problem and Is proposing to 

modify Its framework contracts with CEN and CENELEC In order to take It on 
. 

board. These considerations Will be Incorporated Into future 
standardization mandates. The need for greater Interaction between the 

preparation of standards and testing, certification and Inspection must 

also be kept In mind In the context of the establishment of the European 

Organisation for Testing and Certification referred to below, a·s proper 

29 



- 19 -

Input Into standards activities will also help to ensure that European 

standards become ~9re comprehensive a,nd effective. 

2. Criteria to guarantee technical competence 

a) The manufacturer 

Besides using European standardization as a means of Improving the 

qual lty and acceptabl I lty of products, It Is necessary to enhance 
- I • '• 

confidence In the abll lty of the. manufacturer to supply qual lty 
. " . 

produc~s. This confidence cannot be simply ~mposed either upon public 

authorities or co,ns\lmers; It depends pr.lmarlly upon·the attitude of the 

manufacturer himself, I.e. It must be earned I 

The International and, recently, the European standardization bodies 

have drawn up approprIate Instruments to assIst the manufacturer who 
I 

wishes to obtain a consistent produc.t qualltx through the proper 

management of his quality systems. They are_ens~rlne~ In the EN 29000 

series of standards on quality assurance techniques (the common CEN and 

CENELEC Implementation of the ISO 9000 series), which contain the 

general rules relating to quality assurance models and the general rules 

applicable to the different lnd.ustrlal sectors. 

Qual lty assurance techniques should play an Important role In developing 

quality consciousness In the Community, but can also contribute towards 

conformity assess~entln In both the voluntary and the mandatory areas. 

Although these techniques cannot be made mandatory as such because each 

speclflcatl?n Is linked to the characteristics of the production unit, 

they may be presented as_ a complement to the more convent lona I method 

of product certification. 

Quality assurance techniques are an Integral p~rt of the des~_gn and 
operation of a procluctlon unit. As an Investment In modern management 

techniques, qual lty assurance can play an Important role In reducing the 
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number. of non-quality products, hence reducing the number of rejects at 

the end of the product I on II ne. ThIs leads to a better qua II ty Image 

for the manufacturer and his products and to a reduction of his costs 

(rejects, controls by third parties etc). 

In the face of world competition, In particular from countrJes such as 

Japan and the United States where quality has become an Integral part of 

the production process In certain Important mass production sectors, the 

recourse to quality assurance techniques must be one of the main 

obJectives of a CommunIty Industrial policy. By providing for the 
posslbU tty of using qua II ty assurance In the demonstration Of 
conformIty eIther to an approved model or to standards, as an 
alternative to more conventional product certification based only on 
product testing, Community legislation will be encouraging Investment In 

quality on the part of the manufacturer and will allow him to reduce 

the costs Incurred by product certification. In the past, the obi lgatlon 

to use certification has led manufacturers, on occasion, to reduce 

Internal production controls to a bare minimum, thus placing the burden 

of finding rejects on the third party. such a situation Is economical ty 

second-best. 

Promoting voluntary use of quality assurance techniques not only makes 

economic, Industrial and commercial sense; It also helps to ensure that 

the products placed on the market are safe. 

CEN and CENELEC should therefore consider the framing of a 

standardization programme, drawing on the practical experience of 

economic operators In the Implementation of these standards. 

b) Testing laboratories, certification and Inspection bodies 

Experience of the Implementation of Community Directives under the old 

approach, the restrictions placed on the free movement of goods by 

national legislation and attempts at cooperation agreements between 
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bodies and laboratories In the'fleld·of 'voluntary certl'flcatlon have 

high I Jghted one of the main problems, namely the lack of adequate 

Information concerning the operation and competence of these bodies as 

well as the Jack of means for derrionstrat tng the'tr competence. 

such uncertainty can only be avoided If 1approprl'ate criteria are used 

for evatuattng·these bodies on the grounds of technical competence and 

Independence and applied thr'oughout the Community. Criteria have been 

developed over recent1 years" In· International f6ra such as IS6, IEC and 

·JLAC (International LaiSoratory·· Accredltatlor{ Conferences), and In 

November 1987 CEN and CENELEC were mandated by the Commission to adopt a 

set of criteria, developed by Commission working' groups, as European 

Standards before the end of 1988. 

These documents are at present being processed as the EN 45000 series of 

European standards for the operation and evaluation of testing 

laboratories and certification bodies undertaking product certification, 

qua II ty system assessment and so on. Once they have been forma II y 

adopted as European Standards, they will be accepted In all the Member 

States and this acceptance will ensure their Implementation (since any 

diverging national standard must be withdrawn), without there being any 

need to provide for mandatory across-the-board application, which would 

be contrary to the philosophy-of the new approach. Conformance to these 

standards will help to reinforce ·the posit Jon of Community producer~ 

wishing to export to other Community countries, especial Jy when the test 

reports and certIfIcates concerned are based on harmon I zed European 

standards. 

The more these criteria are used, both In Community and In national 

legislation, the more confidence Is I lkety to develop. This wl II 

encourage the private sector to use the selfsame criteria when operating 

outside mandatory systems so as to reinforce the credibility of their 

activities and thus reduce the possibility of disputes. Member States 

should commit themselves to promoting the use of the EN 450oo· series as 

widely as possible. 
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It has to be pointed out that the EN 45000 series Is lncompl~te since It 

does not yet cover a 1 1 con~9rm I ty .. assessment act l.v It I es. It w I I I be 

necessary, In particular, to establish criteria for the .Inspection 

bodies and for t~e bodies responsible for ~ccredltlng the certification 

and Inspection bodies. standardization mandates. to this end will be 

Issued shortly to CEN/CENELEC. 

Lastly, the Implementation of these standards and the operation of the 

existing mutual recognition agreement between bodies clearly sh~w~ that 

It will also be necessary to look Into the Issues of liability and 
Insurance, as well as related questions concerning to the various types 

of status such bodies may have. 

c) Good Laboratory Practice (GLP} 

Good Laborato'ry practice guidelines (GLP) follow the same loglc.as the 

EN 45000 series of standards, I.e. they define a level of performance 

for laboratories. GLP guidelines have been developed for specific u~e 

In the field of chemicals (not only chemicals but also pharmaceuticals, 

food additives etc .•.. ) and first originated In the OECD. They were 

adopted by the Council In Directives 87/18(EEC and 87/19/EEC of 

18.12.86(6) for testing of chemical products, pesticides and 

pharmaceuticals. 

These mandatory provisions represent a departure from the general 

philosophy of the new approach, which Is based on the principle that 

standards are voluntary. It Is explained by the special features 

Inherent In this sector with regard to the protection of human health 

and by the fact that the regulations In this area are largely based on 

the old approach. 

( 6) OJ No. L 15 , 17 . 1 . 87 , p . 29 
OJ No. L 15, 17.1.87, p. 31 
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Within the Community, the principles of GLP should be seen as a 

particular sectoral application of criteria governing the operation of 

Jaborator tes, and their future evotut ton should be examined In this 

context rather than In Isolation. There Is a move at International level 

towards a review of the OECD GLP gutdelln~s In order to separate those 

criteria which can be considered as being general (and which are 

therefore covered by the EN 45000) from those which rel'ate specifically 

to chemical analysts testing laboratories. The obJect of such a move Is 

to show that alI testing laboratories conform to the same baste 

crIterIa, wl th specIfIc supp I ementary requIrements beIng drawn up for 

particular Industrial sectors (such as GLP for chemicals). 

3. Transparency 

Technical competence and transparency must be taken together If mutual 

confldence···Js to be achieved. Transparency means access to Information as 

wet I as openness of operation. 

a) Information procedures for technical specifications 

Directive 83/189/EEC of 28 March 1983 establ lshed two Information 

procedures which ensure transparency as to national activities In the 

field of draft standards (operating between the national members of CEN 

and CENELEC) and In the field of draft technical regulations (operating 

between the Member States and the Commission). Both procedures concern 

not only product specifications but also product-related Issues such as 

testing, certification and Inspection requirements. 

Information on draft standards Is fed Into the Integrated 

Standardization Information System database (ISIS) In CEN and CENELEC, 

which Is accessible to member standards bodies for further distribution 

to Interested parties. Discussions are underway between the Commission 

and the European standards organ I zat tons to promote more d 1 rect and 

wtder access to the Information by European Industry. 
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b) PROMOLOG-CERTIFICAT 

The above Information will be complemented by the end of 1990 by the 

CERTIFICAT database which the Commission Is developing. wHh 'AFNOR and 

CEN and. which will contain lnformat ton on all cert 1-f-lcat ton systems and 

procedures In Europe, . both mandato~y and voluntary, Including the 

relevant technical specifications and the bodies and laboratories 

Involved. Thus, In spite of the lack of harmonization, the economic 

operator will .have the means of knowing what Is expected· of him and how 

he can go about placing his product on his targeted market. 

It Is Intended that CERTIFICAT be merged with the Integrated 

standardization Information system (ISIS) at a· later stage, and may also 

be expanded to contain a directory of testing laboratories In Europe. 

c) Transparency of conformity to technical competence criteria 

Greater confidence wll I be generated If this competence and quality are 

transparent, I .e. can be demonstrated. 

-Certification of manufacturers' quality systems 

The manufacturer has always had the possibility of asking a third 

party to test or certify his products. However, there Is a growing 

awareness on the part of manufacturers of the value .. of qua II ty 

assurance techniques and, at the same time, of the need to be able to 

demonstrate to purchasers that these techniques have been properly 

appl led. Consequently, private certification of qual lty systems have 

developed In many parts of the Community •. 

Such a development should be encouraged, all the more. so as the 

standards used by all these systems are mainly based on the 
I 

abovementioned ISO 9000 series of standards which has been recently 

adopted at European level as the EN 29000 ser les. There Is thus a 
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common standard throughout Europe on which third party certification 

of qual lty assurance can rely. 

The development of private certification systems based on the same 

European Standards wll I be a step towards reducing the multlpl lclty of 

separate and d lfferent audIts whIch manufacturers are often requIred 

by their. various buyers to undergo. This should not only encourage 

large and small firms to make more systematic use of quality systems, 

but also reduce considerably the costs of such systems, especially for 

small and medium-sized enterprises which are often sub-contractors for 

bigger firms. 

The more the var lous nat lona I certIfIcatIon systems ·fn thIs area are 

made.coherent and compatible, the easter It will be to ensure mutual 

recognition and acceptance of certificates and the more accessible and 

acceptable quality systems will become throughout the-Community. 

- Intercomparisons 

Testing laboratories an~ certification bodles.can demonstrate their 

competence and efflclei)CY by taking part In "Round Robin" tests (the 

same product Is tested •.. ln turn, by all the participating bodies and 

the results compared), .or In proficiency testing programmes (I.e. by 

means of Interlaboratory test comparisons). Such techniques are 

Important today and will no doubt be used even more In the future In 

mutual recognition agreements. The Commission's Community Bureau of 

Reference (BCR) has been carrying out a programme of work In thIs 

area for a number of years which should be expanded beyond scientific 

circles Into the Industrial arena. A reinforced BCR programme In this 

area, more directly designed to reflect current Industrial priorities 

than hitherto, would have the obJectives of helping to develop 

transparency, to Improve the qual lty of the laboratories and to 

prepare testing material for Input Into the European standardization 

process. 
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-.Accreditation 

Accreditation entails laboratories, certification and Inspection 

.bodies being assessed· and audl ted at. regular Intervals ,as to their 

technical competence against published technical criteria by a third 

party._ As a third party assessment techniQue, It Is therefore an 

Important Instrument for the generation and maintenance· of confidence 

In these bod.les, Just as certification -Is for products. The EN 45000 

series of standards Includes the technical criteria for the operation 

and ·assessment of testing laboratories as well as those to which the 

accreditation bodies for testing laboratories themselves should 

conform. They also Include the criteria for certification bodies. 

In the field of testing laboratories t~ere are already eight 

accreditation networks In the Community either In operation or In 

deye lopment phase at the nat lona I ·I eve I (but not operated by the 

public authorities). This development should be extended to the rest 

of the Community and cooperation between the Yarlous national networks 

reInforced and st I mu I a ted, a process whIch w I I I be he I ped by t h·e 

adopt Jon and lmp~ementat I on of the EN 45000·.s_er_l_es_.9f-'standar.ds. 
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Mutual recognition agreements between national networks, ~ased·on the 

EN 45000 series, standardized test methods and the Inclusion of 

lnterlaborator.y ctest comparisons and proficiency testing· for the 

Imp lementat.lon of these, agreements l·n conjunct·lon wl th mutua I· audIts, 

appears; to be . the -next ~ log I ca I step towards· promotIng greater 

competence and qual.lty ·In testlng~and certi-fication In the Community. 

H l.s the Commission's belief that creating a "network of the-·natlonal 

networks" ytould be the most efflc·lent means of. achlevl.ng ·the· necessary 

degree· ot-..trust between ,them·. A more formal ·structure at community 

-level .may,,_be "necessar;y,,_ In' the .futur.e,-- to~ oversee:-·;.the mutual 

recQgnl t 10!1 ·agreements· In order -:·to ensure cons lstency bet·ween the 

agr.eements ~and to ,cement -the bonds created by the,m. However·,. In v lew 

of the proposals concerning an overall European Infrastructure for 

test-Ing ,and·~certlf.lcatlo~. (see ·bl!low_); the ~ommlssiQn. <!f~e~ not feel 

,that It :Is appropriate to encourage the sett·lng· up of a community 

accreditation -body:-whlch"would·unnecessartly 'lengthen·. the ·-ch'aln of 

responsibility and add .unnecessary administrative and bureaucratic 

t?urdens wUho_ut·•pr:ov ldl ng add 1 t lena 1 conf 1 dence. 

In ·the ·field ·.of-:certltf.lcatlon and Inspection' bodies accreditation 

techniques should be more widely appl led. At present only three 

national accreditation systems for such bodies exist In the Community 

(Netherlands, Portugal and the UK). The extension of accreditation to 

this area would help mutual recognition, facl I I tate the drawing up of 

Community legislation, and reduce the need for more arbitrary national 

designation, which can have the effect of discriminating against 

·national bodies which' can demonstrate- their competence. As Is 

mentioned In Section Two of this chapter, the Commission has every 

Intention of e~couragln~ more sYstematl~ recourse td the technique of 

accreditation by Inviting Member States, wherever possible and 

appropriate, to notify for the purposes of EEC legislation only those 

bodies which are accredited to EN 45000 or those which can demonstrate 

by any other means that they conform to these standards (e.g. by 

providing documentary evidence). 
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4. community support for the development of certification ·and· testing 

structures 

Delays In the development of Infrastructures for certification and testing, 

Inspection, accreditation and QUality management In certain sectors of 

Industry or In certain countries may seriously hamper the Implementation of 

this policy of harmonizing structures and procedures. In particular this 

·may prove a real obstacle to the putting Into effect of certain Community 

directives. 

The Commission Is studying measures. Including budgetary measures, which 

might help to make up the delays In the development of these 

Infrastructures. 

Section Two NEW LEGISLATiVE TECHNIQUES FOR CONFORMITY ASSESSMENT 

1. Basic orientations 

.The previous chapters have dealt with basic Instruments appl !cable to·both 

the voluntary and the regulatory areas. whether nat lonal or Community. 

Their development. taken In conjunction with the· growing experience In the 

drawIng up of New Approach DIrectIves shou I d a I I ow such D 1 rect 1 ves to be 

more effective In protecting collective Interests whilst avoiding undue 

bureaucracy •. 

The Councl I Resolution of 7 May 1985 showed the way by accepting that there 

could be more than one means of proof of conformity to a Directive. It 

provided for presumption of conformity to a Directive on the basis of a 

European harmonized standard, or. during a transitional -period, of national 

standards which had been submitted and recognized as eQuivalent under a 

Commumn I ty contro I procedure. When the manufacturer complies wl th these 

standards. the directives are there to allow him to make use of simplified 

certification mechanisms. 
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When _the. product does ,not. conform. to. a _standard, h~wever, eIther because 

the standards do not exist or because the manufacturer, for examp.le ·In the 

case of Innovation, prefers to apply other manufacturing criteria of his 

own. choIce, the assessment of conformIty .to the·. assent I a I requIrements 

must Involve a third party, either by certification or by third party 

testing. 

The Resolution therefore Introduced the fundamentally new principle-that 

Directives should as far as possible leave It to the manufacturers 

themselves to choose one of the two methods for assessing conformity. 

The Council Resolution recognized, however, that It had not provided all 

the answers on conformity assessment and that the New Approach needed to be 

accompanied by a comprehensive pol Icy on such Issues. 

2. Conditions for a coherent approach 

In view of the considerable progress made towards the development of 

.conformitY assessment procedures and techniQues In .the private sector, a 

coher~nt approach can no~ be_put forward on their use In future legislation 
at Coll)mun It y I eve I ( "modu I ar. approach") . 

Taking as a starting- point that the objective Is to ensure the protection 

of the general Interest, the Councl I Resolution of 7 May 1985 laid down the 

general principle that there may be different technical means of achieving 

similar, If not ·"Identical", -results .. In other: words the Community 

legislator may, when laying down ln.a directive the essential requirements 

to be· met, decide that different conformity assessment mechanisms will 

.~fford an adeQuate guarantee that this requirement wl 1 I be met and that the 

economic operators may, within the conditions set out In the directive, 

choose -the most appropriate from among those mechanisms. Such an approach 

entails redefining conformity assessment In such a· manner as to allow the 

legislator to evaluate the consequences of each of the·mechanlsms so that 
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the system can be applied with flexibility and various mechanisms are 

capable of giving a~ acceptable result. 

In future, therefore, Community legislation shOl;11d, as a general rule, 

avoid fixing only one ~onformlty assessment procedure for a given product. 

It should confine Itself to laying down the essential requirements to be 

met and to determining the different means for assessing cQnformlty and 

the conditions In which these can apply. 

The modu I~~ approach thus provIdes a means of spreadIng the burden of 

conformity assessment more flexibly over the entire production process, 

adapt lng It to the needs of each Individual operat lon. This should In 

particular enable the legislator to obtain the desired level of safety 

without having unnecessarily to burden the economic operators, and 

especl~lly the small and medium-sized businesses, with excessively onerous 

conformity assessment procedures. 

It Is clear that this obJective Is the first parameter which must be taken 

Into consideration In the choice of conformity assessment procedures. 

However, other parameters must also be taken Into consideration. such as : 

-appropriateness of the methods to the type of risk and to the sensitivity 

of consumers and users to the risk which a product or group of products 

may present. For Instance, ster lie products may .requIre dIfferent 

solutions from those reserved for simple pressure vessels; 

- appropr lateness of the methods to. the Infrastructure of the sector of. 

activity; for example, It might be Inappropriate to choose third party 

lntervent Jon on products In an area where appropr late bodies do not 

exist; 

-appropriateness of the procedures to the characteristics of the products 

themse I ves - for example, some products us lng advanced techno logy 1 end 

themselves less wei I to tests on the finished product (cf. data­

processing equipment or sterl le products). In such cases, one can apply 
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methods based on the application of qual tty assurance on production. 

-appropriateness of the procedures to the rate of production of a product 

- for example, It Is not necessarily practicable to Impose assessment 

methods adapted to mass production when a large proportion of the 

production Is based on small series. Nor Is It practicable to provide 

for verification of Individual units when the product Is mass-produced. 

3. The modular approach 

The modu i ar approach subdIvIdes conformIty assessment procedures Into a 

number of operations (modules) wn!ch differ according to 

-the stage of development of the product, (e.g. design, prototype, full 

product I on}. 

- the type of assessment Involved (e.g. documentary checl<s, type-test lng, 

quality assurance, Inspection, etc.), 

-who carries out the assessment (the manufacturer or various third 

parties). 

These separate operatIons or "modu las" can be comb I ned to form a comp Jete 

procedure. In one directive several alternative modules can be applied to 

the same function provided that a degree of equivalence between their 

results Is obtained, (I.e. they all ensure that the product meets a given 

technical specification or affords a given level of safety). 

Such a modular approach allows the procedures to be more easily evaluated 

In relation to both the burden on the manufacturer· and the desired end 

result, and therefore facl lltates the choice of the appropriate modules for 

a particular sector or product to be Incorporated In the Directive. 

Conformity assessment procedures normally come Into play at two levels In 
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the manufacturing process : the design stage and the production stage. The 

procedures have therefore been subdivided Into modules addressing each of 

these two levels. However, some modules which only relate to the production 

stage may be applied on their own without the Intervention of a module at 

the design stage (although It seems that this Is exception). Some modules, 

on the other hand. automat I ca II y cover both the des lgn and product ion 

phases and so constitute full procedures In their own right. 

4. The modules 

A detailed description of the modules, guidelines for their use and a 

summary table are attached In annex. 

The functions of each of the modules are summarized below 

- Module A EC Declaration of Conformity 

This module covers both the design and production phases. The 

manufacturer declares that the products concerned satisfy the 

requirements of the Directive. He establishes technical documentation 

explaining the design, manufacture and operation of the product as well 

as the assessment of conformity with the Directive. This technical 

documentation Is available to the public authorities for Inspection for a 

specified period of time. The manufacturer affixes the CE mark to the 

products and draws up a written declaration of conformity. 

In certain specific cases. Directives may reQuire the EC declaration of 

conformity to be accompanied by the obligation for a test or series of 

tests to be carried out on one or several specific aspects of a product. 

either by the manufacturer In the presence of a third party, or directly 

by the third party. 

Directives may also provide for random product checks to be carried out 

by or under the respons i bIll ty of a notIfIed body. In such cases the 
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directives set out the general rules for the carrying out of the checks. 

- Module B EC Type Examination 

This module only relates to the design phase and must be accompanied by a 

"production module". A notified body ascertains and attests that a 

product specimen, representative of the production envisaged meets the 

provisions of the Directive which apply to lt. It will examine the 

technical documentation and perform or have performed those tests only 

which are necessary to demonstrate conformity to the provisions of the 

Directive. 

These tests should be restricted, by the notified body. to what Is 

absolutely necessary for demonstrating conformity. In order to ensure a 

consistent Interpretation of what Is necessary, the European Organisation 

for Testing and Certification or, In Its absence, the Commission, wll! 

estab I Ish close I Inks between the notIfIed bodIes. The not If! ed body 

shall Issue an EC type examination certificate. The CE marl< Is not 

affixed during this phase. 

- Module C EC declaration of conformity to type 

This module relates to the production phase only and cannot be carried 

out alone It must follow the Issuance of an EC type examination 

certificate. The manufacturer satisfies himself that the products 

concerned are In conformity with the type as described In the EC type 

examination certificate and meet the requirements of the Directive that 

apply to them, and mai<es a declaration to that effect. The manufacturer 

affixes the CE marl< to the products and draws up a written declaration of 

conformIty. 

Directives may provide for random product checks to be carried out by or 

under the responslbi llty of a notified body. In such cases the 

Directives set out the general rules for carrying out the checks. 
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EC declaration of conformity to type (production quality 

This module relates to the production phase only and cannot be carried 

out alone It must follow the Issuance of an EC type examination 

certificate. The manufacturer satisfies himself that the products 

concerned are In conformity with the type as described ln the EC type 

examination certificate and satisfy the requirements of the Directive 

that apply to them and makes a declaration to that effect. 

He operates an approved quality system for manufacturing, final 

production Inspection and testing (such as described In EN 29002) and Is 

subject to EC surveillance. He affixes the CE mark to the products and 

draws up a written declaration of conformity. The CE mark Is accompanied 

by the Identification symbol of the notified body which carries out the 

EC surveillance. 

- Module E EC declaration of conformity <product quality assurance) 

This module relates to the production phase only. It Is normally 

carried out in conjunction with an EC type examination, but may, In 

special cases, be carried out alone. The manufacturer satisfies himself 

that the type as described In the EC type examination certificate or with 

the essential requirements (when EC type examination Is not required 

under the Directive that apply to them and makes a declaration to that 

effect. He operates an approved quality system for final product 

Inspection and testing (such as described In EN 29003) under which all 

products are Individually examined and appropriately tested. He Is 

subject to EC surveillance and affixes the CE mark to the products and 

draws up a written declaration of conformity. The CE mark Is accompanied 

by the Identification symbol of the notified body which carries out the 

EC surveillance. 
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- Module F EC verification 

This module relates to the production phase only. It Is normally 

carried out In conJunction with an EC type examination, the notified body 

checks and attests that the products are In conformIty wIth the technical 

documentation (when EC type examination Is not requl red under the 

DIrect lve) or WIth the type as described !n the EC type examination 

certificate and, In both cases, that the products satisfy the 

requirements of the Directive that apply to them. The manufacturer may 

choose (within the limits set by the Directive) statistical verification 

provided he takes all the necessary measures to ensure that the 

manufactur lng process guarantees homogeneIty of product I on as we II as 

conformity to the technical documentation or to the type as described In 

the EC type examination. 

The notified body or the manufacturer, according to the provisions of the 

Directive, affixes the CE mark to the products and draws up a written 

certificate of conformity. The CE marl< Is accompanied by the 

Identification symbol of the notified body. 

-Module G EC Unit Verification 

This module relates to both the design and production phases. It Is 

norma I I y used for unit product I on or product I on In sma I I serIes. The 

notified body checks and attests that Individual products are In 

conformity with the requirements of the Directive that apply to it. The 

notified body affixes the CE mark to the products and draws up a written 

certificate of conformity. The CE marl< Is accompanied by the 

Identification symbol of the notified body. 

- Module H EC declaration of conformity (Full Quality Assurance) 

This module relates to both the design and production phases. The 

manufacturer ensures and declares that the products concerned satisfy the 

requirements of the Directive that apply to them. He operates an 
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approved quality system for design, manufacture and final product 

Inspect I on and testIng (such as descrIbed In EN 29001) . The DIrectIve 

may. In certain cases. require the manufacturer to reQuest a notified 

body to examine and approve the conformity of the design to the 

reQuirements of the Directive. He Is subject to EC surveillance and 

affixes the CE mark to the products and dr~ws u~ a written declaration of 

conformity. The CE mark is accompanied by the Identification symbol of 

the notified body which carries ~ut the EC surveillance. 

5. The notified bodies 

The Idea underlying the new approach Is that It Is desirable to limit 

direct Involvement by the public ad~lnlstratlons to that which Is 

absolutely necessary to ensure compliance with the essential reQuirements 

(as Is made clear In the general clause concerning placing on the market 

which appears In all the Directives). This prlnc!ple Is fully consistent 

with the fact that the authorities are still required to be responsible for 

surveillance of the market and of the use of the products; 

The various modules provide for the Involvement of bodies at different 

levels (type-examination. product surveillance. approval of Quality 

assurance. verification). The purpose of the Directives Is to define the 

general criteria which these bodies must satisfy In order to be deemed 

competent. It Is the task: of each Member State to desIgnate them and 

notify them to the Commission and to the other Member States. Where the 

notified bodies can demonstrate that they satisfy the criteria laid down In 

the European standards (EN 45 000 series); for example, the fact that are 

accredited means that are presumed to comply with the criteria laid down In 

the Directive. 

If they are unable to demonstrate that they meet the criteria, It Is then 

up the Member States to provide the Commission w!th equivalent proof. 
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This approach makes It possible to distinguish between the act of 

designation and the act of recognition of competence. the first being the 

acl<now I edged power of the aut nor l t I es to choose and the second en sur l ng 

that this choice Is objective and transparent. 

6. The CE mark 

The present situation concerning the affixing to products of Community 

marks In Directives is unsatisfactory and confusing. Community Directives 

have provided for a number of different Community marks over the years, 

which do not always have the same significance. Such confusion Is not 

conducive to an organised market. 

With the preparation of the first directives under the new approach 

provision was made for a single Community mark and It should therefore be 

adopted for all future comprehensive Community legislation. It should have 

the following shape In all language versions: 

CE 
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Application of the CE mark should be determined by the following 

criteria : 

- The mark should be reserved exclusively to indicate, for control 

purposes. conformity to directives which are comprehensive In nature and 

therefore replace completely ai I national legislation relating to Its 

scope; 

~The mark should signify 

manufacturer comply with 

or Indicate that the product and/or 

the essential requirements and that 

the 

the 

manufacturer (Importer) or third party has carried out the relevant 

conformity assessment operations so that the product may be placed on the 

market without restriction; 

-The mark should be affixed on the product. but specific Directive may 

allow the CE mark to be affixed to the packaging or the accompanying 

documentation; 

-The mark should relate to all the essential requirements which concern a 

given product. If the product Is covered by several Directives, the 

affixing of the mark will signify conformity to !lJ.. the Directives 

Involved. The person responsible for affixing the mark must ensure that 

all the Directives have been complied with. (These two requirements 

considerably reduce the problems of overlapping between Directives). 

-The mark should not Indicate the directives and/or standards to which a 

product conforms. The test reports and certificates should contain such 

Information (In an appendix. where appropriate). 

-The CE mark should not signify conformity to a particular conformity 

assessment procedure, even though It has to be affixed at the production 

phase of the assessment procedure only and not at the design phase. 

-Although the CE mark will not Indicate that a particular procedure has 

been followed, It Is advisable that when a third party Is Involved In one 
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of the modules of the production phase of a conformity assessmentprocedure, 

that third party should affix Its stamp/mark/seal next to the CE mark to so 

Indicate. 

- The mark should also be accompanied by the last two digits of the year In 

which It Is affixed. 

-Since the CE mark Is a sign of conformity to legislation, the natloanl 

marks of conformity to European or national standards therefore remain 

compatible. These national marks of conformity to standards cannot. 

howecre, Indicate conformity to Comunlty legislation; 

-The CE mark Is therefore the £nlt mark which can Indicate conformity to 

the comprehensive community Directives which replace all national 

regulatons on the subJect. This means that the CE mark replaces all 

national marks Indicating conformity to national regulations, which are 

no longer allowed (such as the GS mark In Germany). 

The Commission Intends to propose a Directive to the Council which will 

set down the conditions governing the use and protection of the mark and 

whIch w 1 II c I ear up some of the confusIon whIch has crept 1 nto recent 

legislation of this issue. 

1 t will a 1 so closely monItor market developments In connect Jon wl th the 

coexlsence of the CE mark and voluntary national marks which eventually 

would lose their reason to exist If they did not provide a further element 

of Quality In addition to that provided by community legislation. 

Sect lon Three THE IMPACT OF A GLOBAL APPROACH ON THE IMPLEMENTATION OF 

MUTUAL RECOGNITION OF NATIONAL REGULATIONS 

In Its Judgment In the "Cassis de DIJon" case the Court of Justice held that 
any product lawfully produced and marketed In a Member State must, In 

principle, be admitted to the market of every other Member State. 
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The significance of the words "In principle", as emphasised by the Commission 

In Its communication on the subject published In OJ No C 256, 3.10.1980, p. 2, 

comes from the fact that the Court accepts no exceptions to this rule, except 

under very strict conditions. Barriers to products originating In other 

Member States are only admissible If they are r:!ecessary to satisfy mandatory 

requirements, serve a purpose 111 the general Interest and are assent Ia I for 

the purpose to be attained. 

Experience has shown that It can sometimes be very difficult to demonstrate 

that a requirement Is neither necessary nor In the general Interest, nor 

essential when, say, the protection of helth and safety Is at Issue. 

This difficulty Is even more evident when, In addition to securing recognition 

of the equivalence of national regulations. It is a matter of establlsh!ng the 

credibility of proofs of conformity to those regulations or, rather, the 

credibility of those providing those proofs(1). 

The object of all the measures undertaken and advoca~ed In Section One of this 
chapter is to ensure the full Implementation of the principle of mutual 

recognition; they seek to create a situation where the certification bodies 

and laboratories that are authorized to attest the conformity of products to 

national regulations are designated or accredited according to objective 

criteria of transparency and competence and where the operation of such bodies 

also meets these criteria. Thus, the aim Is to make mandatory mutual 

recognition ful !y applicable. with no possibility of this being disputed by 

the national authorities. 

Similarly. the harmonization of conformity assessem~nt procedures as advocated 

under the modular approach will Inevitably have an Influence on the procedures 

laid down In non-harmonized national regulations. Directive 83/189 Is the 
appropriate Instrument to ensure that this Is done In a systematic way. 

(1) In Its Judgment of 17 December 1981 In the "Biologlsche Producten" case. 
the Court stressed that the national public authorities are not entitled 
unnecessarily to require tests to be carried out that have already been 
performed In another Member States, The need to repeat tests therefore 
appears to Imply lack of confidence In the person or body performing 
them. 
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TUE NEED FOR A NEW EUROPEAN ORGANISATION FOR CERTIFICATION AND 

TESTING 

The measures set out In Section One of this chapter are to do wl~h the 

mechanisms that can serve to generate the necessary confidence In the 

competence of operators In the field of conformity assessment. That 

confIdence Is assent I a I In order for mutua I reeogn It ton to work. In areas 

which are not covered by the provisions or Article 36 and which Involve 

private activities carried out on a contractual basts, mutual recognition 

cannot be Imposed by legislation. Consequently, the only way to eliminate 
certification systems Is through cooperation at European level between bodies 

and laboratories- as has been done In the ease of standardlzaton activity­

lnorder to establish common systems for certification and the recognition of 
test results. 

A need was therefore felt In various quarters for a flexible and non­

bureaucratic structure In Europe which would draw the various elements 

together and constitute a focal point for all Interested parties. 

Such an Infrastructure must be able to provide Information, experience, and a 

framework within which appropriate structures and agreements for the different 

Industrial sectors can be negotiated. It should also provide a coherent 

environment capable of reassuring consumers. users and public authorities that 

the requisite levels of quality and safety are being met. 

Apart from a few Isolated sectoral agreements. such as the CCA, CECC and HAR 

within CENELEC and two CENCER systems within CEN, there Is at present an 

Institutional vacuum at European level In the testing. certification and 

Inspection field, which Is In sharp contrast to the situation In respect or 

standardization. The Community's Immediate task Is to ensure that this vaccum 

Is f I lied. 

In line with the separation of responsibilities between the private and public 

sectors required by the new approach, this task should be assigned to the 
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prJvate sector rather than to the public authorltl~s. political control of the 
national and Community authorities must not be affected. 

In January 1988 the Commission services published a consultative document on 

the future organisation In this field, In order to gather reactions to the 

baste conditions which they considered were Indispensable to the launching of 

such a proJect. 

On this basis the Commission decided to organize a large-scale Symposium In 

Brussels In June 1988 on the theme of organising testing and certlflctlon for 

Europe, which brought together some 800 participants, 

The Symposium conclusions confirmed the need for such an Infrastructure If the 

achievement of the Internal Market Is to have any real significance for the 

free movement of goods within the Community. 

Such an Infrastructure would also provide the common technical basis that Is 

Indispensable for the negotiation of mutual recognition agreements with non­

Community partners. 

The existence of such an Infrastructure could also play an Important role In 

fac Ill tat lng the admln lstrat I on of EEC leg! s I at I on, by prov I d lng a common 

technical basts for future the Directives for the regulated sectors. 

In accordance with the broad guidelines agreed In consultation with the 

representatives of national governments and confirmed by the Symposium 

conclusions, the Commission asked CEN/CENELEC to establish the necessary 

contacts with all the Interested parties. In order to draw up a list of 

priority areas where sectoral work should be started. to make proposals on how 

the sectoral committees could be organized, and to reflect on appropriate ways 

In which the coordinating structure could be supported by CEN/CENELEC. 

S I nee the Sympos I urn In June 1988, work has gone on wIthIn CEN/CENELEC to 
devise appropriate answers to these questions. This has led to the 

formulation of a proposal for a more general restructuring of testing, 

53 



- 43 -

certification and Inspection activities at European level round the present 

CEN/CENELEC structure, whilst ensuring a certain degree of autonomy for these 

activities from the conventional standardizing activities of these 

organisations. 

The Commission considers that It has a responsibility In this matter for 

properly discharging the supervisory function~ conferred en It by the Treaty 

In resspect of any activity liable to have a bearing on the completion of the 

Internal Mar!cet 
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CHAPTER V 

EXTERNAL ASPECTS OF THE GLOBAL APPROACH 

The adoption by the Community of the global approach, which provides clear and 

objective means of assessing the competence and responsibilities of testing, 

certification and Inspection bodies. should considerably facilitate the 

relations between the Community and Its International partners In this area. 

The strengthening of confidence through the structures to be establ !shed 

within the Community will In turn generate greater confidence In dealings with 

the non-Community countries, either through the relevant International 

organizations or on a bilateral basis. 

1. Guiding prln~~ 

The starting point for the Community Is. of course, Its commitments In GATT 

under the Agreement on Technical Barriers to Trade. The Community will 

continue to grant non-discriminatory access to Its conformity assessment 

procedures to products originating In third countries. Under Community law 

any product, Including one originating In a third country, which has been 

!awfully marketed In one Member State wll i be able to circulate freely 

within the Community as a whole. The reinforcement of mutual confidence 

resulting from the adoption of the global approach will enable this free 

movementto operate more effectively for products subject to conformity 

assessment procedures. for both third country and community goods. 

As regard recognition by the Community of non-Community declarations, 

tests, reports, certificates or marks of conformity, the GATT Agreement on 

Technical Barriers to Trade does not lay down binding obligations, although 

Its Article 5.2 requires parties "where possible" to accept such 
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declarations, tests and certificates from other parties, subject to 

bilateral negotiations to·ensure "a mutually satisfactory understanding". 

The Community Is prepared, In accordance with this undertaking. to conclude 
agreements for mutual recognition of tests, reports, certificates and marks 

provided that the following conditions are met : 

-The technical competence of the non-Commun·lty partner Is adequate: 

The Community will be concerned to ensure that tests or Inspections 

carr led out by a non-Community body will offer the same guarantees as 

those located within the Community. This would normally require the use 
of common evaluation criteria (EN 45000 series) based on International 

standards, and would be further facilitated by the use of common 

standards or technical regulations for the products concerned. It would 

also be necessary to ensure that both sides offered equivalent safeguards 

with regard to the continued technical competence of their testing, 

certification and Inspection bodies. 

- The mutual benefits flowing from the agreement are equivalent and 

guaranteed In an Identical manner. The Community will wish to be 

satisfied that the practical results of any agreement. In terms of ease 

of access to the market, are the same for both sides; for Instance, It 

would be difficult to accept that one party to the agreement did not 

reduce Its administrative requirements In respect of conformity 

assessment for placing products on the market as a result of the 

agreements. 

-The agreement Is limited to the testing, certification and Inspection 

activity of designated bodies. Since these arrangements are based upon 

confidence In particular bodies. their scope needs to be carefully 

defined. They cannot be automatically extended to Include third parties 

by further agreements on mutual recognition without the consent of the 

parties to the original agreement. 
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2. Procedures 

The parties Involved In the negotiation of mutual recognition agreements 

and the procedure for such negotiations will differ according to whether 

the products concerned are subJect to government regulation or not . 

. a> Products subject to 'leglslat lon 

International agreements between governments on the mutual recognition 

of test reports or certificates, although they seek to ensure that the 

public policy obJect lves of technical leglslat lon are achieved, are 

primarily Intended to promote International trade, and therefore are a 

matter of common commercial policy under Article 113 of the Treaty. T~1e 

negotiation and conclusion of such agreements with third countries for 

products subJect to lawfully enforced conformity assessment systems Is 

therefore the responsibility of the Community. 

Moreover, the obligation for Member States under Community law to accept 

products, Including third country products, lawfully marketed In another 

Member State means that the conditions of access to an Integrated 

Community market cannot be determined by agreements with third countries 

concluded by Individual Member States. In this context. the technical 
bodies within the new European Organization for Testing and 

Certification will need Increasingly with time, to draw up common codes 

of practice or rules for conformity assessment. 

It follows that mutual recognition agreements for products subJect 

either to Community or national technical regulations will be negotiated 

by the Commission on behalf of the Community, advised by representatives 

of the Member States In the normal way. (Negotiations of this kind are 

due to be opened shortly for example, In respect of the mutual 

recognition of Good Laboratory Practice verification between the 

CommunIty and OECD member count r I es). In the case of products not 

subject to Community legislation. any Member State wishing to benefit 
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from a mutua I recognItIon agreement must Inform the Comm Iss Jon whIch 

will then obtain negotiating directives from the Council for a 

Community-level agreement with the third country concerned. The 

Commission recognizes that this activity will represent a considerable 

additional demand on Its resources and Intends to explore with the 

Member States ways In which national technical expertise can be made 

available to the Community for these negotiations. 

b) Products not subject to legislation 

Where, In the absence of legislation, testing, certification or 

Inspection bodies outside the Community wish to participate In voluntary 

mutual recognition agreements under the global approach, they should be 

permitted to do so prov.lded that they fulfil the same conditions of 
competence as their counterparts In the Community. The participants In 

the Community agreements can satisfy themselves that this Is the case, 

and establish their own rules for the extension of the agreements. 
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Proposal 

for a Council Decision 

concerning the modules for the various phases of the conformity assessment 

procedures which are Intended to be used In the technical harmonization 

directives 

THE COUNCIL OF THE EUROPEAN COMMUNITIES, 

Having regard to the Treaty establishing the European Economic Community, and 

In particular Article 100a thereof, 

Having regard to the proposal from the Commlsslon<1>, 

In cooperation with the European Parllament<2>, 

Having regard to the opinion of the Economic and Social Commlttee(3), 

Whereas the Introduction of harmonized methods for the assessment of 

conformity and the adoption of a common doctrine for their Implementation Is • 

likely to facilitate the adoption of future technical harmonization directives 

the placing on the market of Industrial products and thus be conducive to the 

completion of the Internal market by 31 December 1992; 

(1) OJ No C 
(2) OJ No C 
(3) OJ No C 
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HAS ADOPTED THIS DECISION 

Sole Article 

The modules for the various phases of the procedures for conformity assessment 

which are to be used In the technical harmonization directives relating to the 

marketing of Industrial products will be chosen from among those I ISted In the 

annex to this Decision and In accordance with the criteria set out therein. 

For the Counc I I 

THE PRESIDENT 
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ANNEX TO THE PROPOSAL FOR 

A COUNCIL DECISION 

Conformity assessment procedur-es 

In the technical harmonization Directives 

1. General guidelines 

The principal guidelines for the use of conformity assessment procedures In 

technical harmonization Directives are the following: 

a) the essential obJective of a conformity assessment procedure Is to give 

to the users, consumers and public authorities, the assurance that 

products placed on the market conform to the various requirements 

expected of them as these are expressed In the provisions of the 

Directives; 

b) conformity assessment can be subdiVIded Into modules which relate to the 

control of the design phase of products or to the control of their 

production phase; In certain specific cases these two functions are so 

Inseparable they must be combined to constitute a module (e.g. modules 

A, G and H); 

c) as a general rule a product should undergo a control In both phases 

before being able to be placed on the market If the results are 

positive; 
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d) there are a variety of modules which cover the two phases In a variety 

of ways. The Directives shall set the range of possible choices which 

can be considered by the Council to give the public authorities the 

acceptable 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 

Importance of production etc ..• 

f) the Directives will set out the requirements governing the conditions 

In which the manufacturer makes his choice as to the most appropriate 

modules for his production; 

g) the Directives should, 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 an acceptably high level 

of protection, as laid down by the ess~ntlal requirements; the 

directives should avoid Imposing unnecessarily modules which would be 

too onerous relative to the objectives of the Directive concerned; 

h) not If led bod les should be encouraged, whenever poss lb le, to apply the 

modules without undue burden for the economic operators In order to 

ensure consistent Interpretation and application of the modules. The 

European Organisation for Testing and Certification or, In Its absence, 

the Commission will organise close cooperation between the notified 

bodies; 

I) whenever Directives provide the possibility for the manufacturer to use 

qual lty assurance techniques, they must also wherever possible provide 

for the posslbl llty of recourse to product certification; 
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J) for the purposes of operating the various modules, Member States shall 

notify only competent bOdies which comply with the requirements of the 

Directives; bodies accredited to apply the EN 45000 series or which can 

produce documentary evidence that they conform to the EN 45000 series 

shall be considered to conform to the requirements of the Directives. 

Member States which do not notify accredited bodies shall be Invited to 

produce the documentary evidence that they conform to the requirements 

of the Directive; 

I<) lists of notified bodies shall be published by the Commission In the 

OJEC and constantly updated; 

I) the CE mark (accompanied, wherever appropriate, by the Identification 

symbol of the third party Involved In the control of the production 

phase) sha II be affIxed to show that the product I on phase has been 

carried out satisfactorily only having regard to the requirements of the 

Directives. 
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II- Modules for conformity assessment 

Explanatory notes 

Specific directives may allow the CE mark to be affixed to the packaging or 

the accompanying documentation, Instead of to the product Itself. 

The declaration of conformity or the certificate of conformity (whichever; 

of the two applies In the directive concerned) shall cover either 
Individual or several products and shall either accompany the product(s) 

covered or be kept by the manufacturer. The appropriate solution for the. 

directive concerned will be specified. 

References to articles refer to the standard paragraphs of Annex II B of 

the Council Resolution of 7 May 1985 (OJ N° C 13611 of 4 June 1985), and 

which have become standard articles In the New Approach Directives. 

The development of computerized telecommunications as a means I of 

publication of certificates Issued by notified bodies I Is envisaged within' 

INS IS. 

Specific directives may use modules A, c and H with additional sections 

containing supplementary requirements (which figure In the boxes In the 

modules). 

Modules C and D are designed to be used In combination with module B (EC 

type examination). Modules E and F will also normally be used In 

combination with module B; however, In special cases (for example when 

dealing with certain products of very simple design and construction) they 

may be used on their down. 
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Module A EC declaration of conformity 

1. The EC declaration of conformity Is the procedur~ whereby the manufacturer 

or his authorized representative established within the Community ensures 

and declares that the products concerned satisfy the reQuirements of the 

directive that apply to them. The manufacturer shall affix the CE mark to 

each product and draw up a written declaration of conformity. 

2. The manufacturer shall establish the technical documentation described In 
paragraph 3 and he or his authorized representative established within the 

Community shall keep It for a period ending at least 10 years(1) after the 

last product has been manufactured at the disposal of the relevant national 
authorities for Inspection purposes. 

Where neither the manufacturer nor his authorized representative Is 

established within the Community, the obligation to keep the technical 

documentation a.vallable shall be the responsibility of the person who 

places the product on the Community market. 

3. The technical documentation shal I enable understanding of the design, 

manufacture and operation of the product, and shall enable assessment of 

conformity with the requirements of the directive. 

The documentation shall contain so far as relevant for assessment: 

-a general description of the product 

-conceptual design and manufacturing drawings and schemes of components, 

sub-assemblies. circuits, etc. 

-descriptions and explanations necessary for the understanding of said 

drawings and schemes and the operation of the product 

-a list of the standards referred to In Article 5, applied In full or In 

part, and descriptions of the solutions adopted to meet the essential 
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requirements of the directive where the standards referred to In 
Article 5 have not been applied 

- results of design calculations made, examinations carried out, etc 

- test reports. 

4. The manufacturer shal I take all measures necessary In order that the 

manufacturing process shall ensure compliance of the manufactured products 

with the technical documentation referred to In paragraph 2 and with the 

requirements of the directive that apply to them. 

(Possible supplementary requirements) 

For each product manufactured one or more tests on one or more 
specific aspects of the product shall be carried out by the 
manufacturer or on his behalf(2). The tests shall be carried out In 
the presence of a not If led body, chosen by the manufacturer. or by 
that notified body. 

A notIfIed body chosen by the manufacturer sha II carry out or have 
carried out product checks at random Intervals. An adequate sample of 
the final products, taken on site by the notified body, shall be 
examined and appropriate tests as set out In the relevant standard(s} 
referred to In article 5, or equivalent tests, shall be carried out to 
check the conformity of the production output with the relevant 
requirements of the directive. In those cases where one or more of the 
products checked do not conform the notified body shall take 
appropriate measures. 

The product checking shall use the following elements: 

(Relevant elements shall be specified here such as for example the 
statistical method to be applied, the sampling plan with Its 
operational characteristics, etcPtera.) 
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Module B EC type exam1natlon 

1. The EC type examination Is that part of the procedure by which a notified 

body ascertains and attests that a specimen, representative of the 

production planned, meets the provisions of the directive that apply to lt. 

2. The application for the type 

manufacturer or his authorized 

Community with a notified body. 

The application shall Include 

examination shall be lodged by 

representative established within 

the 

the 

-the name and address of the manufacturer and, If the application Is 

lodged by the authorized representative, his name and address In addition 

-a written declaration that the application has not been lodged with any 

other notified body 

-the technical documentation, as described In paragraph 3. 

The applicant shall place at the disposal of the notified body a specimen, 

representative of the production envisaged and hereinafter called 

"type"(3). The notified body may reQuest further specimens If needed for 

carrying out the test programme. 

3. The technical documentation shal I enable understanding of the design, 

manufacture and operation of the product, and shall enable assessment of 

conformity with the reQuirements of the directive. 

The documentation shall contain so far as relevant for assessment: 

-a general description of the type 

-conceptual design and manufacturing drawings and schemes of components, 

sub-assemblies, circuits, etc. 
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-descriptions and explanations necessary for ·the understanding of said 

drawings and schemes and t.he operat lon of the product 
-a list of the standards referred to In Article 5, applied In full or In 

part, and descriptions of .the solutions adopted to meet the essential 

requirements where the standards referred to In Article 5 have not been 

applied 

-results of design calculations made, examinations carried out. etc. 

- test reports. 

4. The notified body shall, 

4.1. examine the technical documentation, verify that the type has been 

manufactured In conformity with the technical documentation and 

Identify the elements which have been designed In accordance with the 

relevant provisions of the standards referred to In Article 5, as well 
as the elements which have been designed without applying the relevant 

provisions of those standards; 

4.2. perform or have performed the appropriate examinations and necessary 

tests to check whether, where the standards referred to In Article 5 

have not been applied, the solutions adopted by the manufacturer meet 

the essential requirements of the directive; 

4.3. perform or have performed the appropriate examinations and necessary 

tests to cheek whether, where the manufacturer has chosen to apply the 

relevant standards, these have been applied effectively; 

4.4. agree with the applicant the location where the examinations and 

necessary tests shall be carried out. 

5. Where the type meets the provisions of the directive, the notified body 

shall Issue an EC type examination certificate to the applicant. The 

certificate shall contain the name and address of the manufacturer, 
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conclusions of the examination, conditions for Its validity and the 

necessary data for Identification of the approved type. 

The relevant parts of the technical documentation shal I be annexed to the 

certificate and a copy kept by the notified body. 

6. The applicant shall keep the notified body that has Issued the EC type 

examination certificate Informed of any ·modification to the approved 

product. 

Modifications to the approved product must receive additional approval from 

the notified body that Issued the EC type examination certificate where 

such changes may affect the conformity with the essential requirements or 

the prescribed conditions for use of the product. This additional approval 

Is given In the form of an addition to the original EC type examination 

certificate. 

7. Each notified body shall publish periodically the relevant Information 

concerning 

-the applications for EC type examination received 

- the EC type examination certificates and additions Issued 

-the EC type examination certificates and additions refused 

-the EC type examination certificates and additions withdrawn 

8. The other notified bodies may receive copies of the EC type examination 

certificates and/or their additions. The annexes to the certificates shall 

be kept at the disposal of the other notified bodies. 
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Module c EC declaration of conformity to type 

1. This declaration of conformity Is that part of the procedure whereby the 

manufacturer ensures and declares that the products concerned are In 

conformity with the type as described In the EC type examination 

certificate and satisfy 'the requirements of the directive that apply to 

them. The manufacturer shall affix the CE mark to each product and draw up 

a written declaration of conformity. 

2. The manufacturer shal 1 take all measures necessary In order that the 

manufacturing process shall ensure compliance of the manufactured products 

with the type as described In the EC type examination certificate and with 

the requirements of the directive that apply to them. 

(Possible supplementary requirements) 

A not If led body chosen by the manufacturer sha I I carry out or have 
carried out product checks at random Intervals. An adequate sample Of 
the final products, taken on site by the notified body, shall be 
examined and appropriate tests as set out In the relevant standard(s) 
referred to In article 5, or equivalent tests, shall be carried out to 
check the conformity of the production output with the relevant 
requirements of the directive. In those cases where one or more of the 
products checked do not conform the notified body shall take 
appropriate measures. 

The product checking shall use the following elements: 

(Relevant elements shall be specified here such as for example the 
statistical method to be appl led, the sampl lng plan with Its 
operational characteristics, etcetera.) 

Module D EC declaration of conformity to type (production Quality Assurance> 

1. This declaration of conformity Is that part of the procedure whereby the 

manufacturer who satisfies the obligations of paragraph 2 ensures and 
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declares that the products concerned are In conformity with the type as 

described In the EC type ex.amlnatlon certificate and satisfy the 

reQuirements of the directive that apply to them. The manufacturer shall 

affix the CE mark to each product and draw up a written declaration of 

conformIty. The CE mark sha II be aeeompan led by the I dent If I eat I on symbo I 

of the notified body responsible for EC surveillance. 

2. The manufacturer shall operate an approved Quality system for production, 

final product Inspection and testing as specified In paragraph 3 and shall 

be subject to EC surveillance as specified In par~graph 4. 

3. Quality system 

3.1. The manufacturer shall lodge an applleat Jon for assessment of his 

ouallty system with a notified body. 

The application shall Include 

-all relevant Information for the product category envisaged 

-the QUality system's documentation 

-an undertaking to carry out the obligations arising from the Quality 

system as approved 

-an undertaking to maintain the QUality system as approved to ensure 

Its continuing suitability and effectiveness 

-If applicable. the technical documentation of the approved type and 

a copy of the EC type examination certificate. 
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3.2. The quality system shall ensure compliance of the products with the 

type as described In the EC type examination certificate and with the 

requirements of the directive that apply to them. 

All the elements, requirements and provisions adopted by the 

manufacturer shall be documented In a systematic and orderly manner In 

the form of written policies, procedures and Instructions. This 

quality system documentation shall ensure a common understanding of 

the quality programmes, plans, manuals, and records. 

It shal I contain In particular an adequate description of 

-the qual lty objectives and the organizational structure, 

responsibilities and powers of the management with regard to product 

quality, 

-the manufacturing, quality control and quality assurance techniques, 

processes and systematic actions that will be used, 

-the examinations and tests that will be carried out before, during 

and after manufacture, and the frequency with which theY will be 

carried out, 

-the means to monitor the achievement of the required product quality 

and the effective operation of the qual lty system. 

3.3. The notified body shall assess the quality system to determine whether 

It satisfies the requirements referred to In paragraph 3.2. It shall 

presume 

systems 

conformIty wIth 

that Imp I ement 

these 

the 

requirements In respect of qual lty 

relevant harmonized standard (4). 

The assessment team shall have at least one member experienced as an 

assessor In the product technology concerned. The evaluation procedure 

shall Include an assessment visit to the manufacturer's premises. 
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The decision shall be notified to the manufacturer. The notification 

shall contain the conclusions of the examination and the reasoned 

assessment decision. 

3.4. The manufacturer or his authorized representative shall keep the 

notified body that has approved the quality system Informed of any 

Intended updating of the quality system. 

The notified body shall evaluate the modifications proposed and decide 

whether the amended quality system will still satisfy the requirements 

referred to In paragraph 3.2. or whether a re-assessment Is required. 

It shall notify Its decision to the manufacturer. The notification 

shall contain the conclusions of the examination and the reasoned 

assessment decision. 

4. EC surveillance 

4.1. The purpose of EC surveillance Is to make sure that the manufacturer 

duly fulfils the obligations arising out of the approved quality 

system. 

4.2. The manufacturer shall allow the notified body 

Inspection purposes to the locations of manufacture. 

testing, and storage and shall provide It with 

Information, In particular 

-the quality system documentation 

entrance for 

Inspect I on and 

all necessary 

-the quality records, such as Inspection reports and test data, 

calibration data, qualification reports of the personnel concerned, 

etc. 
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4.3. The notified body shall periodically (5) carry out audits to make sure 

that the manufacturer maintains and applies the quality system and 

shall provide an audit report to the manufacturer. 

4.4. Additionally the notified body may pay unexpected visits to the 

manufacturer. During such visits full or reduced audits may be carried 

out by the notified body. The notified body shall provide a visit 

report and, If applicable, an audit report to the manufacturer. 

5. Each notified body shall publish periodically the relevant Information 

concerning the quality system approvals Issued and withdrawn. 

Module E : EC declaration of conformttr (product Qualttr Assurance) (S) 

1. This declaration of conformity Is that part of the procedure whereby the 

manufacturer who satisfies the obligations of paragraph 2 ensures and 

declares that the products concerned [are In conformitY with the type as 

described In the EC type examination certificate and] satisfy the 

requirements of the directive that apply to them. The manufacturer shall 

affIx the CE mark to each product and draw up a wrItten dec I a rat I on of 

conformity. The CE mark shall be accompanied by the Identification symbol 

of the notified body responsible for EC surveillance. 

2. The manufacturer shall operate an approved quality system for final product 

Inspection and testing as specified In paragraph 3 and shall be subject to 

EC surveillance as specified In paragraph 4. 

3. Quality system 

3.1. The manufacturer sha II lodge an appllcat ion for assessment of his 

quality system with a notified body, 
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The application shall Include 

-all relevant Information for the product category envisaged 

- the qual lty system's documentation 

-an undertaking to carry out the obligations arising from the quality 

system as approved 

-an undertaking to maintain the quality system as approved to ensure 

Its continuing suitability and effectiveness. 

-If applicable, the technical documentation of the approved type and 

a copy of the EC type examination certificate. 

3.2. Under the quality system each product shall be examined and 

appropriate tests as set out In the relevant standard(s) referred to 

In article 5 or equivalent tests shall be carried out In order to 

ensure Its conformity with the relevant requirements of the directive. 

All the elements, requirements and provisions adopted by the 

manufacturer shall be documented In a systematic and orderly manner 

In the form of written policies, procedures and Instructions. This 

qua II ty system documentatIon sha II ensure a common understan~ lng of 

the quality programmes. plans, manuals, and records. 

It shall contain In particular an adequate description of 

-the quality objectives and the organizational structure, 

responsibilities and powers of the management with regard to product 

QUa II ty, 

-the examinations and tests that will be carried out after 

manufacture 

-the means to monitor the effective operation of the quality system. 
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3.3. The notified body shall assess the quality· system to determine whether 

It satisfies the requirements referred to In paragraph 3.2. It shall 

presume conformity with these requirements In respect of qual lty 

systems that Implement the relevant harmonized standard(7). 

The assessment team shall have at least one member experienced as an 

assessor In the product technology concerned. The evaluation procedure 

shall Include an assessment visit to the manufacturer's premises. 

The decision shall be notified to the manufacturer. The notification 

shall contain the conclusions of the examination and the reasoned 

assessment decision. 

3.4. The manufacturer or his authorized representative shall keep the 

notified body that has approved the quality system Informed of any 

Intended updating of the quality system. 

The notified body shall evaluate the modifications proposed and decide 

whether the amended quality system will still satisfy the requirements 

referred to In paragraph 3.2. or whether a re-assessment Is required. 

It shall notify Its decision to the manufacturer. The notification 

shall contain the conclusions of the examination and the reasoned 

assessment decision. 

4. EC surveillance 

4.1. The purpose of EC surveillance Is to make sure that the manufacturer 

duly fulfils the obligations arising out of the approved quality 

system. 

4.2. The manufacturer 

Inspection purposes 

storage, and sha I I 

particular 

shall allow the notified body entrance for 

to the locations of Inspection, testing and 

provIde It wIth a II necessary InformatIon. In 
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-the quality system documentation 

-the technical documentation 

- the qual lty records, such as Inspection reports and test data, 

calibration data, qual lflcatlon reports of the personnel concerned, 

etc. 

4.3. The notified body shall periodically (8) carry out audits to make sure 

that the manufacturer maintains and applies the quality system and 

shall provide an audit report to the manufacturer. 

4.4. Additionally the notified body may pay unexpected visits to the 

manufacturer. During such visits full or reduced audits may be carried 

out by the notified body. The notified body shall provide a visit 

report and, If applicable, an audit report to the manufacturer. 

5. Each notified body shall publish periodically the relevant Information 

concerning the quality system approvals Issued and withdrawn. 

Module F EC verification (6) 

1. The EC verification Is that part of the procedure whereby a notified body 

checks and attests that the products concerned I are In conformity with the 

type as described In the EC type examination certificate and I satisfy 

the requirements of the directive that apply to them. 

2. The manufacturer shal I take al 1 measures necessary In order that the 

manufacturing process ensures conformity of the products [with the type as 

described In the EC type examination certificate and] with the requirements 

of the directive that apply to them. 

77 



- 18 -

3. The EC verification may be carried out, at the choice of the manufacturer, 

by examination and testing of every Individual product as specified In 

paragraph 4, or by examination and testing of the products on a statistical 

basis as specified In paragraph 5(9). 

4. Verification by examination and testing of every Individual product 

4.1. All products shall be Individually examined and appropriate tests as 

set out In the relevant standard(s) referred to In article 5 or 

equivalent tests shal I be carried· out In order to verifY their 

conformity with [the type as described In the EC type examination 

certificate and] the requirements of the directive that apply to them. 

4.2. The notified body shall affix the CE mark to each approved product and 

draw up a written certificate of conformity. The CE mark shall be 

accompanied by the Identification symbol of the notified body. 

5. Statistical verification 

5.1. The manufacturer shall present his products In the form of homogeneous 

lots and shall take all measures necessary In order that the 

manufacturing process ensures homogeneity of each lot produced. 

5.2. If appropriate the manufacturer may affIX the CE mark: to each 

product(10) during the manufacturIng process. The CE mark shall be 

accompanied by the Identification symbol of the notified body 

responsible for the statistical verification. 

5.3. All products shall be available for verification In the form of 

homogeneous lots. A random sample shall be drawn from each lot. 

Products In a sample shall be Individually examined and appropriate 

tests as set out In the relevant standard(s) referred to In article 5, 

or equivalent tests. shalt be carried out to ensure their conformity 
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with the relevant requirements of the directive and to determine 

acceptance or rejection of the lot. 

5.4. The statistical procedure shall use the following elements: 

(Relevant elements shall be specified here such as for example the 

statistical method to be applied, the sampling plan with Its 

operational characteristics, etcetera.) 

5.5. If a lot Is accepted the notified body shall draw up a written 

certificate of conformity. All products In the lot may be put on the 

market except those products from the sample that were found not to be 

In conformIty. 

If a lot Is reJected the notified body or the competent authority 

shall take appropriate measures to prevent the putting on the market 

of that lot. In the event of frequent reJection of lots the notified 

body may suspend the statistical verification. 

Module G EC unit verification 

1. The EC unit verification Is the procedure whereby a notified body checks 

and attests that the product concerned Is In conformity with the 

requIrements of the dIrectIve that app I y to It. The notIfIed body sha II 

affix the CE mark to the product and draw up a written certificate of 

conformity. The CE mark shall be accompanied by the Identification symbol 

of the notified body. 

2. The product shall be examined and appropriate tests as set out In the 

relevant standard(s) referred to In article 5, or equivalent tests, shall 

be carried out to ensure Its conformity with the relevant requirements of 

the directive. 
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3. Technical documentation shall be made available to the notified body and 

shall contain, so far as relevant for the assessment: 

-a general description of the product 

-conceptual design and manufacturing drawings and schemes of components, 

sub-assemblies, circuits, etc. 

-descriptions and explanations necessary for the understanding of said 

drawings and schemes and the operation of the product 

-a list of the standards referred to In article 5, applied In full or In 

part, and descriptions of the solutions adopted to meet the essential 

requirements of the directive where the standards referred to In article 

.5 have not been applied 

-results of design calculations made, examinations carried out, etc 

- test reports. 

Module H EC declaration of conformity (full Quality Assurance) 

1. This declaration of conformity Is the procedure whereby the manufacturer 

who satisfies the obligations of paragraph 2 ensures and declares that the 

products concerned satisfy the requirements of the directive that apply to 

them. The manufacturer shall affix the CE mark to each product and draw up 
-

a written declaration of conformity. The CE mark shall be accompanied by 

the Identification symbol of the notified body responsible for the EC 

surve II I ance. 

2. The manufacturer shall operate an approved quality system for design, 

manufacture and final product Inspection and testing as specified In 

paragraph 3 and shal I be subject to EC surveil lance as spec~fled In 

paragraph 4. 
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3. Quality system 

3.1. The manufacturer shall I odge an app I I cat I on for assessment of hIs 

quality system with a notified body. 

The application shall Include: 

-all relevant Information for the product category envisaged 

-the quality system's documentation 

-an undertaking to carry out the obligations arising from the quality 

system as approved 

-an undertaking to maintain the quality system as approved to ensure 

Its continuing suitability and effectiveness. 

3.2. The quality system shall ensure compliance of the products with the 

requirements of the directive that apply to them. 

All the elements, requirements and provisions adopted by the 

manufacturer shall be documented In a systematic and orderly manner In 

the form of written policies, procedures and Instructions. This 

quality system documentation shall ensure a common understanding of 

the quality policies and procedures such as quality programmes, plans, 

manuals, and records. 

It shall contain In particular an adequate description of 

-the quality objectives and the organizational structure, 

responsibilities and powers of the management with regard to design 

and product quality, 

-the technical design specifications, Including standards, that will 

be applied and, where the standards referred to In article 5 will 

not be applied In full, the means that will be used to ensure that 

the essential requirements of the directive that apply to the 

products will be met, 
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-the design control and design verification techniques, processes and 
systemat lc act Ions that will be used when des lgn lng the products 

pertaining to the product category covered, 

- the corresponding manufactur lng, quail ty control and qua llty 

assurance techniques, processes and systematic actions that will be 

used, 

-the examinations and tests that will be carried out before, during, 

and after manufacture, and the frequency with which they will be 

carried out, 

- the means to monitor the achievement of the required design and 
product quality and the effective operation of the quality system. 

3.3. The notified body shall assess the quality system to determine whether 

It satisfies the requirements referred to In paragraph 3.2. It shall 

presume comp I lance wl th these requl rements In respect of qua II ty 

systems that Implement the relevant harmonized standard(11). 

The assessment team shall have at least one member experienced as an 
assessor In the product technology concerned. The evaluation procedure 

shall Include an assessment visit to the manufacturer's premises. 

The decision shall be notified to the manufacturer. The notification 

shall contain the conclusions of the examination and the reasoned 

assessment decision. 

3. 4. The manufacturer or hIs author I zed representatIve sha I I keep the 
not If led body that has approved the qua II ty system Informed of any 

Intended updating of the quality system. 

The notified body shall evaluate the modifications proposed and decide 

whether the amended quality system will still satisfy the requirements 

referred to In paragraph 3.2. or whether a re-assessment Is required. 
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It shall notify Its decision to the manufacturer. The notification 

shall contain the conclusions of the examination and the reasoned 

assessment decision. 

4. EC surveillance 

4.1. The purpose of EC surveillance Is to make sure that the manufacturer 

duly fu If lis the ob II gat Ions ar Is lng out of the approved qua II ty 

system. 

4.2. The manufacturer shall allow the notified body entrance for Inspection 

purposes to the locations of design, manufacture, Inspection and 

testing, and storage, and shall provide It with all necessary 

Information, In particular 

-the quality system documentation 

- the qua II ty records as foreseen by the des lgn part of the QUa II ty 

system, such as results of analyses, calculations, tests, etc 

-the quality records as foreseen by the manufacturing part of the 

quality system, such as Inspect Jon reports and test data, 

calibration data, qualification repports of the personnel concerned, 

etc. 

4.3. The notified body shall perlodlcally(12) carry out audits to make sure 

that the manufacturer maintains and applies the quality system and 

shall provide an audit report to the manufacturer. 

4.4 Additionally the notified body may _pay unexpected visits to the 

manufacturer. During such visits full or reduced audits may be carried 

out by the notified body. The notified body shall provide a visit 

report and, If applicable, an audit report to the manufacturer. 

5. Each notified body shall publish periodically the relevant Information 

concerning the quality system approvals Issued and withdrawn. 

(Possible supplementary requirements) 
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Design examination 

1. The manufacturer shall lodge an appllcat lon for examlnat Jon of the 

design with a single notified body. 

2. The application shall enable understanding of the design, manufacture 

and operation of the product, and shall enable assessment of conformity 

with the requirements of the directive. 

I t sha I I Inc I ude 

-the technical design specifications, Including standards, that have 

been applied, 

-the necessary supporting evidence for their adequacy, In particular 

where the standards referred to In article 5 have not been applied In 

full. This supporting evidence shall Include the results of tests 

carried out by the appropriate laboratory of the manufacturer or on 

his behalf. 

3. The not If led body sha II examine the app II cat I on and where the des tgn 

meets the provisions of the directive that apply to It shall Issue an EC 

design examination certificate to the applicant. The certificate shall 

contain 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. 

4. The applicant shall keep the notified body that has Issued the EC design 

examination certificate Informed of any modification to the approved 

design. 
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Modifications to the approved design must receive additional approval 

from the notified body that Issued the EC design examination certificate 

where such changes may affect the conformity with the essential 

reQuirements of the directive or the prescribed conditions for use of 

the product. This additional approval Is given In the form of an 

addition to the original EC design examination certificate. 

5. The notified bodies shall publish periodically the relevant Information 

concerning 

-the applications for EC design examination received 

-the EC design examination certificates and additions Issued 

-the EC design examination certificates and additions refused 

- the EC design examination certificates and additions withdrawn 
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Foot-notes 

(1) Specific directives may change this period 

(2) If this option Is used In a specific directive the products concerned 

shall be specified, together with the tests to be carried out. 

(3) A type may cover several product variants provided that the differences 

between the variants do not affect the level of safety and other 

performance requirements of the product. 

(4) This harmonized standard shall be EN 29002, completed If necessary to 

take Into consideration the specificity of the products for which It Is 

Implemented. 

(5) In specific directives the periodicity may be specified. 

(6) When this module Is used without module B 

- It shall be completed (between paragraphs 1 and 2) by paragraphs 2 and 

3 of module A, to Introduce the need for technical documentation ; 

-the text In brackets shall be deleted. 

(7) This harmonized standard shall be EN 29003, completed If necessary to 

take Into consideration the specificity of the products for which It Is 

Implemented. 
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(8) In specific directives the periodicity may be specified. 

(9} In specific dlrectlves the choice of the manufacturer may be limited. 

(10) Specific directives may specify that the CE mark shall be affixed by the 

notified body. 

(11) This harmonized standard shall be EN 29001, completed If necessary to 

take Into consideration the specificity of the products for which It Is 

Implemented. 

(12) In specific directives the periodicity may be specified. 
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- issues EC type examination certificate 

----------~--------------~------------L------1 I 

I C. EC declaraticn of 
ccnformi ty to type 

E. EC declaration of 
conformity (prod.tct 
QA) 

F. EC verification D. EC declaration of 
ccnformi ty to type 
(prod:ction QA) 

1-- l -t 

Marufacturer 
- declares cmformi ty 

with ilR)rtNed type 
- affixes the CE mark 

ft>tified body 
::re:stS"ciiSi)ecific 

aspects of the prcci.Jct 
(1) 

- Prodxt checks at 
rarrl:tr. intervals <1> 

Marufacturer 
- cpPrates an <q:JrtNed 

Quality System (Q5) 

for prod.ction ar.d 
testing 

- dec lares cor.formi ty 
with <q:JrOI!ed type 

- affixes the CE mark 

ft>tified body 
- apprtNes the QS 

- carries rut sur-
vei ltance of the QS 

I 

f'larufacturer 
- Q::erates an apprtNed 
bli ty Svsterr (QS) 

for inspection ar.d 
testing 

- declares cmformity 
with apprtNed type, or 
to essential 
rt!CJ..;rener.ts 

- affixes the CE mark 

t«:ltified body 
- appr011es the QS 

- carries cut sur-
veillarce of the QS 

Marufacturer 
::e;;sures ccr.formity 

with apprcved type, or 
to C!Ssential 

requirements 

~tified body 
- ~erifies conformity 
- issues certificate cf 

conformity 
- affixes the CE rrark. 

(1) supplementary requirements which may.be used in specific directives 

..---------
'-· ec ur, i t verifi cati or 

f'larufacturer 
=5tliiri tstechni cal 

d:lcurr.entation 

l'lanlfacturer 
- slbni ts prod.Jct 

~tifled bcdy 
::verifies conformitY 

with essential req.ire 
ments 

- issues certificate of 
conformity 

- affixes the CE mark 

~- ec declar3ria1 of 
conformi tv (full QA) 

l'lan.Jfacturer 
- q:erates an appr011ed 
blity System (QS) 

for desig; 

t«:.tified body 
- carries rut sur­

veillance of the QS 

- veri fi es conformitY: 
cf the desigl <1) 

- issues EC dt:sig~ 
exilr.ination 
certificate < 1 l 

l'larufacturer 
- qJerates an iJR:rtNed 

QS for procilction 
ard testing 

- dec Lares cor.formi ty 
- affixes the CE mark 

t«:lti fi ed body 
F carries out 

survei Ll..<'l'lCe cf the 
QS 
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