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INTRODUCT ION

Regulation, standarleatIon and the varlous structures for evajuating the
conformity of products to the regulations and standards together constlitute
some of the key elements In the organization of quality. That organlizatlion
itself, which Is the resuit of both legisiative acts or regulations and
consensual! measures, has a profound iInfluence on Individual behaviour on a
particular market and means that, In order to have access to that market,
each manufacturer has to ensure that his products conform to the level of
quality of which this organlization Is the expresslion.

In order to be effectlive the work on completing the Internal market must
have as Its goa! the gradual establishment of a common market organlization,
with Its own Jlevel of quallty, by acting Inter aiia on three of Its
distingulshing features: regulatlions, standards and structures for the
assessment of conformlty.

in its resclution of 7 May 1985 on a new approach to technlcal
harmonization and standards, the Councll lald the foundations for a pollcy
geared to that objective. That resolutlion also states explicltly that this
poiicy must be accompanied by a pollicy on the assessment of conformity and
calls on the Commission to glve this matter priority.

The memorandum and draft proposal for a declslon annexed to this

communlication are the response to that request.

THE OBJECTIVES OF A GLOBAL APPROACH TO THE ASSESSMENT OF CONFORMITY

In each natlional market the structures for conformity, Inspection and
testing meet specific needs expressed by the legislator and by the
behaviour of buyers, users and consumers. Conssesquently, manufacturers must
subject their products to a system of multiple checks according to the
markets on which they Intend to sell the products.



Where these barrliers to trade are the result of binding regulations, they
must be removed

- elther, through directives based on Article 100a of the Treaty, by
harmonizing these reguiations and by requiring the authorl!tlies of each
Member State to recognize proofs of conformlty Issued in other Member
States;

- or by applying the doctrine sanctioned by the Court with regard to the
obllgations arising out of Articles 30 to 36 of the Treaty and under
which a product tawfully 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 - |.e. there Is no
direct or Indlrect Influence from the publ!ic authorlty - the means for the
gradual removal 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 iIs a danger, howsver, that action taken on thess three lievels -
namely harmonlzation of regulations, mutual recognition of national
regulations and the approximation of structures within a system cf
votuntary certificatlon - might be ineffective Iin practice unlgss they
solve the same problem and satisfy the same needs, that Is to say the need
to create the conditlons which wlli! enable confidence to grow and become

fundamental to the operation of mutual recognition.

The necesslity for a global approach to certification, Inspection and
testing thus arises out of this basic need to create conditions that are
conduclve to confldence and, to that end, to bring the structures and
procedures Involved In these activitlies more closely into lline.



111 THE MEASURES NECESSARY FOR THE IMPLEMENTATION OF THE GLOBAL APPROACH

A start has already been made on some of the measures under this glcbal
approach since the resolutlion of 7 May 1985 on the new approach and these
must now be further developed and placed In the context of an overall
pollcy. They relate to three different levels of action.

A. Action on the baslic structures

The basic structures for the evaluation of conformity are the bodles
responsible for certiflication and Inspection of the testing laboratories,
and the manufacturers’ aquaiity systems. The aim Is to make these
structures as homogenesous, transparent and credible as possible throughout
the Community, since this is a precondition for the proper functioning of
conformity assessment, both compulsory and votluntary.

To thls end the Commission took steps, as It had announced In Its White
Paper on completing the Iinternal market‘. to encourage the drafting of
technical gulidelines setting out the criteria to be used when evaluating

the competence of operators In the fleld of conformlity assessment.

At present these guldelines (drawn from I[1SO documents) have been
transposed Into European standards (EN 29000 and EN 45000) and are
therefore applicable In all Member States of the Community. The declision
to give these gulde!ines the status of European standards rather than that’
of binding Councll Dlrectives was dictated by the nature of the subject
matter, which does not lend Itself well (except In speclal cases such as
pharmaceuticals, chemicals or pesticldes where there Is a close IlInk with
human health) to being Imposed as such on the economlc system. This Is an
area that requires falrly sophisticated expertise which all operators willl
eventually have to acquire, but which will demand of them a consliderable

effort of ad)ustment and learning which cannot simply be imposed by law.

-

1 Doc. COM (85) 310, 14.6.1985, para 78



Legislation, however, can serve as a powerful Instrument to assist this
development nevertheless by introducing a presumption of conformity wlith
the provisions of the Directlves on conformity assessment for operators
who can demonstrate that they are applying these standards (a practice
that is well-known part of the new approach); In other words for
manufacturers who apply the standards governing the management of quallity
assurance (EN 29000) and to «certiflcation bodies and accredlited
laboratorles In accordance wlth the EN 45000 serles standards.

The Commisslion therefore calls on the Member States to promote the
Implementatlon of these standards both Iin thelr regulations and In private

certiflication systems, and to Introduce accreditation systems based on
these standards.

The Commission Is also studyling measures, including budgetary measures, to
be envisaged for the development of certification and testing structures
In those Member States or speciflic sectors of Industry where delays are
llable to Jeopardize the smooth functlioning of Community regulatlions.

B. Actlion on regulations

The conformity assessment procedures (n Community regulations must take
account of the consliderable progress made and .the new mechanisms avallable

{(quality assurance, accreditatlion, standard!zed assessment criterla and so
on).

A global approach which Involves drawing up a set of modules for the
various operations is designed to allow the Community ledelator to lay
down the most appropriate procedures in the harmonizing directives, using
what has already been done In the fleld of European and Internatlional
standardization as a basis. The fundamental principles of the modular
approach are as follows:

- the Dlirectives must define the limits of the choice of procéﬂures open

to the manufacturer for ensuring compllance with the essentlal
requirements;




- the affixlng of the CE mark on the products Is the tangible sign of thelr

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

rules Is allowed to be used, although volunfary marks of conformity to
standards are compatible wlith the CE mark. The Commission will be
submitting a proposal for a Directive on the use of the CE mark and willl
be examining carefully the case for a possible coexistence of the CE mark
and natlonal voluntary marks.

- the bodles Involved In the conformity assessment procedures are

desfgnatad by the Member States and notifled to the Commission and the

other Member Stag$s In accordance wlth the common assessment crilteria .

The fact that these accredited bodlies conform to European standards (EN
45000) glves rise to a presumption of conformity with those criterla.

As far as non-harmonized national regulations are concerned, all the steps

taken or advocated under point A above are intended to give full effect to
the principle of mutual recognition; their aim Is that the certificatlon
bodies and laboratories that are authorized to attest that the products
conform to natlonal regulations should be designated or accredited
according to objective criteria of transparency and competences and that
the operation of such bodles should also satisfy the same criteria. In
other words, thelr purpose Is to ensure that the reguirement of mutual
recognition Is applied in full without any possibliilty of this being
contested by the national authorities.

Simllarly, It can be argued that the harmonization of conformity
assessment procedures, as advocated by the modular approach, wil!
Inevitably exert an Influence on the procedures fald down In non-
harmonized national regulations. Moreover, Directive 83/189 |Is the
approprlate Instrument for making sure that this Is done in a systematic
way.



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 confldence In the competence of operators
in the field of conformity assessment. This confldence Is essentlal If
mutual recognition is to work. In areas which are not covered by the alms
of Article 36 and which would be described as actlvities carried out
privately on a contractual basls, mutual recognition cannot be Imposed by
law. Conssquently, the efforts to remove barriers to trade that arise from
the exlstence of national voluntary certification arrangements wlill have
to be ac¢companled by incentives for cooperatldn between organizations and
‘laboratories at Europsan leve! -~ as was the case In fact with
standardlzation - with a view to the establishment of Joint systems for
certification and the recognition of tast results.

This has led to a call from severa! quarters for a flexlble and non-
bureaucratlc structure, In Europe, to be set up under the aegis of the

Commission within the exlisting European standardizatlon Infrastructure
(CEN/CENELEC).

The Commission wili also look Into the possibillty of a directive
coordinating the statutes of these bodles, particularly as regards
questlions of ilabillty and Insurance which are |likely to have a bearing on
thelr coopsration agreements.

. CONCLUSION

This communication contains the main elements of the memorandum (set out [n
annex 1) which elaborates on all the components of a European policy in the
fleld of conformity assessment which, If carefully and proper!ly assembled,
will provide the Community with one of the basic essentials for progress
towards an overall quality pollcy, Indispensable to any Industrial policy
and Inherent In the very concept of an Internal market.

The measures recommended can be summarized as follows:



a)

b)

The Councll:

- is to adopt the modules for the various phases of the conformity
assessment procedures, which are to be wused |In the technlcal
harmonization directives, and the criteria governing thelr 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
possiblie extent the criteria for the evaluation of quality systems and of
certificatlon, Inspection and testing bodies, making use of the
Instrument of accredltation;

The Commisslon

- |Is to prepare, on the baslis 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 Councl! by the end of 1989;

- wilt glive mandates to CEN/CENELEC to supplement the standards on the
evaluation of the competence of operators In the area of conformity.
assessment (EN 29000 and EN 45000);

- Is to contlinue Its action In cooperation with the groups concerned with a
view to expediting the completion of a sultable Infrastructure for
certification and testing, wlithin the organization of European
standardization. ‘

- wlll take approprlate steps to strengthen the role of the Community
Bureau of Reference (BCR) In the flelds of standardization and
cooperation between testing laboratories;

- will examine the questions of |llabllity and Insurance and related
problems assoclated wlith the different statutes which certification,
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inspection and testing bodies may have, with a view to drawing up, If
approprtiate, a proposal for a Dlirective;’

Is to seek to ensure that the Treaty rules on competition are observsa.by
certiflication, Inspection and testing bodles when they conclude
recognltloq agreementg or choose partners for such agreements or, more
generally, exercise thelr normal activitles;

shall seek to ensure that Member States observe the principle of mutual
recognition both Iin the context of harmonized rules and In the context of
national reguiations;

shall study measures, Including budgetary measures, to be envisaged for
the development of the certiflcation and testing structures where there

are serlous delays;

c) The Council and the Commission wlll work for the Implementation of a

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

conformity assessment. Since the global approach Is based to a large extent

on what has already been achleved In internatlional standardization, It

provides the approprlate basis for the conclusion of mutual recodnltibn

agreements at International level.

The Commission proposes to the Councilt that |t

approve the broad Illnes of the global approach to the assessment of

conformity In respect of industrial products set out In its memorandum
annex to thls communication (Annex 1); )

t

In
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adopt the proposal for a Decislon concerning the modules for the varlous
phases of the conformity assessment procedures which are Intended to be
used In the technical harmonization dlirectives, and the criteria governing
theilr use In those dlirectlives (Annex I1);

"



ANNEX |

COMMISSION MEMORANDUM ON A GLOBAL APPROACH

TO CERTIFICATION AND TESTING

instrumants of quality for Industrlal products
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CHAPTER |
INTRODUCT-ION
The adoptlion by the Councl! of Directlive 83/189/EEC on

28 March 1983(1) J|aying down a procedure for the provision of information In
the fleld of standards and.- technical regulations constlituted a watershed In
terms of the Community’'s attitude towards. the efimination- of- technical
barriers to trade and led to the approval by the Council! of Its Conclusions on
Standardization{(2) on 16 July 1984, and Its Resoiution of 7 May 1985(3) on
a new approach to technical harmonizatlon.and standards.

These three texts laid the foundation for a policy Intended to make. national
activity In this area, more transparent, to substantially relnforce European
standardization and to streamline Community. legislative techniques through
greater recourse to European standards and the -restriction of .legislative
texts to the "essentlal requlirements® for the protection of the general

Interest, In partlcular health and safety or the protectlion of the consumer
and of the environment.

The Councll Resolution of 7 May 1985 clearly states “"that the new approach
will have to be accompanled by a policy on the assessment of conformity" and
calls on the Commission to give this matter priority.

(1) O0J No. L 109, 26.4.1983
(2) OJ No. C 136, 4.6.1985 p.2

(3) O0J No. C 136, 4.6.1985, p.1
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Testing and certiflication issues In past Community legislation have aimost
exclusively been restricted to the determination of common technlcal
specifications for products, as these were the maln object of the national
reguiatlons which had to be harmonlzed> In order to eliminate barriers to
trade.

In many Member States, however, as ‘in 'many other-countrles’ In the world, there
is a-gFowing move “towards ensurIng the level of safety of a product by medns
of measures® to “improve’and "to contiol the''quallty’ of- ithé product Itself as
well as the quallty and- ‘competerice '‘of ‘“the ~ suppllers, - the teésting
laboratories, ““and ~ the '~ certlficatlion " and® Inspection “bodles.”' Undér " “this
approach, measures designedito’ensire  the product’s safety and quallty car be
taken at a number of different stages in Its development and can relate to the
product Itself,” to" the' 'manufacturing process  or: to''the controis applled to
elther.

That Is why the Council called oh the Commission to draw up a - pollcy not
simply restricted” to ‘certification, |.e.' the 'action "of certifylng the
conformlty.- of a product or service to a ‘given bpectficéilon, but“enlérged to
inciude conformity assessment, which covers a much wider fleld, Wﬁvolvlhg
testing (and callbration), quallty systems, certiflication and accredlitatlion.
Morsover, the natlonai systems for'‘ensuring’ the safety of products put on the
market ‘are In some Instaricss extremely diveirgent, ranging from full confldence
in the manufacturer (manufacturer’s declaratlon)’ to Fellarce on Inspection at
the place of installation or during the use of products. (In the foodstuffs
area the distinction bstween pre-market and market cohtrols Is not made as the
systems of control cover both).

This memorandum {s a response to these broader terms of reference and
attempts to bring together aill the different elements which, when carefully
and properly assembled, wiil glve the Community as a whole a comprehensive
quallity policy which Is an Indispensable part of any Industrial pollcy and
fundamental to the very concept of an Internal Market.

To begin with it Is necessary to clircumscribe the notlon of quality. For 150
{8402 - 1986) quallity is 'the totallty of teatures and bharacterlstlcé of a
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product or service that bear on Its abllity to satisfy -stated or Implied
needs”. Over and above the commercial connotations of quality which are
expressed In terms of excellence, it Is clear that:-the IS0 definition Is a
generally acceptable one, both for the private and leglslated sectors. Usling
this definition as a basis, quaiity organization relates to the elements and
Iinstruments to be develioped in order TO ascertaln and control! Identification,
transparency and observance of these propertles and characteristics, thus
ensuring falrness of transactions and an Informed cholce by the consumer, In
accordance with the binding rules and voluntary standards appllied.

Consequently, under Community. leglisliation, quallity. Is assoclated with. the
essenglal requirements, Inasmuch as quallty can-only be equal to or.hligher
than the level of these essential requlremeﬁts In the Community since any
product falting to satisfy them Is, by definition, prohiblted. Outside the
fleld of leglislation where there I8 ne nesd to qu[slate since. the products do
not present any dangers, It is clear that the concept of quallty remains
linked to the abllity of the product to meet the needs of users and.consumers,
In other words, the needs of the market.

The purpose of this memcrandum Is to establish a doctrine on the assessment of
the conformity of products to the requirements set down In leglislation or
other technlcal speclifications. In this.sense It Is Just one basic component
of a quality pollcy which must also Include others.

17
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CHAPTER |1

THE ROLE AND IMPORTANCE OF TESTING, CERTIFICATION AND INSPECTION

1. Baslc concepts

Just as the process of testing Is an integral part of product deslign and
development ,and continuous survelillance and testing are an essentlal part
of ongoling production so as to ensure conformity with the orliglinal design,
prototype or model representative of the projected series.

Metrology and callbration provide the basic language for the measurement
which Is fundamenta! to testing, whlle quality systems, certification and
inspectlon procedures provide the final: demonstration of quality, |.e.
quality In the sense of conformlty to product requirements.

All of these elements can be found slther In private systems (l.e. used
for commercla! reasons) or In systems Imposed by publlc authorlities for
the purpose of ensuring a proper level of safety.

These activities are carrlied out at varylng stages :

- before production, In the course df the development of a prototype or
model ;

~ durlng production, elther as survelilance of the products or as
survelillance of the production processes ;

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

- after the Initial marketing of the product. This can Inciude spot

18



checks on the market and Inspection after Installation and during use of
given types of products.

The procedures may be undertaken elther by competent and properly
equipped manufacturers themselves, or by speciallst third parties, 1.e.
testing laboratorles and certification bodies. These Ilaboratories and
bodies can, In turn, be evaluated as to thelr technical competence by- a
third party (accreditation body) and hence be accredited, as can In-house
testing laboratories which are separate from .-production or commerclal
divisions of a company. Increasingly Industry Is using quallity systems
(with the object of ensuring that products conform to a model or to a
technlical specification) and where these are ceortifled by a third party
the credibliiity of that manufacturer Is enhanced Insofar as quallty and
product safety no longer solely depend on product certiflication for
verificatlon. The competitiveness of his Industrial production Iis
improved and the costs assoclated with lack of qualtty (rejects, recalls,
customer guarantees, etc) are reduced.

2. The private and public sectors

Companies are now voluntarlly Investing, substanttally, in quallty systems
and other In-house techniques because they Improve efflclency, cut costs,
and establish a reputation for rellabliiity. Alternatively a company may
entrust systematic or sample product testing to an Independent body (thlird
party). In elither case the concern Is for quality and cost saving - and the
decision as to the approprliate technique to apply Is a voluntary one.

Mandatory testing, certificatlion and Inspection are generally Imposed by
pubilc authorities In order to ensure that certain publlc interests such as
health, safety, consumers or the environment are effectively protected.

Testing, certification and Inspectlion however, are not always based solsly

on such considerations; they can also be an Integral part of a national
Industrial policy Intended to promote goods both nationally and
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Iinternationally. The reascning behind éuch policles Is that the reputation
of certaln certification marks represents a strong commercial advantage in
International trade. Nevertheless, It shouid 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.

The role of testing laboratories, certification and ingpectlion bodles

Thelr Is an Important role In ensuring conformity, bullding confidence and
protecting public interests. The competence and quallty of such bodles
varies, as does their distribution among Member States. It has been
estimated that there: are over 10.000 testing Ilaboratories and 1.000
certificatlon bodles In Europe of varylng capaclty, legal status and
reputation. In the less Industrially developed reglons of the Community,
the presence of competent bodles Is small. !f they are to become an
essentlal part of the structure of the Internatl market, the Community will
have to see to It that this gap s filled.

. Product 1lablllity

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 llabillity makes manufacturers llable for damage caused
by defective products. This directive clears the manufacturer of his
itabllity If he proves "that the defect Is due to compllance of the product
with mandatory regulations Issued by the public authoritlies" |.e. when he
has no discretion whatsoever as to how to proceed. In most cases Community
technical reguiations do not affect such liabllity because they leave the
manufacturer a choice as to the specification to be applied. Under the new
approach Dlrectives the economic operator (s 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 demonstrailng conformity to the Directlive. Testing,
certification and Inspection may diminish the risks and hence ths
llkellhood of damages (which In turn reduces the Insurance cost), but do
not affect the Ilabllity of the manufacturer.

This Directive therefore puts responsibllity on the suppliler to produce
safe products, through the pressure which the costs llabl!Ity places on him
after an accident due to a defective product.

Testing, certification and Inspection actlivities place the emphaslis on
preventing as far as possibie the putting on the market of unsafe products
and thus avolding damage beling caused. These two elements can therefore be
seen as compiementary In ensuring an adequate level of safety, whether the
testing, «certification and |Inspection activitles are mandatory or
voluntary.

Community safety poliicy therefore places responsibllities on the
manufacturer through product Ilabltity (within the Ilimits set out ‘In
Directive 85/374/EEC) and In the form of the obligation Imposed by the
techélcal leglistiator to take certaln preventive measures.

National practices

Certain Member States in some Industrial sectors rely on the manufacturer
to ensure conformity to mandatory safety requirements, whllist others
require third party intervention. The cholce of mechanisms to be applied
and the procedures for applying them vary from Member State to Member State
and from sector to sector as does the use of voluntary or mandatory
certification. This variation Is due to the relative Importance attached
to the manufacturers, to the strength or weakness of natlonal testing,
certification and Inspection Infrastructures, to national polltical
traditions In respect of the role of leglstation, and, before 1985, to
different national attlitudes towards product [lability. it 1Is an
expresslion of dlvergence between the Member States not as to the resuits to
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be obtalned but rather as to the techniques which should be used in order
to reach the desired end.

The Council of Minlsters In Its Concluslons of 16 July 1984 recognized
"that the objectives belng pursued by the Member States to protect the
safety and health of thelr people as well as the consumer are equa!ly valid
In principle, even if different techniques are ﬁsed to achleve them."

In the past, the Iimpossibillity of accepting thls divergence of practlice
and, more Importantly, the difficulty of demonstrating that different
testing, certiflcation and inspection technliques could lead to a level of
safety acceptable In legal and political terms, even though the technlcal
results may not be Identical, have hampered the development of Community
legisliation.

Community legisiative techniques

Almost all EEC Dlrectives adopted to date, apart from new approath
Directives and the "Low Voltage Directive"(5), provide for the operation
of the mutual recognition of certificates on the basis of a single
agssessment technique for a given product and on certificates being Issued
by or under the direct responsibility of pubilic 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 bodles involved.

The Councll Resolutlon of 7 May 1985 on the new approach to technical
harmonization made a clear distinction betwesn the function of the
essentlal requlrements (mandatory) and that ot standards (voluntary),

underlining the notion that a product manufactured In conformity with

5

0J No. L 77, 26.3.73, Councl! Directilve of 19 February 1973 on the
harmonisation of the laws of Member States relating to electrical
equipment designed for use within certaln voitage timits.
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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 flexlbillty In demonstrating conformlty to the
Directive. If he foliows the harmonlzed standards he may use a simplifled
procedure, whereas |If he manufactures dlirectly to the essentlal
requirements, for whatever reason, third party Intervention Is required to
ensure conformity with the Directlive.

Thus the Counci| Resolutlon Itself Introduces the approach whereby there
may be different ways of evaiuating the conformity of a product to
Community technical legisliation. However, this Is only a first step In
addressing to the necessitles of the Internal Market In thlis sphere of
activity.
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CHAPTER 111

THE OBJECTIVES OF A GLOBAL APPROACH

The activity of assessing the conformity or products to the technical
specifications which define thelr level of quaiity Is a responsse to a need
expressed el ther

- by mandatory regulations, or
- by the market.

In the first case, the proofs of conformity are lald down by the publlc
author ity 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
commerclial transactlons, and are therefore contractual In nature.

In both cases - regardless of whether fhey are mandatory. or voluntary - the
varlous types of proof of conformity (marks, certificates, test reports, etc)
must be provided by suppliers wishing to seil thelr goods on a partlicutar
market.

Glven the Ilabillity aspects, which can be an extremely Important factor In the
assessment of conformity, It Is natural that the person demanding the proof of
conformlity (be it the public authority or the purchaser) should at the same
time demand the soundest possible guarantees of competence and credibliity,
both In technical terms and In terms of professional ethics, from those
adducing that proof.

The result of this Is that In each natlonal market the structures for
conformity, Inspection and testing meet the speclific needs expressed by the
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leglslator and by the behaviour of buyers, users and consumers. Consequently,
manufacturers must subject their products tc a muititude of controis depending
on the marksts on which they intend to seil them.

Where these barrlers to trade are the resuit of mandatory regulations, they
must be removed

- welther by means of directives based on Article 100a of the Treaty, through
the harmonization of these regulations and through the requlirement on the
authorities of each Member State to recognize proofs of conformlity Issued
in other Member States;

- or by applying the doctrine sanctioned by the Court wlith regard to the
obligations arising out of Articles 30 to 36 of the Treaty and under which
a product tawfully produced and marketed In ons Member States must, In
principle, be admitted to the markets of tﬁe other Member States.

Where, on the other hand, these obstacles are thse result not of legal
requirements but of the free play of market demand - |.a. there Is no direct
or Iindlirect influence from the public authorlty - the means for thelr gradual
removal must be sought, on the one ﬁand, Iin 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 testlng.’

There Is a danger, however, that actlon taken on these three levels - namely
harmonlzation of regulations, mutual recognition of natlonal regulations and
the approximation of structures within a system of voluntary certification -.
might be |neffective In practice unless they solve the same problem and
satisfy the same needs, that Is to say the nesd to create the conditions to
enable confldence 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 arlses out this vital need to create condltions conduclve to confldence
and, to that end, to brlng‘the structures and procedures Involved In these
activitlies, more closely Into [Ine.

The next chapter sets out the varlous measures, some of which have already
been Initliated since the Resolution of 7 May 1985 on the new approach and
which now need to be further encouraged, developed and, (n particular, placed
within the context of a comprehensive policy. It comprises four sections
deallng respectively with :

- action to be taken on basic structures (the operation of which |Is
Instrumental In determining the results of both mandatory and voluntary
certification) In order to make them as homogeneous, transparent and
crediblie as possible throughout the Communlity;

-~ the measures necessary to facllitate mutual recognition under the
procedures for assessment of conformity laid down In the harmonizing

directlives based on Article 100a of the EEC Treaty;

- The Impact of these actions on the Implementation of the Court’'s case-law
concerning mutual recognitlion of national regulations;

- Inlitlatives to be promoted to assist cooperation between national
certification and testing structures.
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CHAPTER 1V

THE NECESSARY MEASURES TO IMPLEMENT THE GLOBAL APPROACH

Sectlon One : BUILDING CONFIDENCE THROUGH COMPETENCE AND TRANSPARENCY

Paragraph 3 of Article 100a of the Single European Act sets out the princliple
that, with respect to Industrial products, health and safpﬁy legislation as
well as the protection of the environment and the consumer shall be based on a
high level of protection. - This .can be achlevied amongst other means by
ensuring a high level of quallty of the products themseives, through
appropriate European standardization and the promotion of the use of quallty
management systems by ”manutaqturers. Improvements .in ihe competence,
capaclty and quallty of the testing laboratories and of the certification and
inspection bodies will also contribute. But confidence in the new systems will
only be developed If the systems not only work properiy but are seen to work
properly. Thus transparency and competence are both equally essential |In
order to generate confldence.

Transparency and competence of quallty structures are also a necessary
condlition for the success of a Communlity iIndustrial poilcy as a whole, since
testing, certiflication and Inspection constitute the foundations of any
Industrlal activity. The development, of a Community market In these areas
will reduce unnecessary costs both for economlic operators and for the pubiic
authorities by limiting the number of certificatlions, tests and mulitiple
Inspections. It will also.lead to an Improvement In the competititveness of
European products both on the Community market and on worid markets. It must
be recognlzed, however, that the .reductlon of testing, certification and
repetitive Inspection for many products will no doubt be offset by additlional
voluntary demand for these’ services as manufacturers and consumers attach
greater Importance to quallity. Tpls Is seen as a particularly Important

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

Consumers and users will find themselves faced wlth fewer adminlistratlive costs
passed on In the price of the products and will have a greater cholce of
products,on a more reésiitent and Innovative market, In whléh the safety
conslderations wiill have been catered for effectively but without artificlal
or arbitrary constralnts.

1. European standards

The Community policy for the reinforcement of European standardization was
formally Initliated Iin 1983 with the adoption of Dlirective B3/189/EEC layling
down inter alla a ‘procedure for the provislon of Information on national
standardization programmes and draft standards and the mechanism by which
the Commission, after consulting the Standards and Technical Regulatlons
Commlttee, can glve mandates to the European standardizing bodles to draw
up European standards for Community purposes and In particuiar to eﬁsure
compliance with the essential requirements. The effect of such
standardization orders Is to Impose a formal standstill on all nationdl
work covered by the European mandate.

To date, severa! standardization programmes have been or are bsing drawn up
under this system, In partlicular Iin areas covered by new approach
actlivities (such as toys, pressure veséels.‘ constructlion products,
machlnes, parsonal protection equipment) and by the Community policy In
Information technology and telecommunications. Mosi of this standardlzation
work relates to product specifications.

European standardization also has an Important role to play In helping to
open up procurement contracts which tradlitionally Impose national
technlcal specifications on suppliers. The Community has already amended
the exlisting Directives on public procurement to require reference to
European standards where they exlist, and the Commission has recently
transmitted to the Councll proposals which adopt the same approach in
respect of the hitherto excluded sectors (water, energy supply, transport
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and telecommunications). These proposais wlll require the adoptlon ‘of a
great number of European Siandards, and work Is underway to prepare new
mandates for the European standards bodies to draw up approprlate
standardlization programmes.

European standardization activities are also expanding and will have to
expand stii! further In order to reduce dlvergencles between natlional
standardisation In those areas which do not come under EEC regulations.

Ii must also be emphasized that European standardization w!ll! be easler
In futurs insofar as Itv{s no |oﬁger necessary to Impose a singlie European
technléal solution In a European‘standard except, possibly, where questions
of Interoperabiiity and compatibility are Involved. in vlew' of the
separation In the new approach between the level of safety to be obtalned
and the means by which It can be obtained, European standards can recognlze
the technical Qalldlty of a number of technical solutions as long as they
are capable of glving the deslired result : conformity to the essentlal
requlrements. Thus a greater degree of flexibllity can be Introduced Into
European standardization. '

More emphasis will, however, have to be gliven 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 posing problems for testing laboratories,
certification and Inspection bodles alike, because they have been drawn up
for the purposes of the manufacturing processes and'technlques and not
specifically for that of facllltating demonstration of conformity.

The Commission has aiready recognized this problem and Is proposing to
modify Its framework contracts with CEN and CENELEC in order to take it on
board. These conslideratlons will be Incorporated Into future
standardizatlion mandates. The need for greater Interaction betwean the
preparation of standards and testing, certification and inspection must
also be kept In mind In the context of the establlishment of the European
Organisation for Testing and Certiflcation referred to below, as proper
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Input Into standards activities will also heip to ensure that European
standards become more comprehensive and effectlve.

2. Criteria to guarantes technical competence

a) The manufacturer

Beslides using European standardization as a means of Improving the
quallty and acceptablliity of qroqqcts.__lt Is necessary to enhance
confidence In Jthe ablllity of the manufacturer to supply quality
products. This confldence cannot be simply [mpésed.efiher ubon pubiic
authoritles Br consumers; It depends primarily upon‘thé attitude of the
maanaéturer himself, {.e. It must be earned ]

The International and, recently, the European standardization bodles
have drawn up appropriate Instruments to,asslgt the mapufécturer who
wishes to obtain a consistent product quatity througﬁ ‘the proper
management of his quality systems. The} are enshrined In the EN 29000
serles of standards on quallty assurance teéhniques (the common CEN and
CENELEC Implementation of the SO 9000 serles), which contain the
general ruies relating to quality assurance models and the general rules
applicable to the different Industrial sectors.

Quallty assurance techniques shouldAplay an Important role in developling
guallty consciousness in the Community, but can also contribute towards
conformity assessmentin In both the voluntary and the mandatory areas.
Although these technlques cannot be made mandatory as such because each
speclification Is linked to the charactarlstic§ of the production unit,
they may be presented as a complement to the more conventional method
of product certiflication.

Qual ity assurance techniques are an Integral part of the des[gn and
operatlion of a production unit. As an investment In modern management

techniques, quallity assurance can play an Important role In reducing the
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number. of non-quallty products, hence reducing the number of rejects at
the end of the producttion line. This leads to a better quallity lmaée
for the manufacturer and hls products and to a reduction of his costs
(rejects, controls by third partles etc).

In the face of world competition, In particular from countrles such as
Japan and the United States where quality has become an iIntegral part of
the production process In certain Important mass productlion sectors, the
recourse to aquality assurance techniques must be one of the maln
objJectives of a Community Industrial pollcy. By providing for the
possibllility of wusing quality assurance in the demonstration of
conformlty elther to an approved mode!l or to standards, as an
alternative to more conventional product certification based only on
product testing, Community legisliation will be encouraging Investment in
quallity on the part of the manufacturer and wili allow him to reduce
the costs Incurred by product certification. In the past, the oblligation
to use certification has led manufacturers, on occaslon, to reducs
internal production controls to a bare minimum, thus placing the burden
of finding rejects on the third party. Such a situatlion is economicallty
second-best.

Promoting voluntary use of quality assurance technigques not oniy makes
economic, Industrial and commercial sense; It also helps to ensure that
the products placed on the market are safe.

CEN and CENELEC shouid therefore consider the framing of a
standardization programme, drawing on the practical experience of
economic operators In the implementation of these standards.

Testing laboratorles, certificatlon and Inspection bodles

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 cooperatlion agreements between

31



- 21 -

bodies and laboratories In the fleld of voluntary cértiflcation have
highlighted one of the main probiems, namely the lack of adequate
information concerning the operation and ¢ompetence of these bodies as
well as the lack of means for demonstrating thelr competence.

Such uncertalinty can only be avolded If ‘appropriate criterla are used
for evaluating these bodles on the grounds of- technlical competence and
Independence and applled throughout the Community. Criteria have been
developed over recent’ years In International fora such as 1S0, |EC and
ILAC (Internatlional Laboratory- Accredltation Conferences), and In
November 1987 CEN and CENELEC were mandated by the Commission to adopt a
set of criterla, developed by Commlisslon worklng‘groups, as Eurcpean
Standards before the end of 1988.

These documents are at present beling processed as the EN 45000 serles of
European standards for the operation and evaluation of testing
taboratories and certiflication bodles undertaking product certiflication,
quality system assessment and so on. Once they have been formally
adopted as European Standards, they wlll be accepted in all the Member
States and this acceptance wlll ensure thelr Implementation (slince 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 phllosophy of the new approach. Conformance to these
standards wili help to reinforce the position of Community producers
wishing to export to other Community countrles, especlally when the test
reports and certiflcates concerned are based on harmonlzed Europsan
standards.

The more these criterla are used, both in Community and In natlional
legisiation, the more confldence Is I|lkely to develop. This wlill
encourage the private sector to use the selfsame criteria when operating
outside mandatory systems so as to reinforce the credlibllity of thelr
actlivities and thus reduce the possibllity of disputes. Member States
should commit themselves to promoting the use of the EN 45000 serles as
widely as posslible.
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It has to be pointed out that the EN 45000 series Is incomplete since It
does not yet cover all conformlty assessment actlvities. 1t wlll be
necessary, In particular, to estabtish criterla for the .inspection
bodies and for the bodies responsible for accrediting the certification
and Inspection bodles. Standardizatlion mandates. to this end wlll be
Issued shortly to CEN/CENELEC.

Lastly, the Implementation of these standards and the operation of the
existing mutuat recognition agreement between bodies clearly shpwp that
It will also be necessary to iook Into the.lssues of Iltability and
Insurance, as well as related questions concerning to the various types
of status such bodles may have.

Good Laboratory Practice (GLP)

Good Laboratory practice guldeliines (GLP) follow the same loglc.as the
EN 45000 series of standards, |.e. they define a leve! of performance
for laboratorlies. GLP guldelines have been developed for speciflc use
In the fleld of chemicals (not only chemlicals but aisc pharmaceuticals,
food additlives etc....) and filrst originated In the OECD. They were
adopted by the Counci! In Dlrectives 87/18/EEC and 87/19/EeC of
18.12.86(6) ftor testing of chemical products, pesticides and
pharmaceuticals.

These mandatory provisions repressnt a departure from the general
philosophy of the new approach, which Is based on the principle that
standards are voluntary. It Is explalned by the special features
Inherent In this sector with regard to the protectlon of human health
and by the fact that the regulations Iin this area are targely based on
the old approach.

(6)

0J No. L 15, 17.1.87, p. 29
0J No. L 15, 17.1.87, p. 31
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Within the Community, the princlples of GLP should be seen as a
particular sectoral appiication of criteria governing the operation of
_laboratorles, and their future evolution should be examined in this
context rather than In Isolation. There Is a move at Internatlional level
towards a review of the OECD GLP guidelines 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 relrate specifically
to chemical analysls testing laboratorles. The object of such a move Is
to show that all testing Ilaboratories conform to the same basic
criteria, with speciflc supplementary requirements belng drawn up for
particuiar Industrial sectors (such as GLP for chemicals).

3. Transparency

Technical competence and transparency must be taken together If mutual

confidence-ls t0 be achleved. Transparency means access to Informatlion as

well as openness of operation.

a)

Informatlon procedures for technica! speciflicatlions

Directive 83/189/EEC of 28 March 1983 establiished two Information
procedures which ensure transparency as to national activities In the
fleld of draft standards (operating between the national members of CEN
and CENELEC) and In the fleld of draft technical regulations (operating
between the Member States and the Commisslion). 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 (IS1S) In CEN and CENELEC,
which is accessible to member standards bodlies for further distribution
to interested partles. Discussions are underway between the Commisslion
and the European standards organizations to promote more direct and
wider access to the Information by European Inﬁustry.
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b) PROMOLOG-CERTIF ICAT

c)

The above ]nformatlon will be complemented by the end of 1990 by the
CERTIFICAT database which the Commission is developing wlth AFNOR and
CEN and . which will contain information on all certlfication systems and
procedures In Europe, . both mandatory and voluntary, Including the
relevant technicai specifications and the bodies and Ilaboratorles
Involved. Thus, In splite of the lack of harmonlzatlion, the economic
operator wllil .have the means of knowing what Is expected of him and how

he can go about placing hls product on hls targeted market.
It Is Intended that CERTIFICAT be mergsd with the Integrated

standardization information system (I1S1S) at a later stage, and may also
be expanded to contain a directory of testing laboratories in Europe.

Transparency of conformlity to technical competence criteria

Greater confidence wilil be generated If thls competence and quallity are
transparent, |.e. can be demonstrated.

- Coertificatlion of manufacturers’ quallty systems

The manufacturer has always had the possliblllity of asking a third
party to test or certify his products. However, there s a growling
awareness on the part of manufacturers of the value .of quallty
assdrance techniques and, at the same time, of the need to be able to
demonstrate to purchasers that these techniques have been properly
appl!ied. Consequently, private certiflication of quality systems have
developed in many parts of the Communlity..

Such a developmsnt should bhe encouraged, ail the more .so as the
standards used by all these systems are malnly based on the
abovementioned IS0 9600 serles of standards which has been recently
adopted at European level as the EN 29000 serles. There Is thus a
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common standard throughout Europe on which thlird party certification
of quallty assurance can rely.

The development of private certification systems based on the same
European Standards wiil be a step towards reducing the mulitiplliclty of
separate and different audits which manufacturers are often requlred
by thelr, varlous buyers to undergo. This should not only encourage
large and small firms to make more systematic use of quality systems,
but also reduce conslderably the costs of such systems, especlally for

small and medium—-sized enterprises which are often sub-contractors for
bigger firms.

The more the varlous national certification systems 'fn this area are
made . coherent and compatiblie, the easler it will be to ensure mutual
recognition and acceptance of certificates and the more accessible and
acceptable quality systems will become throughout the- Community.

Intercompar isons

Testing laboratorles and certification bodies. can demonstrate thelr
competence and efflclency by taking part In "Round Robin" tests (the
same product Is tested, In turn, by all the particlipating bodles and
the resuits compared), or In proficlency testing programmes (l.e. by
means of Interlaboratory test comparisons). Such techniques are
important today and wlll 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 scientiflic
clrctes into the Industrial arena. A reinforced BCR programme In thls
area, more directly designed to reflect current Industrial priorities
than hitherto, would have the objJectives of helping to develop
transparency, to Improve the quality of the Ilaboratories and to
prepare testing material for Input Into the European standardlization
process.
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- Accredlitatlion

Accreditation entallis laboratories, certification and Inspection
‘bodles beling assessed'and audited at regular Intervals -as to thelir
technical competence against published technical criterla by a third
;party. As a third party assessment technique, It Is therefore an
important instrument for the generation and maintenance of conflidence
In these bodles, just as certification is for products. The EN 45000
serles of standards incliudes the technical criterla for the opseratlion
and -assessment of testing laboratories as well as those to which the
accreditation bodies for testing laboratoriss themseives should
conform. They also Include the criteria for certification bodles.

In_ the fleld of testing laboratories there are already eight

accreditation networks In the Community either In operation or In
development phase at the natlonal -leve! (but not operated by the
public authorities). This development should be extended to the rest
of the Community and cooperation between the various national networks
relnforced and stimulated, a process which wiil be helped by the
adoption and Iimplementation of the EN 45000 -serles of-standards.
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Mutual recognition agresments between naticnal networks, based én the
EN 45000 serles, standardized test methods and the Inclusion of
inter laboratory :test comparisons and proficlency testing “for the
Impiementatiion of these. agreements {n conjunction with mutual audits,
appears: to be . the -next - logical step towards- promoting greater
competence and quallty ‘In testing-and certiflication In the Community.
1t Is the Commission’s bellef that creating a "network of the.national
networks" would be the most effliclent means of¢achleving~the'necbssary
degree- of-.trust between them., A more formal "structure at Community
1eve!  may.. be -necessary,: In:- the .future,- to- oversee::the mutual
recognition -agreements. Iin order :-to ensure conslistency between the
agreements -and to .cement -the bonds created by them. However, In view
of the proposals concerning an overall European Infrastructure for
testiing :and:~certification, (see -below),; the Commission does not feel
that. It 1s appropriate to encourage the setting up of a Community
accreditation -body:-which-would  unnecessarily ‘lengthen. the ‘chaln of
responsibility and add .unnecessary administrative and bureaucratic
burdens wlthout-'providing additlional c¢onfidence.

in the -fleld .of ~certification and Inspection bodies accreditation

techniques should be more wldely applied. At present only three

natliona! accreditation systems for such bodlies exist In the Community
(Nether lands, Portugal and the UK). The extension of accreditation to
this area would help mutual recognition, faclliitate the drawing up of
Community legisliation, and reduce the need for more arbltrary national
designation, which can have the effect of discriminating agalnst
‘natlonal bodles which’ can demonstrate- thelr competence. As Is
mentloned in Sectlion Two of this chapter, the Commission has every
intentlon of encouraging more systematic recourse to the technique of
accreditation by Inviting Member States, wherever possible and
appropriate, to notify for the purposes of EEC legisiation only those
bodles 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 evlidence).
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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 certaln countries may serlousiy hamper the implementation of
this policy of harmonlzing structures and procedures. In particuiar this

‘may prove a real obstacle to the putting Into effect of certain Community
directives.

The Commission Is studylng measures, Including budgetary measures, which
might help to make uUp the delays Iin the development of these
Infrastructures.

Sectlon Two : NEW LEGISLATIVE TECHNIQUES FOR CONFORMITY ASSESSMENT

1.

Baslc orlentations

.The previous chapters have dealt with basic Instruments applicabile tO‘bO{h

the voluntary and the regulatory areas, whether national or Community.
Thelr development, taken In conjunction with the growing experience in the
drawing up of New Approach Dlrectives should allow such Directives to be

more effective In protecting collective Interests whillist avolding undue
bureaucracy.

The Counci! Resoiution of 7 May 1985 showed the way by accepting that thers
could be more than one mesans of proof of conformlty to a Directive. It
provided for presumption of conformity to a Directive on the baslis of a
Europeaq harmonlzed standard, or, during a transitlional period, of national
standards which had been submitted and recognlized as equlvalent under a
Commumnity control procedure. When the manufacturer complles with 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, however, elther because
the standards do not exist or because the manufacturer, for example 'In the
case of Innovation, prefers to apply other manufacturing criteria of hls
own. cholce, the assessment of conformity to the- essential requlirements
must Involve a third party, elither by certification or by third party
testing.

The Resolutlon therefore Introduced the fundamentally new principfie . that
Directives should as far as possible leave It to the manufacturers

themselves to choose one of the two methods for assessing conformity.
The Councl! Resolutlion recognlzed, however, that it had not provided all

the answers on conformity assessment and that the New Approach needed to be
accompanied by a comprehenslive policy on such Issues.

Conditlions for a coherent approach

In view of the considerable progress made towards the development of

conformity assessment procedures and technliques In .the private sector, a

coherent approach can now be put forward on their use In future legislation
at Community level ("moduiar approach").

Taking as a starting point that the objecilve Is to ensure the protection
of the general Interest, the Councli Resolutlion of 7 May 1985 lald down the
general principle that there may be different technical means of achleving
simitar, if not -"ldentical”, results.. In other words the Community
legislator may, when laying down In.a directive the essential requlrements

to be- met, decide that different conformity assessment mechanisms wlll

.afford an adequate guarantee that this requirement wlll be met and that the

economic operators may, within the condlitions set out In the directive,
choose -the most approprliate from among those mechanisms. Such an approach
entalls redsfining conformity assessment In such a manner as to alliow the
legislator to evaluate the consequences of each of the mechanisms so that
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the system can be appiled with flexibllity and various mechanisms are
capable of glving an acceptable result.

in future, therefore, Community legistation should, as a general rule,
avolid fixing oniy one conformlity assessment procedure for a glven product.
It should confine Itself to laylng down the essentlial requirements to be
met and to determining the different means for assessing conformity and
the conditions In which these can apply.

The modular approach thus provides a means of spreading the burden of
conformlty assessment more fiexibly over the entire production process,
adapting It to the needs of each Individual operation. This should In
partlicular enable the leglisiator tq obtaln the desired level of safety
wlthout having unnecessarily to burden the economic operators, and
especially the small and medium-sized buslinesses, with excesslvely onerous

conformlty assessment procedures.
It Is clear that thls objJective Is the first parameter which must be taken
into consideration In the cholce of conformity assessment procedures.

However , other parameters must also be taken_lnto consideration, such as :

-~ approprlateness 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, sterlle products may requlre different
solutions from those reserved for simple pressure vessels;

- appropriateness of the methods to the Infrastructure of the sector of

actlvity; for example, It might be Inappropriate to choose third party
Interventlon on products in an area where approprlate bodies do not
exlist;

- approprlateness of the procedures to the characteristics of the products

themselves - for example, some products using advanced technology lend
themselves less well to tests on the finished product (cf. data-
processing equipment or sterlle products). In such cases, one can apply
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methods based on the application of quaillity assurance on production.

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

- for axample, It Is not necessarily practicable to Iimpose assessment
methods adapted to mass production when a -largs proportion of the
production Is based on small series. Nor Is it practicabie to provide
for verification of Individual units when the product is mass~produced.

3. The modular approach

The meduiar approach subdivides conformity assessment procedures Into a
number of operatlons (modules) which differ according to :

~ the stage of development of the product, (o.g. design, prototype, full
production),

-~ the type of assessment Invoived (e.g. documsntary checks, type-testing,
quality assurance, Inspection, etc.),

- who - carriss out the .assessment (the  manufacturer or various ¢third
parties).

These separate operations or "modules” can be combined to form a complete
procedure. In ons directive sevseral alternative modules can be applied to
the same function provided that a degree of equivalence between thelir
resuits Is obtained, (i.e. they al! ensure that the product meets a given
technical specification or affords a gliven level of safety).

Such a modular approach zllows the procedures to be more saslly evaluated
in relation tc both the burden on the manufacturer and -the desired end
resuit, and therefore facillitates the choice of the appropriate modules for

a particuiar sector or product to be Incorporated in the Directive.

Conformity assessment procedures normally come iInto piay at two levels in
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the manufacturing process : the design stage and the production stage. The
procedures have therefore bsen subdivided Inte modules addressing each of
these two levels. However, some moduies which only relate to the production
stage may be applled on their own wlthout the Intervention of a module at
the design stage (although It seems that this Is exception). Some modules,
on the other hand, automatically cover both the design and production
phases and so constitute fuill procedures in thelr own right.

The modules

A detalied description of the moduies, guldelines for their use and a
summary table are attached In annex.

The functions of sach of the moduies are summarized below :

- Module A : EC Deciaration of Conformity

This moduis - covers - both the design and production - phases. -The
manufacturer declares that the products concerned satisfy tﬁe
raquirements of the Directive. He establishes technlical documentation
expiaining the deslign, manufacture and operation of the product as well
as the -assessment of conformity with the Directive. .This technical
documentation is avallable to the public authorities for Inspection for a
specified period of time, The manufacturer afflixes the CE mark to the
products and draws up a written declaration of conformity.

in certaln specific cases, Directives may require the EC daclaration of
conformity to be accompanied by -the obtltigation for a test or series of
tests to be carrled out on one or several speclflc aspsects of a product,

elther 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 responsibliliity of a notified body. In such cases the
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directives set out the general rules for ths cérrying out of the checks.

- Moduie B : EC Type Examination

This moduie only reiates to the design phase aﬁé must be accompanied by a
"aroduction -moduisa®”. A notiflied body -ascertains and attesis that a
product specimen, repressntative of the production envisaged meets the
provisions of -the Directive which apply to it. It wiil sxamins ths
technica! documentation and perform or have performed those tests onily

which are necessary to demonstrats conformity to thes provisions of the
Directive.

These tests shouid be restricted, by ths notifled body, to what |Is
absolutely necessary for demonstrating conformity. In order to ensure a
consistent Interprstation of what |s necessary, the European Organisation
for Testing and Certification or, In its absence, the Commission, willi
ostablish close links between the notifled bodles. The notlfled body

shall lIssue an EC type examination certificate. The CE mark Is not
affixed during this phase.

- Module C : EC declaratlion of conformity to typs

This moduie relates to the production phase oniy and cannot be carried
out -alone . : It must foilow -the Issuance of an EC type examination
certificate. The manufacturer satisfles himself that the products
concerned. are In conformity with the type as described in the EC type
examlnation certificate and mest the requirements of the Directive that
apply to them, and makes a declaration to that effect. The manufacturer

affixes the CE mark to the products and draws up a written dectaration of
conformity.

Directives may provide for random product checks to be carried out by or
under the responsibility of 2 notlifled body. In such cases the
Directives set out the general ruies for carrying out the checks.
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- Module D : EC declaratlon of conformity to type (production quatlity
assurance)

This module relates to the production phase only and cannot be carriled
out alone : It must follow the Issuance of an. EC type examination
certificate. ‘The manufacturer satlsfies himself  that the products
concerned ars In conformity with the type as described in the EC type
examination certiflicate and satisfy the reaulrements of the Directive
that apply to them and makes a decliaration to that effect.

He operates an _ approved aquallty system . for  manufacturing, final
production Inspection and testing {(such as described in EN 29002) and is
subject to EC surveiliance. He affixes the CE mark to the products and
draws up a written declaration of conformity. The CE mark is accompanled

by the identification symboi of the notified body which carries out the
EC survelllance.

~ Module E : EC deciaration of conformlty (product quallity assurancs)

This moduie relates to the production phase oniy. 1t s norma!iy
carried out in conjunction with an EC type examination, ‘but may, In
speclal cases, bs carried out alons. ~The manufacturer satlisfies himseif
that the type as described In the EC type examinat lon certifléate or with
the essential requirements (when EC type sexamination Is not required
under the Directive that apply to them and makes a declaration to that
effect. - He " operates an approved aquality system for final ‘product
inspection and testing (such as described In EN 28003) under which all
products are- individually examined and appropriately testsd. 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 survelilance.
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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 ars In conformity with the technical
documentation (when EC type examination is not vrequlred -under the
Directive) or with the type as described In the EC type examination
certificate - and, In -both cases, that -the products - satisfy . the
requirements of the Directlive that apply to them. The manufacturer may
choose (within the limlts set by the Directiva) statistical verlfication
provided he takes ali the necessary measures to ensure that the
manufacturing process guarantees homegensity of production as wsll as
conformity to the tschnical documentatlion or %o the type as described In
the EC type examination.

The notified body or the manufacturer, according to the provisions of the
Directive, afflixes the CE mark to the products and draws up a written
certificate -of - conformity. ~The -CE  mark —Is -~ accompanied by the
ldentiflication symbol of the notified body.

- Module G : EC Unit Veriflicatlion

This module relates 1o both the design and production phases. It |Is
normally used -for unit production or production In small series. The
notifled body checks and attests that Individual products ars iIn
conformity with the reaquirements 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 - mark is  accompanled by the
identiflication symbot of the notified body.

- Module H : EC declaration of conformity (Full Quallty Assurance)

This module relates to both the design and production phasss. The
manufacturer ensures and deciares that the products concerned satisfy the
requirements of ths Directive that apply to them. He operates an

46



3.

- 36 -

approved gquallity system for design, manufacture and final product
Iinspection and testing (such as described in EN 29001). The Dlrective
may, In csrtain cases, require the manufacturer to rsquest a notifled
body to examine -and approve the conformity of the -design to the
requirements of the Directive. He Is subject to EC survelllance and
affixes the CE mark to the products and draws up a wrlitten decliaration of
conformity. The CE mark is accompaniad by the lidentification symbol of
the notifled body which carries out the EC survelilance.

The notifled bodles

The idea underiying the new approach is that It Is desirable to {imit
direct - invoivement by - the pubiic administrations to that which  is
absctﬁteiy necessary 1o ensurs compliance wlith the essential requirsments
fas Is made clsar In the general clause concerning placing on the markat
which appears In ail the Dlrsctivas). Thig principlie lIs fully consistent
with the fact that the authorities are sili! reaqulred to be rssponsibie for
surve!llance of the market and of the use of the products;

The various modules provide for the Invoivement of bodies at different
tevels {type-examination, product surveiiiance, approval of .qguaility
assurance, verification). The purpose of the Directives Is to define the
general criteria which thess bodles must satisfy In order to be deemed
competent. It Is ths 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 iIn
the European standards (EN 45 000 series); for example, the fact that are

accred!ted means that are presumed to comply with the c¢criteria laid down in
the Directive.

if they are unab!é to demonstrate that they meet the criteria, It Is then
up the Member States to providse the Commisslion wlth ecuivalent proof.
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This approach makes 1t possibie to distinguish between the act of
designation and the act of recognition of competence, the flirst being the
acknowiedged power of the authorities to choose and the second ensuring
that this cholce is objsctive and transparent.

6. The CE mark

The prasent situation concerning the .affixing to products of Community
marks in Dirsctlves is unsatisfactory and confusing. Communily Dirsctives
have provided for a number of diiferent Community marks over ihes ysars,
which do not ailwayz have the sams significance. Such confusion ig not
conducive to an organissd market.

With  the preparation of the first directives under ths new approach
provision was made for a singie Community mark and it should therafore bsg
adopted for all future comprehensive Community iegistation. It should have
tha following shape In all language versions :
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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 directivas which are comprehensive in nature and

therefore repiace completely ail national legislation relating to Its
scope;

- The mark  shouid signify or . indicate that the product -and/or the
manufacturer comply with the essential requirements and that the
manufacturer - (importer) or - third party has carried out: the relevant
conformlty assessment opsrations so that the product may be placed on the
market without restriction;

- The mark should be affixed on the pfoduct, but specific Dlirective may

allow the CE mark to be affixed to the packaging or the accompanylng
documentation;

- The mark should relate to all the essential requirements which concern a
glven product. {f the product s coversd by several Directives, tée
affixing of the mark. will signify conformity to aill ths Directives
involved., The person responsible for affixing the mark must snsure that
all the Directives have been compiled with. (These iwo requiremsnis

considerably reduce the problems of overlapping bstwsen Dirsctives).

= The mark should not Indicate the directives and/or standards to which a
product conforms. The test reports and certificates should contain such
Iinformation (in an appendix, whare appropriate).

-~ The CE mark -should not signify conformity to a particular conformity
assessment procedure, sven though it has to bs affixed at the production

phasse of the assessment procedure only and not at the design phass.

~ Aithough the CE mark wili not Indlcate that a particular procedures has

been followsd, It Is advisabie that when a third party Is Invelived In ons
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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 alsc 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 natioani
marks of conformity to European or natlional standards therefore remaln
compatible. These natlonal marks of conformity to standards cannot,
howecre, Indlicate conformity to Comunity legislation;

- The CE mark Is therefore the only mark which can Indicate conformity to
the comprehansive Community Directlives which replace all national
reguiatons on the subject. This means that the CE mark replaces all
national marks Indicating conformlty to naticnail regulations, which are
no longer aliowed (such as the GS mark in Germany).

The Commission -intends to propose a Directive to the Council which will
set down the conditlons governing the use and protection of the mark aﬁd
which will clear up some of the confusion which has crept iInto recent
legisiation of thils Issue.

It will also closely monltor market developments In connection wlth the
coexisence of the CE mark and voluntary national! marks which eventually
would lose thelr reason to exist If they did not provide a further element
of quality In addition to that provided by Community fegisliation.

Sectlion Thres : THE IMPACT OF A GLOBAL APPROACH ON THE IMPLEMENTATION OF
MUTUAL RECOGNITION OF NATIONAL REGULATIONS
In Its Judgment in the "Casslis de D!jon" 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 Commlisslion
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 né exceptions to this rule, except
undsr  very strict conditions. Barriers to products originating .In other
Member States are onily admissible [f they are necessary to satisfy mandatory
requiremenis, serve a purpose In the general interest and are essential for
the purpose to be attained.

Experience has showr that it can sometimes be very difficult to demonstrate
that a requirement Is nelther necessary nor In the genera! interest, nor
essential when, say, the protection of heith and safety Is at Issue.

This difficulty ls even more evident when, In addition to securing recognition
of the equivaience of national regulations, 1t is a matter of estabiishing the
credibiilty of proofs of conformity to those regulations or, rather, the
credibliiity of those providing those proofs(1),

The object of all the measures undertaken and advocated In Section One of this
chapter is to ensure the full! implementation of the principle of mutusl
recognition; they seek to create a sltuation where the certification bodles
and iaborateries that are authorized to attest the conformity of products to
national regulations are designated or accredited according to objective
criteria of transparency and compestsnce and where the opearation of such bodies
aiso meets these criteria. Thus, the aim Is to make —mandatory mutual

recognition fully applicable, with no possibllity of this being disputed by
the national authoritles. '

Simliariy, the harmonlization of conformlity assessement procedures as advocated
under the modular approach wlii Inevitably have an Influsnce on the procedures
iafd down In non~harmonized natlional 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 11981 in the "Blologlischs Producten® case,
the Court stressed that the national public authorities are not entitled
unnecessarliy to require tests to be carried out that have airsady bsen
performed In another Member States. The need to repeat tests therefore

appears to Iimply tltack of confidence Iin the person or body performing
them.
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Section Four : THE NEED FOR A NEW EUROPEAN ORGANISATION FOR CERTIFICATION AND
TESTING '

The measures set out In Sectlon One of this chapter are to do with the
mechanisms  that can ssrve to generate the necessary confidence In the
compatence of operators In the fleld of‘ conformlty assessment. That
confidence Is essential In order for mutuai recognition to work. In areas
which are not covered by the provisions of Artlicie 36 and which Invoive
private activitles carrled out on a contractual basls, mutual reacognition
cannot be Imposed by legisiation. Consequentiy, the only way to eliminate
cértlflcatlon systems s through coopsration at European lsve! betwesn bodies
and l{aboratories - as has bsen donse in the case of standardizaton activity -

inorder 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 varilious eisments
together and constitute a focal point for ail interestsd parties.

such an infrastructure must be able to provide Information, experiehce, and a
framework within which appropriate structures and agreements for the different
industrial sectors can be negotiated. |t should also provide a coherent
environment capable of reassuring consumers, users and public authorlitlies that
the requisite levels of quallity and safety are being met.

Apart from a few Isclated sectoral agreements, such as the CCA, CECC and HAR
within CENELEC and -two CENCER systems within CEN, there Is -at present an
institutlonal vacuum at European level In the testing, certification and
inspection fleld, which -is In sharp contrast to the sltuation In respect of

standardization. The Community's immedlate task Is to ensure that thls vaccum
Is fliied.

In fine with the separation of responslibliiities between the private and public
sectors required by the new approach, thls task should be assigned to the
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private sector rather than to ths public authorities, potitical control of the
natlional and Community authoritlies must not bhe affected.

in January 1888 the Commisslion services published a consultative document on
the future organisation In this fleld, In order to gather rsactions to the
baslc condlitions which they consldered were indispensable to the launching of
such a project.

On this baslis the Commission declided. to organizs a targe-scale Symposium in
Brussels In Junes 1988 on the theme of corganising testing and certifiction for
Europe, which brought together some 800 participants.

The Symposium conclusions conflrmed the need for such an Infrastructure if the
achlievement of the internal Market Is to have any real significance for the
free movement of goods within the Community.

Such an Infrastructure would aisc provide the common technical basis that is
Indispensable for the negotliation of mutual recognition agreements with non-
Community partners,

The existence of such an infrastructure could also play an important role in
facillitating the administration of EEC legisiation, by providing a common
technical basls for future the Directives for the reguiated sectors.

In accordance with the broad guldelines agreed In consulitation with. the
representatives of natlonal -governments and confirmed by the Symposium
concluslions, the Commission asked CEN/CENELEC to establish the necessary
contacts with al! ‘the Interested parties, in order to draw up a flist of
priority areas where sectoral work should be started, to make proposals on how
the sectoral committess could be organized, and to reflect on appropriate ways
in which the coordinating structure could be supported by CEN/CENELEC.

Since the Symposium In June 1988, work has gone on within CEN/CENELEC to

devise  -appropriate - answers ~to- these dquestlions. This has led to the
formuiation of a proposal for a more genera! restructuring of testing,
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certification and Inspection activities at European level round the presant
CEN/CENELEC structure, whiist ensuring a certain degree of autonomy for these
activities -~ from . -the  -conventional! standardlizing activities = of  -these
organisations. '

The Commission considers that It has a responsibility in this matter for
properly discharging the supsrvisory functlions conferred on 1t by the Treaty

In resspect of any activity liabls to have a besaring on tihs complietion of the
Internal Market
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CHAPTER V

EXTERNAL ASPECTS OF THE GLOBAL APPROACH

The adoptlion by the Community of the globai approach, which providaes clear and
nbjectlive means of assessing the competence and responsibilities of testing,
certiflication and inspection bodles, shouid considerably -facillitate the
relations betwesn the Community and Its International partners In this area.
The strengthening of confidence throuch the structures to be establlished
within the Community will In turn generate greatser confidence Iin dealings with
the  non-Community countries, elther through the relevant International
organizations or on a bilateral basls. |

1. Gulding princiniasg

The starting point for the Community is, of course, iis commitments in GATT
under the Agreement on Technlical Barrisrs to Trade. The Community will
continue to grant non-discriminatory access to Its conformity assessmeﬁt
procedures to products originating In third countries. Under Community law
any product, Including one origlnating lnla third country, which has been
tawfully marketed In ons Membsr State wiii be able to circulate freely
within the Community as a whole. The reinforcement of mutual confldence
resulting from the adoption of the globa! approach wili enable this free
movementio opsrate more effectively for products subject to conformlty
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 Barrlers to Trade does not iay down binding obligations, atthough
its Article 5.2 ‘requires parties “where possible” to accept such
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declarations, tests and certificates from other parties, subject to
bllateral negotiations to ensure "a mutually satisfactory understanding".
The Community |s prepared, !n accordance with this undertaking, to conclude
agresments for mutual rscognhition of tests, reports, certificates and marks
provided that the following conditions are met :

. - The tschnicatl compatence of the non-Community partnef Is adeguate:

The Community will be concerned to ensure that tests or Inspections
carried out by a non-Community body wlll offer the same guarantees as
those located within the Community. This would normally require the use
of common evaluatlon criteria (EN 45000 seriesg) based on International
standards, and would be further faclilitated by the .use of common
standards or technical regulations for the products concernad. It would
also be necessary to ensure that both sides offered eqguivalent safeguards
with  regard to the continued technical competence of their testing,
certification and inspection bodles.

-~ The mutuai benefits flowing from the _agreement are .equivalent and
guaranteed ‘In an ldentlcal manner. The Community wlil wish to be
satisfled that the practicai results of any agreement, in terms of ease
of accesé to the market, are the same for both sides; for Instance, It
would be difficult to accept that one party to the agreemént did not
reduce its - administrative requlirements 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 bodles. Since these arrangements are based upcn
conflidence In particular bodles, their scope needs to be carefully
defined. They cannot be automatically extended to Incliude third partiss
by further agresments on mutual recognition wlithout the consent of the
parties to the original agreement..
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2. Procedures
The partles Involved In the negotiation of mutual recognitlion agreements
and the procedure for such negotiations will differ according to whether

the producis concerned are sublect to goverrmment regulation or not.

.a) Products subject to legisiation

Internaticnal agreements between governments on the mutual recognition
of test reports or certificates, aithough they seek to ensure that ths
public policy objectives of technical legisiation are achleved, are
primariiy intended to promots Internationail trade, and therefore are a
mattar of common commerclal polliecy under Articie 113 of the Treaty. The
negotiation and conclusion ©f such agreements with third countries for
products subjlect (o lawfuily enforced conformity assessment systems lIs
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 msans that the condltions of —access to an integratéd
Community market cannot be determined by agreements with third countries
concluded by Individual Member States. In this context, the technical
bodies - within -thse new -European Organization for -~ Testing and
Cortification wilil need increasingly with time, to draw up common éodes
of practice or rules for conformity assessmant.

it follows: that mutual recognitlion agresmsnts for products subject
elthar to Communlity or national technical regulations will be negotlated
by the Commission on behalf of the Community, advised by representatives
cf the Member States In the normal way. (MNegotiations of this kind are
due to be .opened shortly for  examplie, In respect of the mutual
recognition of Good Laboratory Practice verification between ths
Community and OECD member countries). In iths case of preoducts not
subject to Community legisiation, any Member State wishing to bsnefit
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from a mutual recognitlon'agreement must Inform the Commission which
will then obtain negotiating directives from the Councilt for a
Communlty~ievel agreement with the third country <concerned. The
Commission recognizes that this activity will represent a consliderable
additional demand on its resources and Intends to explore with the
Member States ways In which national technical expertise can be made
avaitable to the Community for these negotiations.

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 shouid be
permitted to do so provided that they fulfil the same conditions of
competence as their counterparts In the Community. The participants In
the Community agreements can satlsfy themselves that this Is the case,
and estabilish their own rules for the extension of the agreements.
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Proposal
for a Councll Decislion

concerning the modules for the varlous 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 Communlty, and
In particular Article 100a thereof,

Having regard to the proposal from the Commission(1),
In cooperation with the European Parliament{(2),

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

Whereas the introduction ‘of harmonized methods for the assessment of
conformity and the adoption of a common doctrine for thelr Implementation Is ,
likely to faclitltate the adoption of future technical harmonization directives
the placing on the market of iIndustrial products and thus be conducive to the

completion of the ‘Internal market by 31 December 1992;

(1) 0J No C
(2) 0J No C
(3) 0J 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 technlcal harmonization directives relating to the
marketing of industrial products will be chosen from among those |iSted in the
annex to this Declislon and in accordance with the-criteria set out therein.

For the Counclli

THE PRESIDENT
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ANNEX TO THE PROPOSAL FOR
A COUNCIL DECISION

Conformity asssssmsnt procedures
Iin the technical harmonization Diresctives

1. General guldelines

The principal gulidelines for the use of conformlity assessment procedures In
technical harmonization Directives are the following :

a)

b)

¢)

the essential objective of a conformlty assessment procedure Is to glve
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 tﬁe
Directives;

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
Iinseparable they must be comblined to constitute a module (e.g. modules
A, G and H);

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)

o)

)

g)

h)

there are a variety of modules which cover the two phases In a variety
of ways. -The Dlirectives shall set the range of possible cholces which
can be consldered by the Councli to give the public authorities the
acceptable Ievel of safety they sesk, for a glven product or product
sector;

in setting the range of possible cholces open to the manufacturer, the
Directives will take. into conslideration, 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 glven sector
(e.g. existence or non-exlistence of third parties), the types and
Importance -of production etc...

the Directives will set out the requirements governing the conditions
In which the manufacturer makes his cholce as to the most appropriats
modules for his production;

the Directives should, in setting the range of possible modules for a
given product or product sector, attempt to leave as widse a choice to
the manufacturer as is consistent with ensuring an acceptably high levél
of protection, as laid down by the essentlial requirements; the
directives should avold Imposing unnecessarlily modules which would be

too onerous relative to the objectives of the Directive concerned;

notifled bodies should be encouraged, whenever possible, to apply the
modules wlthout -undue burden for the economic operators in order to
ensures consistent Interpretation and appilcation of the modules. The
European Organlisation for Testing and Certiflication or, in Its absence,

the Commission will organise close cooperation between the notified
bodies:

whenever Directives provide the possibility for the manufacturer to use

quallty assurance techniques, they must also wherever possible provide
for the possibillty of recourse to product certification;

62



D

1)

for the purposes of operating the varlous modules, Member States shall
notlfy oniy competent bodles which comply wlth the requirements of the
Directlves; bodies accredited to apply the EN 45000 series or which can
produce documentary evidence that they conform to the EN 45000 series
shall ‘be conslidered to conform to the'requlrements of the Dlrectives.
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;

iists of notified bodies shall be published by the Commission in the
OJEC and constantiy updated; ‘

the CE mark (accompanlied, wherever  appropriate, by the ldentification
symbol of the third party involved In the control of the production
phase) shall be affixed to show that the production phase has been

carried out satisfactorily only having regard to the requirements of the
Directives.
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11 - Modules for conformity assessment

Explanatory notes

Specific directives may allow the CE mark to be affixed to the packaging or
the accompanyling documentation, instead of to the product Itseif.

The declaration of conformity or the certificate of conformity (whichever.
of the two applles In the directive concerned) shal! cover either;
individual or severa! products and shall elther 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 11 B of
the Councl! Resolutlion of 7 May 1985 (0J N° € 136/1 of 4 June 1685), and
which have become standard articles in the New Approach Directlives.

The development of computerized ~telecommunications as a means / of|
publication of certificates Issued by notifled bodles / Is envisaged wlthin’
INSIS. ,

Speclific directives may use modules A, C and H with additional sections
contalining supplementary requirements (which figure in the boxes In the:
modules).

‘Modules C and D are designed to be used In combination with module B (ch

type examination). Modules E and F wlll aiso 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 thelr down. l
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Module A : EC dsclaration of conformity

. The EC declaration of conformity Is the procedure 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.

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(i) 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 ths Community, the obligation to keep the technical
documentation avaltable shalil be the responsibility of the person who
places the product on the Community market.

The technlical documentation shall enable understanding of the design,
manufacture and operation of the product, and shall enable assessment of
conformity with the requirements of the directlve,

The documentation shall contain so far as relevant for assessment:

a general description of the product

i

conceptual design and manufacturing drawings and schemes of components,
sub-assemblles, circults, etc.

i

descriptions and explanations necessary for the understanding of sald
drawings and schemes and the operatlion of the product

a tist of the standards referred to In Article 5, appilied in fulil 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 bsen applied

- resulits of design calculations made, examinations carrlied out, ete¢
~ test reports.

The - manufacturer - shall -take all measures necessary In order that the
manufacturing process shall ensure compiiance of the manufactured'products
with the technicai documentation referred to in paragraph 2 and with the

‘requirements of the directive that apply to them.

(Possible suppliementary requlrements)

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 bshalf(2). The tests shall be carrlied out in

the presence of a notified body, chosen by the manufacturer, or by
that notified body.

A notifled body chosen by the manufacturer shall carry out or have
carried out product checks at random intervals. An adequate sample of
the final products, taken onh site by the notifled body, shall be
examined and appropriate tests as set out In the relevant standard(s)
referred to In article 8, 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 foliowing elements:

(Relevant elements shall be speciflied here such as for exampie the
statistical method to be applied, the sampling plan with Its
operational characteristics, etcetera.)

66




Modutle B : EC type examination

. The EC type examination Is that part of the procedure by which a notiflied

body -ascertains and attests that a specimen, representative of the
production planned, meets the provislions of the directive that apply to it.

. -The application for the type examination shall be lodged by  the

manufacturer or hls authorized representative  established within the
Community with a notified body.

The appiication shall Inciude :

- 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 notifled body -

- the technical documentation, as described In paragraph 3.

The applicant shall place at the disposal of the notifled body a specimen,
repressentative of the production envisaged and herelnafter called
“type"(3). The notlified body may request further specimens |f needed for
carrying out the test programme.

The technical documentation shall enable understanding of the design,
manufacture and operation of the product, and shall enable assessment of
conformity with the requirements of the directive.

The documentatlion 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, clrcuits, stc.
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~ descriptions and explanations necessary for the undefstandlng of sald
drawings and schemes and the operation of the product -~

-~ a tist of the standards referred to in Article 5, appllied In fuill or In
part, and descriptions of the solutions adopted to meet the -essential
requirements where the standards referred to In Article 5 have nol been
applled

- rosults of design calculations made, examinations carrled out, etc.

-~ test reports.

. The notifled body shall,

4.1, examine the technical documentation, verlify that the type has been
manufactured In conformity with the technical documentation and
identify the elements which have been designed in accordance with the
reievant provislions 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'examlnatlohs and'neéessary
tests to check whether, where tﬁe standards referred to in Article §
have not been applied, the solutions adopted by the manufactiurer meet
the essential requirements of the directive;

4.3. perform or have performed the appropriate examinatlions and necsssary
tests to check whether, where the manufacturer has chosen to apply the
relevant standards, these have been applied effectively;

4.4, agres with the applicant the location where the examinations and

necessary tests shall be carrlied out.

. Where the type meets the provisions of the directive, the notifled body
shatl Issue an EC type examination certificate to the appiicant. The
certificate shall contain the name and address of the manufacturer,
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conciusions of the -examination, conditions for Its valldity and the
necessary data for " Identification of the approved typs.

The relevant parts of the technical documentation shall be annexed to the
certificate and a copy kept by the notifled body.

. The applicant shai! keep the notified body that has Issued the EC type

examination certiflcate Informed of any modiflcation to the approved
product. '

Modificatlons to the approved product must receive additlional approval from
the notiflied body that Issued the EC type examinatlon 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 additlion to the original EC type examination
certificate.

. Each notified body shall pubilish perlodically the relevant information

concerning

the applications for EC type examination recelved

the EC type examination certificates and additions Issued
the EC type examination certiflicates and additlons refused
the EC type examination certificates and additions withdrawn

The -other notlified bodles may receive copies of the EC type examination
certificates and/or their additions. The annaxes to the certificates shall
be kept at the disposal of the other notified bodles.
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Module C : EC declaration of conformity to type

1. This dsclaration 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 -examlnation
certificate and satisfy the requirements of the directive that appily to
them. The manufacturer shall affix the CE mark to each product and draw up
a written declaration of conformlity.

2. 'The manufacturer shall take all measures hnhecessary In order that the
manufacturing process shall ensure compiiance of the manufactured products
with the type as described In the EC type examination certiflicate and with
the requirements of the directlive that apply to them.

(Possible supplementary requirements)

A notifled body chosen by the manufacturer shall carry out -or have
carried out product checks at random intervals. An adequate sample of
the final products, taken on site by the notifled body, shall be
examined and appropriate tests as set out In the relevant standard(s)
referred to in article §, 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 shatll use the following elements:

(Relevant slements shall be speciflied here such as for example the
statistical method to be applled, the sampling pian with Its
operational characteristics, etcetera.)

Module D : EC declaration of conformity to types {(production Quality Assurance)

1. This declaration of conformity Is that part of the procsdure whereby the
manufacturer who -satisfles the obllgations of paragraph 2 ensures and
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declares that -the products céncerned 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 shail
affix the CE mark to each product and draw up a written decliaration of
conformity. The CE mark shall be accompanied by the identification symbol
of the notifled body responsiblie for EC survelliiance.

. The manufacturer shall operats an approved quallty system for production,
final product Inspection and testing as specliflied In paragraph 3 and shall
be subject to EC surveillance as specifled in paragraph 4.

.. Quality system

3.1. The manufacturer shall Jodge an appllcation for assessment of hlis
cuality system with a notified body.

The appiication 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 sultability and effectiveness

- 1f applicable, the technical documentation of the approved type and
a copy of the EC type examinatlon certificate.
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3.2.

3.3.
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The quality system shall ensure comp!iancé of the products with the
type as described In the EC type examination certificate and with ths
requirements of the directlve 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 poliiclies, procedures and Instructions. This
qual ity system documentation shali ensure a common understanding of
the quality programmes, plans, manuals, and records.

It shall contaln In particular an adequate description of

- the quality objectives and the organizational structure,
responsibliities and powers of the management with regard to product
qualtty,

-~-the manufacturing, quallity control and quality assurance techniques,
processes and systematic actions that wiil 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 achisvement of the required product quality
and the effective operation of the quality system.

The notified body shall assess thé quality system to'determ(ne whether
1t satisflies the requirements referred to In paragraph 3.2. 1t shall
presume conformity with these requirements In respect of quality
systems - that  implement - the relevant - harmonlized - standard (4).

The assessment team shall ‘have at teast one member expsrienced as an

assessor In the product technoliogy concernsd. 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 dscision.

. The manufacturer or his authorized representative shall keep the

notified body that has approved the quallty system Informed of any
intended updating of the quallity system.

The notified body shall evaluate the modiflcations proposed and decide
whether the amended quality system wiil still satisfy the requirements
referred to In paragraph 3.2. or whether a re-asssssment is required.

It shatl notify its decision to the manufacturer. The notification
shat!l contain the conclusions of the examination and the reasoned
assessment declsion.

4, EC survelllance

4.1,

4.2,

The purpose of EC survelllance Is to make sure that the manufacturer
duly fulfllis the obililgations arising out of the approved quality
system,

The —manufacturer . shall allow the' notified body  entrance - for
lnspebt!cn purposes to the locatlions of manufacture, Inspection and
testing, and storage and shall provide it with all  necessary
Iinformation, In particular

-~ the quality system documentation

-~ the quality records, such as .inspection reports and test data,
callbration data, qualification reports of the personnes!l concernead,
etc.
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4.3. The notified body shall perlodicaily (5) cafry out audits to make sure
that the manufacturer maintains and appltles the quality system and
shall provide an audit report to the manufacturer.

4.4, Additionally the notiflied body may pay unexpected visits to the
manufacturer. During such visits fuill or reduced audits may be carrled
out by the notified body. The notified body shall provide a visit
report and, If applicable, an audit report to the manufacturer.

. Each notifled body shall publiish periodicaily the relevant iInformation

concerning the quallty system approvals Issued and withdrawn.

Module E : EC declaration of conformity (product Quality Assurance) (6)

1. This declaration of conformity Is that part of the procedure whereby the

manufacturer who satisfies the obligations of paragraph 2 ensures and
decliares that the products concerned [are In conformity with the type as
described in the EC type examination certificate and] satisfy tﬁe
requirements of the directive that apply to them. The manufacturer shatl
affix the CE mark to each product and draw up a written declaration of
conformity. The CE mark shail be accompanied by the Identiflication symbo!
of the notified body responsible for EC survelllance.

The manufacturer shall operate an approved quallty system for final product
inspection and testing as specifled In paragraph 3 and shall be subject to
EC surveillance as specifled In paragraph 4. )

Quallity system

3.1. The manufacturer shall lodge an application for .assessment. of his
quality system with a notlfled body.
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3.2.
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The apptlcation shail Include :
- all relsvant information for the product category envisaged
- the quality system’s documentation

~ an undertaking to carry out the obligations arising from the quaiity
system as approved

- an . undertaking to maintain the quality system as approved to ensurs
Its continuing sultablliity and effectiveness.

- If applilcable, the technlcal documentation of the approved type and
a copy of the EC type examination certificate.

Under the quality .system each product shail bs examined and
appropriate tests as set out In the relevant standard(s) referred to
in articie § or equivatent 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 orderiy manner
In the form of written policles, procedurss and instructions. This
quality system documentation shall ensure a common understanding of
the quallty programmes, plans, manuals, and records.

1t shall contaln In particular an adequate description of

- the quality objectives and the organizational structure,
responsibilities and powers of the management with regard to product
quatity,

- the ‘examinations and tests -that wlll be carried out after
manufacture

- the means to monitor the effective operation of the quality system.
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3.3.

3.4.
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The notifled body shall assess the quality system to determine whether
1t satisfles the requirements referred to In paragraph 3.2. It shall
presume conformity with these requirements In respect of quality
systems  that Impiement - the relevant harmonized standard(7).

The assessmant 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 decislion shall be notified to the manufacturer. The notification
shall contain the conciusions of the examination and the reasoned
assessment declision.

The manufacturer or his .authorized representative shall keep the
notiflied 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 amendsd qual}ty system will still satisfy the requlrements
referred to in paragraph 3.2. or whether a re-assessment is required.

It shall notify {ts decislion to the manufacturer. The notification
shall contain the conclusions of the examination and the reasoned
assessment decislion.

4. EC survelillance

4.1,

4.2.

The purpose of EC survelilance Is to make sure that the manufacturer

duly fulfiis the obligations arising out of the approved guality
system, , -

The manufacturer shall allow the notifled body entrance for
inspection purposes to. the I{ocatlions of . Inspection, testing and
storage, and shall provide It with all necessary information, In
particular
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- the quality system documentatlion
-~ thse technical documentation
- the ‘quallty records, such as inspection reports and test data,

caiibration data, quallification reports of the personne! concernsd,
etc.

4.3. The notified body shail perliodically (8) carry out audits to make sure
that the manufacturer maintains and appiies 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 vislits full or reduced audits may be carrled
out by the notified body. The notified body shall provide a visit
report and, if applilicable, an audit report to the manufacturer.

. Each notified body shall publish perliodically the relevant Information

concerning the quallity system approvals Issued and withdrawn.

Moduie F : EC verification (8)

1.

The EC verification is that part of the procedure whereby a notified body
checks and attests 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 take ali . measures necessary in order  that the

manufacturing process snsures conformity of the products {[with the type as
described In the EC type examination certificate and] with the requirements
of the dlirective that apply to them,
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3. The EC verification may bs carried out, at the cholice 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
baslis as speéified In paragraph 5(9).

4. Veriflcation by examination and testing of every individual product

4.1. Ali products shall be Individually examined and approprliate tests as
set out in. the relevant standard(s) referred to -in.articie 5 or
equivaient tests shall be carrled out in order to verify thelr
conformity with [the type as described In the EC type examination
certificate and] the requlirements of the directive that apply to them.

4.2. The notiflied body sha!l,afflx 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 notifled 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 ensureas homogenelity of each lot produced.

5.2.-1f -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 notifled - 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 liot.
Products In a sample shall be individually examined and approprlate
tests as set out In the relevant standard(s) referred to in article 5,
or equivalent tests, shall be carrled out to snsure thelr conformlty
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with the relevant requirements of the directive and to determine
acceptance or rejectlion of the lot.

5.4. The statistlical procedure shall use the following  elements:

{Relevant elements shall be specified here such as for exampis the
statistical method to- be -applled, the sampliing plan with its
operational characteristics, etcetera.)

5.5. If a iot Is accepted the notifled body shall draw up a written
certificate of conformity. All products in the iot may be put on the
market except those products from the sample that were found not to be
In conformity.

If a lot lIs rejected the notified body or the competent authority
shall take approprlate measures to prevent the putting on the market
of that Jjot. iIn -the event of frequent rejection of lots the notifled
body may suspend the statistical verification.

Module G : EC unlt verification

1. The EC unit verification is the procedure whereby ‘a notifled body checks
and attests that the product concerned Is In .conformity with. the
requirements of the directive that apply to 1t. The notifled body shall
affix the CE mark to ths product and draw up a written certificate of
conformity. The CE mark shall be accompanied by the lIdentification symbol
of the notified body.

2. The product shall be examined and appropriate tests as set out In the
relevant standard(s) referred tco .in article 5, or equlivalent tests, shall

be carried out to ensurs Its conformity with the relsvant requirements of
the directive,
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3. Technical documentation shali 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, circults, etc.

-~ descriptions and explanatlions necessary for the understanding of sald
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 applled

- results of design calcuiations made, examinations carried out, etc
~ test reports.

Module H : EC declaration of conformity (full Quallty Assurance)

1. -This deciaration of conformity is the procedure whereby the manufacturer
who satisfies the obliigations of paragraph 2 ensures and declares that tﬁe
products concerned satisfy the requirements of the directive that apply to
them. The manufacturer shall affix ths CE mark to each product and draw up
a written dectlaration of conformity. The CE mark shall be accompanied by

the identification symbol of the notified body responsibie for the EC
surveillance.

2. The manufacturer shall operate an .approved quallty system for design,
manufacture and final product Inspectlion and testing as specifled In

paragraph 3 and shall be subject to EC surveillance as specified in
paragraph 4.
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3. Quallty system

3.1,

The manufacturer shall lodge an application for assessment of hlis
quality system with a notifled body.

The application shall .Include:

- all relevant Information for the product category envisaged

- the quality system’s documentation

- an undertaking to carry out the obilgations arlsing from the quallty
system as approved

- an undertaking to maintain the quality system as approved to ensure
Its continuing sultablility and effectliveness.

The quality system shall ensure compliance of the products with the
requirements of the directive that apply to them.

All the slements, requlrements and provisions adopted by the
manufacturer shall be documented in a systematic and orderly manner In
the form of written policles, procedures and Instructlons. Th}s
quality system documentation shall -ensure a c¢ommon understanding of
the quaiity policies and procedures such as quality programmes, plans,
manuals, and records.

It shall contain in particular an adequate description ~of

- the quallity objectives - and the organizational structure,
responsibilities and powers of the management with regard to design
and product quallity,

-~ the technical design specifications, Including standards, that will
be applied and, where the standards referred to In article 5 witl
not be appliied In full, the means that will be used to ensure that
the essentlal requirements of the dlirective that apply to the
products will be met;
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-~ the design control and design verification techniques, processes and
systematic actions that will be used when designing the products
pertaining to the product category covered,

- the . corresponding - manufacturing, -quality -control and - quality

assurance technlques, processes and systematic actions that will be
used,

-~ the examinations and tests that will be carried out before, during,
and after manufacture, and the freqgquency 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 quallty system.

The notifled body shall assess the quallty system to determine whether
It satisfles the requirements referred to In paragraph 3.2. It shall
presume compliance with these requirements iIn respect of quality
systems = that Impiement - the - relevant - harmonized = standard(i1).

The assessment team shall have at least one member experienced as an
assessor In the product technology concerned. The evatuation procedure
shall - include an assessment visit -to the manufacturer’'s premises.

‘The decision shall be notifled to the manufacturer. The notlification

shall contain the conclusions of the examination and the reasoned
assessment decision.

The manufacturer or .his authorized representative shall keep the
notiflied body that has approved the quality system informed of any
intended updating of the quailty system.

The notifled body shail evaluate the modifications proposed and declde

whether the amended quallity system will stitl satisfy the requirements
referred to in paragraph 3.2. or whether a re-assessment .is required.
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It shall notlify its decision to the manufacturer. The notification
shall contaln the coriciusions of the examination and the reasoned
assessment declision.

4. EC survelllance

4.1.

4.2.

The purpose of EC surveiliance is to make sure that the manufacturer
duly fulfiis -the obligations arising out of the approved quaiity
system.

The manufacturer shall allow the notifled body entrance for Inspection
purposes to the locations ~of design, manufacture, - Inspection .-and
testing, and storage, and shall provide 1t with atl necessary
information, In particuilar |

- the quality system documentation

- the quallty records as foreseen by the design part of the quallity
system, such as results of analyses, calculations, tests, etc

~ the quality records as foreseen by the manufacturing part of the
quailty system, - such —as Inspection .reports .and test . data,
calibration data, qualification repports of the personne! concerned,
etc.

The notifled body shall periodically(i12) carry out audits to make sure
that the manufacturer maintains and applies the quallity system and
shall provide -an audit report to the manufacturer.

4.4 Additionally the notifled body may pay unexpected visits to +the

manufacturer., buring such visits full or reduced audlts may be carried
out by ths notifled body. The .notifled bhody shall provide a visit

report and, if applicable, an audit report to the manufacturer.

5. Each notified body shall publish periodicaliy the relevant Information
concerning the quality system approvals Issued and withdrawn.
(Posslibie supplementary requirements)
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Design examination

1.

The manufacturer shall  lodge an application for examination of the
design with a single notifled body.

.- The application shall enable understanding of the deslign, manufacture

and operation of the product, and shall enable assessment of conformity
with the requirements of the directive.

It shall include

- the technléal design specifications, inciuding standards, that have
been appliled,

~.-the necessary supporting evidence for their adequacy, In particular
where the standards referred to In article 5 have not been appliled in
futl. This supporting evidence shall Include the resuits of tests
carrled out by the appropriate laboratory of the manufacturer or 6n
his behalf.

. The notifled body shall examine the appllicatlion and where the design

meets the provislions of the directive that apply to It shall Issue an EC
design examination certlificate to the applicant. The certificate shall
contain the conclusions of the examination, conditions for its validity,
the necessary data for Ildentification of the approved design and, |if
relevant, a description of the product’s functioning.

The applicant shall keep the notified body that has Issued the EC design
examination certificate Informed of any modificatlion to -the approved
design.
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Modifications to the -approved design must receive additional approval
from the notlfied body that Issued the EC design examinatlon certificate
where -such changes may .affect the conformity with the essentlial
requlrements of the directive or the prescribed condlitions for use of
the - product. This additional approval Is given In the form of an
addition to the original EC design examlination certificate.

. The notiflied bodies shall publish perlodically the relevant information
concerning

the applications for EC design examination recelved

the EC design examination certificates and additlions 1ssued
the EC design examination certificates and additions refused
the EC design examination certificates and additions withdrawn
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Foot-notes

Specific directives may changs this perlod

If this option is used In a specific directive the products concerned
shall be specified, together with the tests to be carrled out.

A type may cover several product variants provided that the differences
between the varlants do not affect the level of safety and other
performance requlrements of the product.

This harmonized standard shall be EN 29002, completed if necessary to
take into consideration the specificity of the products for which it Is
implemented.

in specific directives the periodiclity may be specifled.

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 harmonlzed standard sha!l be EN 29003, completed Iif necessary to

take ‘Into consideration the specificity of the products for which it Is
Impiemented.
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(8) In specific directives the periodicity may be speciflied.

(9) In specific directives the cholce of the manufacturer may be limited.

(10) Speciflc directives may specify that the CE mark shali be affixed by the
notified body.

(11) This harmonized standard shall be EN 29001, completed If necessary to
take into conslideration the specificity of the products for which it is
Implemented.

(12) In specific directives the pericdiclity may be specified.
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Marufacturer submits to notified body
T"technical documentation
- type

Notified body
Tascertains corformity with essential requirements
- carries out tests,
~ jgsues EC type examination certificate

if necessary

C. EC declaration of
conformity to type

0. EC declaration of
conformity to type
{procuction QA

£, EC declaration of
conformity {prod:ct
TV]

F. EC verification

Marnfacturer

< declares conformity
with acproved type

~ affixes the CE mark

Notified body

=~ Tests on specific
aspects of the product
[$)

- Product checks at
randem intervals (1)

Marufacturer
~“eperates an approved
Quality System (@S)
for production ard

testing
- declares conformity
with approved type
- affixes the CE mark

Notified body

- approves the @S

- carries out sur~
veillance of the GS

Manufacturer

= operates an approved
Quality Syster (QS2
for irspection ard
testirg

- declares conformity
with approved type, or
to essential
requirements

~ affixes the CE mark

Notified body

~ approves the 6§
- carries out sur
vejllance of the GS

Marufacturer

- gnsures conformity
with acproved type, or
to essential
requirements

Noti fied body

TVerifies conformity

- issues certificate cf
conformity

- affixes the CE rark

¢, EC unit verification

H. £C dectararion of
conformity (futl GA -

Farufacturer
~Submits technical
docurentation

Marufacturer
- gubmits product

Notified bedy

- verifies conformity
with essential require
ments

~ jssues certificate of
conformity

- affixes the (E mark

Marufacturer

=~ crerates an approved
Quality System @S)
for design

Actified body

- carries out sur-
veillarce of the QS

- verifies conformity!
cf the design (1)

- issues EC design
exarination
certificate (1)

Manufacturer

- cperates an aprroved
Qs for production
ard testing

- declares conformity

- affixes the CE mark

Notified body

- carries out

surveillance ¢! the

Qs

(1) supplementary requirements which may be used in specific directives




	Introduction
	Commission Memorandum 
	Contents
	Chapter 1
	Chapter 2-  The Role and Importance of testing, certification and inspection
	Chapter 3- The Objectives of a Global Approach
	Chapter 4- The Necessary Measures to Implement the Global Approach
	Chapter 5- External Aspects of the Global Approach
	Proposal for a Council Decision
	Annex to the Proposal for a Council Decision
	Foot-notes



