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1 About thisreport

The Commission for Occupational Health and Safety and Standardization (KAN) was
founded in 1994 to assert German interests in OH& S matters, especially with regard to
European standardization. KAN is composed of representatives of the social partners, the
federa state and the Laender, the Hauptverband der gewerblichen
Berufsgenossenschaften (HVBG, German federation of institutions for statutory accident
insurance and prevention) and the German Standards Institute (DIN). One of KAN’s
tasks is to focus the public interests in the field of occupationa health and safety and to
exert influence on current and future standardization projects by delivering opinions on
specific subjects.

KAN procures studies and expert opinions in order to analyse occupational health and
safety aspects in standardization and to reveal deficiencies or erroneous developmentsin
standardization work.

This study was based on the following task in hand:

1.1 Background

A precondition for a properly functioning European Single Market is the elimination of
barriersto trade. The free movement of goods within the European Union can be
impaired by differencesin national regulations and testing, certification and surveillance
procedures. Confidence in the technical competence, capability, impartiality and integrity
of bodies performing conformity assessmentsis of great importance for the Single
Market and also for relations between the EU and third countries. Thisis true both of the
area subject to statutory regulation and that not subject to such regulation. The
accreditation of bodies conducting examination, calibration, certification (of products,
quality systems and personnel) and inspection is to be regarded as a confidence-building
measure for industry and public bodies. Accreditation procedures, i.e. the formal and
technical assessment and recognition by an authority or for that matter by a private body
of the competence to perform special tasks, continue to exhibit substantial differences at
national, European and international level. The ongoing development of international
standards and their consistent application is therefore of great importance in this area. It
must be ensured, however, that the standards do not contravene requirements resulting
for example from EU Single Market Directives.

Council Decision 93/465/EEC gives rise to a presumption of conformity with the
requirements of the EU directives provided testing/certification bodies meet the
requirements of the harmonized standards. At present, the Member States apply
supplementary criteriafor the designation of bodies, in addition to EN 45000.



In order for the presumption of conformity to be created in fact, standards are therefore
required which fully cover the requirements of the directives, are harmonized pursuant to
the directives, and are published in the official journal.

In addition, it is desirable for international agreement to be reached with regard to these
requirements. Once this has been achieved, the mutua recognition of conformity
assessment bodies designated by the Member States enshrined in statute in the
agreements between the EU and third countries (MRAS) and the protocols governing the
mutual recognition of conformity assessments between the EU and the candidate
countries for EU membership (PECAS) could then aso be based upon these
requirements.

Neither the EN 45000 nor the relevant 1ISO/IEC Guides meet these requirements at the
present time. Furthermore, the structure of these series of standards and |SO/IEC guides
exhibits redundancies which could be eliminated in the course of arevision.

1.2 Objective of the study

The objective of the study is to clarify the extent to which revision of the international
body of 1ISO CASCO standards, which is generally adopted unchanged in the EN 45000
ff. series of standards, could have implications for the European/national accreditation
and designation system, and which elements of Community law are to be regarded as
indispensabl e requirements for adoption of the standards.

To thisend, al directives in which notified bodies play a part were to be considered. The
study was further to consider European and international standards and draft standards,
guidance documents such as ISO/IEC Guides, including the guidance documents drawn
up by the European Co-operation for Accreditation (EA) for application of the EN 45000
series, and guidance documents of the European Commission (e.g. Blue Guide, Certif,
SOGS documents, MEDDEV).

The study was to establish the following facts:

The principles of German accreditation and designation systems

A description of the current principles and features in the areas subject and not subject to
statutory regulation

The principles of the accreditation and designation systems of European countries
Model compilation of the principles and systems of other European countries
International framework agreements

Presentation of the relevant international framework conditions and proposals, e.g.
agreements between the EU and third countries (MRAS), PECAs, WTO-TBT, UN ECE,
OECD, TABD, etc., and their possible effects upon the European system.

Possible changesto the principles of accreditation and designation



Identification of the potential effects of revision of the international body of standards
(ISO CASCO) and their adoption into the EN 45000 ff series of standards upon the
European/German system of accreditation and designation.

Recommendations

Development of proposed arrangements for international standards governing conformity
assessment (accreditation, certification, inspection, examination/calibration) which give
rise to a presumption of conformity for the area subject to statutory regulation. For this
purpose, requirements should be formulated for the content and structures of the
standards which are necessary for the most uniform possible application in the area
subject to statutory regulation and that not subject to such regulation.

Proposals for the series of standards should contain requirements for the bodies seeking
accreditation/designation, including for their surveillance, and for the accreditation
bodies/designating authorities, and should be equally suitable for application in the area
subject to European harmonization (EU directives/regulations), the area subject to
international harmonization (MRAs, PECAS), and the area not subject to statutory
regulation. The proposals should identify the relevant distinctions.

KAN thanks the authors for performance of the project and for presentation of the report,
and the following experts for their support in evaluation of the study:

Herrn Dipl.-Soz. Ulrich Bamberg,
K AN-Geschéftsstelle, Arbeitnehmerbiiro

Herrn Guenther Beer
SiemensAG

Herrn MinR Dipl.-Ing. Norbert Feitenhandl,
Zentralstelle der Lander fur Sicherheitstechnik (ZLS)

Herrn Dipl.-Ing. Manfred Kaufmann,
Deutsches Institut fir Normung (DIN)

Herrn Dipl.-Ing. Udo Kroger,
Bundesanstalt fir Arbeitsschutz und Arbeitsmedizin (BAUA)

Herrn Dr.-Ing. Joachim Lambert,
Leiter der KAN-Geschéftsstelle



Herrn Dipl.-Soz. Wiss. Eckhard Metze,
KAN-Geschéftsstelle, Arbeitgeberbiro

Herrn Dipl.-Ing. Dirk Moritz,
Bundesministerium fur Wirtschaft und Arbeit (BMWA)

Herrn Dipl.-Ing. Rudiger Reitz,
HVBG/BG-PRUFZERT

Frau Dipl.-Ing. Rita Schi(ter,
KAN-Geschéftsstelle

Frau Dr. Undine Soltau,
Zentralstelle der Lander fur Gesundheitsschutz bei Medizinprodukten (ZLG)

Frau Dr.-Ing. Monika WIloka,
Deutscher Akkreditierungsrat (DAR)

Herrn Dr. Hans-Jorg Windberg,
Bundesanstalt fir Arbeitsschutz und Arbeitsmedizin (BAUA)

The following summary of the study and the recommendations were adopted by KAN in
April 2003.



Summary of the study

) Termsof reference of the study - background and
description of the problem

Redlization of the fundamental economic freedoms enshrined in the EC Treaty
(formerly the EEC Treaty) has, since the signing of the Treaties of Rome, been the
European Union's must pressing objective. Realization of these fundamental freedoms
involves redlization of the free movement of goods, of the free provision of services, of
the free movement of employees, and of the free movement of capital in observance of
health protection, occupational health and safety, and consumer and environmental
protection.

The realization of these freedoms is subject essentialy to the creation of secondary
community law, i.e. the drafting of directives and regulations. Primary community law -
in this context the EC Treaty - is not of itself sufficient for assurance of the fundamental
freedoms. Without secondary community law, the Single Market would not progress
beyond a juxtaposition of independently regulated national markets, the members of
which would be permitted reciprocal access, but not complete freedom of action. This
situation can be described only as "resembling" a single market.

The Single Market involves more, however. With the conclusion of the EC Treaty, the
Member States have assumed more far-reaching obligations which are to be met through
legal harmonization. Harmonization of the free movement of goods is of key
significance in this context. This fundamental freedom, probably the most important in
the EC Treaty, was realized by the New Approach - the most significant project for
realization of the Single Market. The New Approach was presented in 1985 in the
European Commission's white paperl and established in law by a Council Resolution.2

The proposed approach for the creation of free movement of goods within the territory of
the EU/EEA3 was new: since complete harmonization of legislation, including
harmonization of all technical safety requirements, proved to be excessively protracted
and consequently virtually impossible, the Commission pursued the strategy of
minimum harmonization. The chief principle behind this strategy is that the relevant
regulations in the various Member States are largely equivalent, and that reciprocal
recognition of the national regulationswould ther efor e sufficein principle.

The model for these considerations was provided by the ECJ; the most famous case is
probably that of the "Cassis de Dijon" in 19794. In this decision, the ECJ ruled import
bans to be incompatible with the EC Treaty, irrespective of whether the primary
legislation governing the free movement of goods (the EC Treaty) was already supported

1 European Commission white paper on the completion of the internal market, COM (85) 310 - final,
14.6.1985

2 Council Resolution of 7 May 1985 setting out a new approach to technical harmonisation and to
standardisation, OJ C 136, 4.6.1985, p. 1

3 The New Approach applies not only to the territory of the EU, but also the EFTA states Iceland,
Norway and Lichtenstein. This territory is designated the EEA (European Economic Area). The
territory subject to the New Approach will however be referred to in the present study principally as
the "EU", in accordance with the usual convention.

4 ECJE 1979, p. 649, see also Moench, C.: NJW 1982, p. 2690 ff.
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by directives and regulations. The ECJs ruling was based upon goods being able to
circulate freely once the twelve-year transitional period for creation of the Single Market
had passed (1970) except where, in exceptional cases, this freedom contravened
important national reservations, such as requirements concerning the protection of health
and safety.

The Commission adopted this view and developed, in its white paper, the concept of
minimum harmonization (through directives) with the greatest possible recognition of
tlegal provisions of other European countries. The white paper states that its activity for
the harmonization of statutory provisions concerning the distribution of products, the
Community should in future limit itself essentially to the formulation of minimum
criteria for conformity assessment bodies and of basic requirements for products. The
basic requirements refer - depending upon the function of the directives to be adopted -
to requirements for safety, health, environmental protection, consumer protection, etc.

The minimum degree of harmonization is however only a "half-way house'. The
minimum degree of harmonization was and remains a means for swift realization of the
Single Market; it is not, however, a suitable concept for a sustainable solution. The
Commission has also recognized this fact. For many areas, including areas in which
harmonized directives do not exist, provison was therefore made within the New
Approach for further harmonization by the creation of harmonized standards. These
standards are not legidative in nature; their observance is nevertheless not merely
optional. Where the standards are complied with, the Member States are obliged to
assume that the products and (manufacturing) processes for which such compliance is
declared satisfy the minimum requirements set forth in the directives (presumption of
conformity). Pressure is thus exerted upon companies to act in compliance with the
standards.

The third essential element of the New Approach for assurance of the free movement of
goods within the European Single Market is the reciprocal recognition of certificates of
conformity. The principle applicable here is that barriers to trade would be restored
should the national surveillance authorities fail to recognize evidence, produced in other
Member States, of the observance of directives and/or standards. In the past, the national
authorities - or, in the area not subject to statutory regulation, the purchasers - have
frequently demanded retesting or even certificates issued in the country of destination for
imported products or implemented management systems. The consequence has been a
reinforcing of barriersto trade.

In order to eliminate such barriers to trade, it was necessary to create a system by which
certificates issued by independent bodies were recognized reciprocaly by the Member
States. The acceptance of a system of this kind is based essentialy upon sufficient
confidence in the results of conformity assessment produced by bodies in other Member
States, specifically confidence in satisfactory health protection, occupational health and
safety, and consumer and environmental protection.

These considerations led the Commission to develop its Global Approach5, which was
intended to provide transparency of the conformity assessment systems and

5 The work of the Commission following adoption of the New Approach was completed in July 1989
with the following Communication to the Council: "Global approach to certification and testing" (OJ
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comparability of the competence of the testing, certification and monitoring bodies, in
order for the concept of recognition to be functional. The essential idea here was to lay
down uniform and transparent minimum regquirements not only for products, but also for
the activity of the conformity assessment bodies. Prior to adoption of the Global
Approach, the EU New Approach directives contained conformity assessment procedures
which differed from each other and were not harmonized. The Global Approach
consequently embodies

(1) harmonization of the requirements for products and conformity assessment
procedures to be observed by the manufacturer,

(2) harmonization of the regulations governing the organization and modus operandi of
the national testing, certification and surveillance bodies,

(3) harmonization of the regulations governing the organization and modus operandi
of the testing, certification and surveillance bodies stated under (2), which are often
under national control

(4) harmonization of the national systems which designate the bodies responsible for
licensing of the bodies stated under (2).

An essential advantage of the New Approach in conjunction with the Global Approach is
the relevance for all conceivable cases of the movement of goods in Europe.
Conformity assessments may be necessary either because national or European statutory
provisions require certain technical specifications, or in order to meet a demand from the
market. In the first case, the legidators require evidence of conformity which the
manufacturer may have to furnish for reasons of occupational health and safety,
protection of health, the environment, safety, etc., before he may distribute the products.
In the second case, testing of the products is required by purchasers upon conclusion of a
business agreement; the test is aresult of the company's competition strategy. The system
described takes all the cases stated into account, namely:

e the"area subject to harmonized statutory regulation”, i.e. the area for which
harmonized EU directives exist,

e the "area subject to statutory regulation”, for which national regulations
exist, but EU directives do not (at this stage), and

e the "areain the private sector not subject to statutory regulation”, in which
requirements and control methods are exclusively the prerogative of
contracting parties, and which the Commission or the ECJ may influence
only by providing the contracting parties with a structura and
organizational supporting framework.

The European Commission, the nationa authorities, the conformity assessment bodies,
the companies, and numerous other parties have now gathered severa years practical
experience in the implementation of the New Approach. This experience has shown the

C 267, 19.10.1989). This communication developed into the following documents. "Council
Resolution on a global approach to conformity assessment”, OJ C 010, 16.1.1990 and "Council
Decision concerning the modules for the various phases of the conformity assessment procedures
which are intended to be used in the technical harmonization directives', OJ L 380, 31.12.1990.

—-12 -



New Approach to be a successful instrument for the establishment and initia
development of the Single Market. Over the course of time, however, certain essential
problem areas and issues have arisen in relation to the instruments of the New
Approach.6 These formed the impetus for the present study, which is intended not only to
identify and examine the the problem areas, but also to draw up proposals for
improvement.

A preliminary essential weak point concerns both the legal relevance and substance of
the legidation and standards supporting the New Approach, and the actual
implementation of these regulations within the individual Member States. For example,
the terms governing the minimum criteria for notified bodies enshrined in the various
EU New Approach Directives in particular appear to be too abstract and too divergent.
The Member States are granted enormous discretionary powers in the application of
these criteria, which may result in discrepancies in the level of competence of the testing
and certification bodies.

In addition, the EN 45000 series of standards (principles of conformity assessment)
listed in Council Decision 93/465/EEC (the "Modules Decision™) no longer appears to be
mandated by the European Commission; furthermore, the minimum requirements stated
in the European directives are not always transposed correctly and precisely within these
standards. In addition, the application of certain individual standards within this seriesto
specific areas of testing and certification is not always clearly regulated; the Member
States may apply different standards for the designation of a body with one and the same
conformity assessment function.

As a result, on the one hand, the presumption of conformity ascribed to these
standards, according to which a body is presumed to possess competence in compliance
with the directive provided it complies with a corresponding harmonized standard, is
called into question. This presumption of conformity ceases to apply as soon as different
standards are applied for conformity assessment procedures which are in fact equivalent,
and for which doubts may aso be raised regarding whether the standards satisfy the
requirements of the directive. At the same time, the statutory relevance of these
harmonized standards and the order of priority of the directives, decisions and standards
is not always regulated clearly and unambiguously.

This uncertainty damages the confidence in the system of conformity assessment, and
with it the confidence in the free movement of goods and in the standard of protection of
health, occupational health and safety, and environmental and consumer protection.
Should divergent criteria and procedures apply in Europe for conformity assessment,
both of products and of bodies, criteria and procedures which may not necessarily even
meet the minimum criteria enshrined in the EU directives, the resulting loss of
confidence may lead individual parties to call the complete system into question, and in
the worst case bring down the entire New Approach. Without confidence in the technical
competence, skill, impartiality and integrity of bodies performing conformity
assessments, the free movement of goods within the Single Market cannot be maintained.

A second weakness concerns the terminology employed in relation to the New
Approach: the terms "designation, "accreditation, "notification", including the
associated procedures and their significance and operative effect, are defined and applied
differently from one Member State to another.

6  For background and more information on problem areas, see also: SOGS N426 EN: Draft DG
Enterprise Consultation Document on the review of the New Approach, 28.01.2002
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Thirdly and finally, efforts are currently underway at international level by
ISO/CASCO regarding essential standards - the EN 45000 series governing
testing/certification/accreditation - with a view to having these international standards
adopted as CEN/CENELEC standards in identical form in the near future. In order for
these standards to be applied within the New Approach in a manner which givesriseto a
presumption of conformity, it must then be assured that the requirements of the European
Single Market and specificaly of the New Approach are reflected in these international
bodies of standards, in order to assure the essential conditions for the free movement of
goods within the EU. A revision of this European system must include approaches to
solutions for avoidance of the deficiencies stated, and at the same time the results of the
| SO/CASCO activity must be anticipated and influenced.

Based upon the numerous existing statutes, directives, standards, guidance documents,
comments, field reports and recommendations, the present study analyses the principles
of German and European accreditation and designation systems, in order to identify their
inherent weaknesses with reference to meaningful examples. International agreements
concluded between the EU and third countries in the area of conformity assessment are
examined, as are the efforts of ISO/CASCO to reform the international body of
standards.

The objective of the study is to develop, on the basis of the status quo identified by the
analysis, proposals for the development of a uniform and inherently consistent body of
regulations for the conformity assessment of bodies, proposals which create an accepted
presumption of conformity and assure adequate health protection and occupational health
and safety. These proposals primarily take account of the requirements of the Single
Market, i.e. the New Approach, for functional, free movement of goods, and could aso
be applied in the area not subject to statutory regulation. The question of how the
proposals formulated here might be implemented in legal terms is also addressed.

) Resultsof the study

Presumption of confor mity

According to the results of the study, the EN 45000 series of standards may now no
longer beregarded as giving rise to the presumption of conformity?.

A comparison of the content of the EN 45000 series of standards with the provisions of
the EU New Approach directives shows that not al standards cover all requirements of
the directives. By way of example, the criteria for the bodies independence differ.
Liability insurance is not mandatory. The conformity assessment procedures described in
the standards are not unreservedly suited to covering the conformity assessment
procedures of the modules, and the conditions governing subcontracting are not identical
in all cases.

7 With regard to the presumption of conformity created by the standards, refer to the detailed
examination of their form and content in Chapter 3.2.2.3, p. 57 ff.
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In addition, the standards are not clearly referenced in the individual conformity
assessment modules. for amost every module, the Member States may make reference to
severa standards with significant differencesin content for assessment.

The study also examines whether the provision containing the presumption of conformity
does in fact have a binding effect upon the Member States. The presumption of
conformity can be found in the "General Guidelines’ annex of Council Decision
93/465/EEC. A "decision” of thiskind is classified in the legal literature as a sui generis
legal instrument. Such legal instruments must be properly promulgated; such
promulgation is sine qua non for legal instruments which, like Council Decision
93/465/EEC, are directed at external parties. In the case of the Modules Decision, this
was effected by publication in the Officia Journal. The "General Guidelines' are
incorporated into Article 1 of this Council decision in the form of a reference which
defines a rule of law and is therefore binding. The reason for this is the facility thus
created for a departure from the guidelines in justified exceptional cases. The party to
which the "Genera Guidelines' are directed, in particular by virtue of the 2nd sentence
of Item I.A.k), are the Member States. In consequence, the decision together with the
"General Guidelines" and the presumption of conformity is legally binding upon the
Member States.

The presumption of conformity concerns harmonized standards in the EN 45000
series, which were originally developed in response to a European Commission mandate.
The standards as originally drafted have since been revised several times; severa of them
are no longer in force. For these reasons, doubts may be raised as to whether the
presumption of conformity is currently (at least) formally in force. The EN 45000 series
of standards may however be deemed till to have mandated status if the view is taken
that the revision of a harmonized standard need not be based upon a standardization
mandate. This is the view taken by the authors, since in accordance with prevailing legal
opinion, a standard may be incorporated into a statute by the reference "in the latest
version”. An essential precondition must however be fulfilled in this case, namely that
the revised edition does not contravene the original standardization mandate, and that the
Commission fulfilsits responsibility to review the standards at regular intervals.

The fact that the EN 45000 series of standards has not yet been published in the Official
Journal does not contravene a presumption of conformity with regard to the form, owing
to the explicit reference in the published Modules Decision 93/465/EEC. Should,
however, the future 1SO 17000 series of standards also give rise to a presumption of
conformity, it will require a "constitutive action” by the Commission (such as
amendment of Council Decision 93/465/EEC).

The study reveals that the presumption of conformity remains valid for the form, but by
no means for the content. The European Commission is requested to restore the
presumption of conformity for the content, but also to establish it more firmly with
regard to the form.

Designation and accr editation practice in Europe

Besides examining the terms of the European New Approach directives and standards,
the study also provides a comprehensive analysis of the current designation and
accreditation systems in Europe.8. Notable features and deficiencies were identified, in

8 For details, refer to Chapter 3.3, p. 68 ff.
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particular in the following four areas. "designation and notification procedures’,
"accreditation”, "monitoring of the notified bodies’, and "requirements placed upon
designating authorities’, viz.:

1. Within the current statutory framework, the designation of bodies is solely the
responsibility of the Member States. It istheir prerogative to select bodies for designation
in the context of a New Approach directive and to notify them to the European
Commission and to the other Member States. For a long time, no binding provisions
existed governing how the Member States should in practice implement the designation
and notification procedures, and in particular the act of assessment. The logical
consequence was that each Member State was able to develop its own system for
designation of the bodies, which, owing in particular to the lack of transparency which
has been observed, gave rise in recent years to doubts concerning the viability of the New
Approach; confidence, including confidence in the safety level of the products, has
already suffered as aresult.

A comparison between European countries reveds, for example, that the terms
"designation” and "notification" are not employed uniformly, and in some cases are even
used ambiguously. In addition, the range of requirements placed upon bodies to be
notified extends from formulations such as "at the discretion of the ministry concerned"
through "requirements of Certif documents and EU directives’ to the frequent
formulation "minimum criteria of the directives and EN 45000 standards'. In some
countries, guidance documents for designation and monitoring or similar provisions
governing implementation exist; these guidance documents differ in the requirements
which they set forth.

2. In the view of the European Commission, accreditation in accordance with the EN
45000 series of standards is valuable for designation in the area subject to harmonized
statutory regulation but is not sufficient without an assessment of the capabilities
required by the European New Approach directives. In contrast to the usual
understanding of accreditation in the area not subject to statutory regulation, the
conformity assessment bodies must not only conduct their examinations in accordance
with standards, but must also possess the competence to verify compliance with the
generally formulated safety and performance requirements as required by New Approach
directives.

In practice, accreditation bodies exist in all Member States; they are generally central
"national accreditation bodies’, whose legal status differs. The scope of and conditions
for accreditation differ substantially, in fact, from one Member State to the next. Only in
a small number of countries, for example, does an obligation exist for the bodies to be
notified to be accredited in accordance with the EN 45000 series of standards - generally
without more precise indication of the standards against which accreditation is to be
performed. Some countries regard the existence of accreditation as "helpful”. Others state
that accreditation in accordance with the EN 45000 series of standards cannot of itself be
regarded as satisfactory demonstration of competence.

3. The tasks of the Member States are not limited to designation and accreditation. Each
Member State is also responsible, following designation of a notified body, for
surveillance, i.e. for assuring that the notified body permanently possesses the technical
competence required of it by the New Approach directives. This requirement can be
traced back to Council Decision 93/465/EEC. The New Approach directives do not fully
implement this concept, however: the Member State is (only) required to withdraw the
notified status should it establish that the body no longer meets the specified criteria.
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These requirements revea a deficiency of the New Approach, as the existing statutory
framework contains neither a binding legal obligation for regular monitoring, nor a time
limit for validity of notification.

4. Owing to the scope granted to the Member States for implementing the designation
and notification processes and the accreditation and monitoring systems, no uniform
standards exist in Europe. Comparable requirements placed upon accreditation
bodies and designating authorities could contribute towards the requisite enhancement
of transparency and of reciprocal confidence in the New Approach. The study reveals
that few specific, legally binding provisions exist in this respect and that this system is
also structured differently in each country.

The results of the study generally reveal the statutory requirements governing the
designation and notification processes, the accreditation and monitoring systems and the
designating authorities in Europe to be inconsistent, and also imprecise. As a result,
serious discrepancies exist between the various systems established at national level. The
confidence in the New Approach and in an adequate system of occupational health and
safety and health and environmental protection isthus undermined.

" Common elements’ asa solution to the problem

According to the results of the study, the presumption of conformity of the EN 45000
series of standards can no longer be justified; in addition, different requirements exist
between Member States regarding virtualy al procedures for and parties to the New
Approach. These deficiencies are eliminated by the "common elements' proposed by
the present study.

These "common elements", i.e. generic, common requirements governing bodies to be
notified, incorporate in part the minimum criteria - previously harmonized? - of the EU
directives, and specify these criteria precisely and uniformly for all bodies to be notified.
These criteria are formulated in the study in such a way that they can be applied
comprehensively within the area subject to statutory regulation, i.e. both in the context of
the New Approach, and in the context of agreements between the EU and third countries.
The "common elements’ - a summary of which is not practical at this point - are divided
into those which place requirements upon the structure, the resources, the process, and
the management system of the body. They are described in Chapter 5.2 (p. 112 ff.).

The "common elements’ proposed in the present study must be implemented swiftly, in
order to restore confidence in the New Approach. The "common elements’ may be
implemented by establishment in European secondary legislation (directives or
regulations), in the form of standards, by a European guidance document, or with the aid
of "common technical specifications'10;

1. In order to ensure a consistent and binding safety standard and alevel playing-field for
competition throughout the European Union, the "common elements’ proposed in the
present study could be enshrined directly in European secondary legislation by means
of directives or regulations. Owing to the high level of precision of the "common
elements'l1l, a proposal of this kind would however mean a departure from the

9 For details, refer to Chapter 5.1, p. 110 ff.
10 |n Chapter. 5.3, p. 126 ff., the respective advantages and disadvantages of these four alternatives are
described in detail.

11 SeeChapter. 5.2, p. 112 ff.
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philosophy of the New Approach (minimum degree of harmonization with support from
detailed standards). Conversely, it would clearly be beneficial to enshrine the minimum
criteria from the existing EU directives which are harmonized in the present study12 in a
horizontal directive. Should this prove not possible, the minimum criteria could also be
harmonized by a verbatim annex in al sectoral New Approach directives.

2. In line with the New Approach, the "common elements’ for bodies to be notified must
then be implemented in standards. Two alternatives for implementation are conceivable
in this case: in ISO/CASCO standards only, or with supplementary European standards.

With the close co-operation of CEN, WG 23 of ISO/CASCO is currently drafting its
own "common elements’ for the 17000 series of standards for accreditation bodies and
conformity assessment bodies. The "common elements’ proposed in the present study13
must be included in the activities of this working group, in order for the requirements of
the European Single Market - and specificaly those of the New Approach - to be
addressed adequately in the terms and structure of this international body of standards,
which will be valid worldwide.

ISO/CASCO has however decided to retain the existing form of standards geared to the
assessment body, i.e. separate standards for laboratories, inspection bodies, certification
bodies for products, systems and personnel, and for accreditation bodies. For this reason,
the "common elements" are unlikely to be implemented in a manner appropriate to the
structure of the New Approach, as it must for example be possible for the SO standards
to be applied in Europe to the individual modules.

The "common elements’ can thus be implemented most suitably by dedicated European
standards; this solution fulfils in both terms and structure the requirements of the New
Approach, which has now been in place for several years, eliminates the deficiencies
identified in the present study; and assures an adequate level of occupational health and
safety and of headth and environmental protection. An unequivocal Commission
mandate to CEN/CENEL EC would be indispensable for this solution.

This does not prevent European and international standards from having identical terms;
on the contrary, in order for the terms to be harmonized to the greatest degree possible,
ISO/CASCO and CEN/CENELEC should agree on an identical "kit" of "common
elements’, which should be based as far as possible upon the proposals put forward by
the present study.

3. The advantage of a guide to implementation of the "common elements’ lies in its
comparatively swift and economical readlization. The chief criticism are the doubts
concerning its legal force, which is clearly inferior to that of standards. The objective of
creating a Europe-wide, coherent system of designation and monitoring based upon
equivalent requirements cannot be attained by this means. One level further down - for
detailing of the generic principles for the specific directives - guidance documents may
however be useful, as is shown by the example of the MEDDEV 2.10/2 document.14

4. A further option which, owing among other things to a dearth of practical experience,
should however be regarded as inferior, would be for the "common elements’ to be

12 These can be found in Chapter 5.1, page 110

13 The differences (only minor in substance) between the "common elements' of 1SO/CASCO and the
"common elements’ of the present study are described in detail in Chapters 2.1.2. and 5.3.2.

14 MEDDEV 2.10/2 Designation and Monitoring of Notified Bodies within the Framework of EC
Directives on Medical Devices
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implemented in the form of "common technical specifications (CTS)". This new class
of normative documents was created in the form of EU Directive 98/79/EC on in vitro
diagnostic medical devices. In terms of their binding force, CTS are superior to standards
but inferior to directives. CTS are adopted jointly by the Member States; this would
make them a useful instrument, firstly for reflecting the Member States' responsibility
for designation and monitoring of the bodies on their territories, and secondly for
approaching the objective of a coherent European system by the creation of a jointly
established catal ogue of requirements.

Har monization of the designation and notification process

Besides harmonization of the requirements placed upon bodies to be notified, a need aso
exists for harmonization where possible of the assessment and designation procedures,
and in particular for these procedures to be made transparent: legally binding provisions
governing the procedures for designation and, in particular, assessment and monitoring
of the notified bodies do not yet exist. For this reason, the study proposes the following
improvements:

In order for a transparent system of equivalent designation to be put in place, provisions
arerequired at different levels. These provisions concern designation (more precisely, the
requirements placed upon the body in conjunction with designation), the notification
phase, monitoring, and the common requirements placed upon the designating
authorities/accreditation bodies. The latter may be based for the greater part on the
"common elements’ currently being drafted by 1SO/CASCO for bodies to be notified.
These "common elements’ were partly adopted, partly adapted or in some cases, for
example in the section on "independence and impartiality" of the "Structure" sub-item15,
completely revised in the study for the requirements applicable to designating authorities.

The improvements to the designation procedure are chiefly addressed by three
recommendationsl6. They dea firstly with the application procedure, in which in
addition to the application itself, various documents are to be required from the body to
be notified concerning organization, resources, QM system, and the conformity
assessment activities for which application is being made. Secondly, the assessment
procedure could be harmonized by means of the general requirements, proposed in the
study, for bodies to be notified and designating authorities in conjunction with standards
(e.g. EN 45003 and EN 45010). Thirdly, it is essential that during establishment of the
competence and during designation proper that the requirements governing "reports” are
uniform and that conditions can be imposed in conjunction with designation.

Three proposals for improvements are likewise made with regard to the notification
phasel’. Practical experience has shown firstly, that the scope of designation must be
defined clearly with regard to the products and technologies to which it applies; in the
past, this relationship has been laid down inconsistently and without verification by the
Commission. Secondly, the practical experience gained regarding improvement and
harmonization should also be exploited in the area of notification, in order for example to
avoid the assignment of multiple identification numbers to a body18. Thirdly, in the

15 For details, refer to Chapter 6.4, p. 144 ff.
16  Details of these proposals can be found in Chapter 6.1, p. 136 ff.
17 Discussed in detail in Chapter 6.2 (p. 140 ff.)

18 For example, Priif- und Forschungsinstitut fir die Schuhherstellung eV. has been assigned the
identification numbers 193 and 713, and LGA Bayern the identification numbers 125 and 780.
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Internet age, and in consideration of the infrequency with which the notified bodies have
been published in the Official Journal in the recent past, efforts should be made, in
addition to reviving the traditional procedure of publication in the Official Journal, to
make publicly accessible online databases available.

In the area of surveillance of conformity assessment bodies, to which insufficient
attention has been paid in the past, the following aspects are of importancel9: existing
deficiencies could be eliminated by mandating and publication of ISO/IEC 17011, which
contains general provisions governing surveillance, and by the drafting of provisions in
respect of specific directives. These provisions should also extend to measures which the
designating authorities are entitled to take as a result of monitoring, for example the
attachment of conditions, and suspension and revocation of designation.

Har monized terminology and definitions

The study reveals considerable differences in the use of the terms "accreditation”,
"assessment”; "designation" and "notification".20 Harmonized terminology and
definitions are however indispensable if the New Approach is to be able to function. The
study contains proposals for terminology. The proposals have been selected such that
they may be applied comprehensively both in the New Approach, and in the area of
agreements between the EU and third countries. The following definitions form the basic
framework of the terminology?1:

e Accreditation

Determination by an impartial third party that a body satisfies defined requirements
and is competent to perform defined conformity assessment activities (without
competence to designate).

e Assessment (of a conformity assessment body)

Procedure by which the designating authority evaluates whether a body satisfies the
requirements set forth in laws and regulations regarding

competence for generic (non-product-specific) aspects

2. the specific technical competence

in order to be able to perform conformity assessment activities.
e Notified body

Body authorized to perform defined conformity assessment activities within the scope
of European directives.
e Designating authority

Body established or charged by a Member State and authorized to designate or to
monitor conformity assessment bodies falling within its jurisdiction, to suspend
designation, to lift suspension, or to withdraw or revoke designation.

Designation

19 For details, see Chapter 6.3, p. 142 ff.
20 For details, refer to Chapter 3.3 (p. 68 ff.) and Chapters 4.1 and 4.2 (p. 101 ff.).

21 Only the most important definitions are listed here; the remainder can be found in Chapter 4.3, p. 107
ff.
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Formal decision by a Member State which, following successful assessment of a body,
authorizes it to conduct defined conformity assessment activities within the scope of
laws and regulations.

Note: authorization is subject to the prior assent of the opposite party to the agreement
in the case of agreements between the EU and third countries.

e Notification

Procedure by which a Member State informs the European Commission and the other
Member States of the designation of a body.

Effects of the " common elements’ and the definitions upon agreements with third
countries

Besides redlization of the Single Market with the aid of accreditation, designation and
notification procedures, the EU also ams to improve the international movement of
goods. The central concern in this instance is the elimination of technical barriers to
trade. In this respect, the MRA and PECA reciprocal agreements are essential. The EU
concludes MRAs with third countries which possess a comparable level of technical
development and comparable procedures for conformity assessment. PECAs are
supplementary protocols to the Europe Agreements concluded with candidate countries
for EU membership in Central and Eastern Europe.22

An important difference identified in the study between the MRA/PECA systems and the
New Approach is the point in time at which the conformity assessment body may
commence its activities. It may perform conformity assessments only once it is
authorized to do so023.

In the European Single M arket, authorization is dependent upon whether notification of
the other Member States subsequent to designation is declaratory or constitutive in
nature: in other words, whether or not the Commission possesses the means to conduct a
material examination of the result of assessment. Where designation is based upon
successful accreditation, notification is only declaratory in nature; the European
Commission is obliged to accept designation. The conformity assessment body may
commence its activities upon designation. The responsible authority should however
state at designation that the responsible authorities in the other Member States may
request information prior to publication in the Official Journal.

Notification is constitutive in nature if the European Commission is at liberty to reject
communication of the designation. In cases in which accreditation has not been carried
out or is not successful, the European Commission and the Member States are granted
the right to require the submission of relevant evidence. Designation is not certain in this
case; without the acceptance of the European Commission, it would be without effect
within the European Single Market.

In the case of MRASs and PECAS, designation is likewise essential for authorization of
the conformity assessment body. Designation is however without effect vis-avis the
conformity assessment body until the opposite party to the agreement has assented to the
designation. The conformity assessment body may commence its activities within the
scope of the MRAs and PECASs only once it has been included by way of decision in the

22 For adetailed analysis of MRAs and PECAS, see Chapter 3.4, p. 78 ff.
23 Thisissueis discussed comprehensively in Chapter 4.1, p. 101 ff.
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sectoral annex following the assent of the opposite party to the agreement. Publication in
the Official Journal isonly declaratory in nature.

The definitions proposed in the present study in connection with the “common elements”
take into account the differences stated above?4 and resolve problems specific to
certain agreements.25 The reciprocal recognition of the conformity assessments within
the MRASs is based upon the assessment of the technical competence of the conformity
assessment bodies. Introduction of the "common elements’ into the MRAS establishes a
uniform standard for the requirements placed upon bodies to be notified. If the
conformity assessment bodies are examined on the basis of the "common elements’, a
contribution is made towards the elimination of the differences in standards between the
conformity assessment systems in the territories of the parties to the agreement.

Further discrepancies exist in the definitions of "designating authority" and "designation”
in the agreements themselves; these definitions are contradictory in certain MRAs. The
"common elements’ represent a landmark for the required adaptation if they are
considered in the MRASs. They are not considered directly, but instead by amendment of
the texts of the agreements by the parties to them. The more an amendment retains the
existing structure and substantial framework of the agreement, the greater its probability.

The third countries with which the EU has concluded a PECA within the context of a
bilatera Europe Agreement must bring their relevant regulations into line with the
technical regulations of the European Community and with the European standards. They
further undertake to observe Community law; they must therefore adopt amendments to
Community law in their national legislation. With the implementation of the "common
elements’ within the EU, the latter must also be considered in the national regulations of
third countries. The reason for this is the progressive political and economic integration
of these third countries into the EU. The same benefits which the "common elements’
accord the European Single Market are thus also applicable in the context of the PECAS.

Recommendations by KAN

Recommendations to the European Commission

KAN requests that the European Commission

o take measures to eliminate the other problem areas identified; these include, for
example, the currently inconsistent application of the requirements placed upon
accreditation bodies and designating authorities including the procedures for
assessment, accreditation, designation, notification and surveillance.

o take steps to ensure that the standards based upon the "common elements' for
conformity assessment bodies and designating authorities are considered during
revision of the agreements between the EU and third countries governing reciprocal
recognition of conformity assessment. Harmonization of the terminology employed

24 These differences are reflected for example in the definition of "designation”.
25 For details of the effects of the "common elements’ upon MRAs and PECAS, see Chapter 7, p. 150 ff.
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with that commonly used internationally should be made an objective in order to
eliminate difficulties of understanding, in particular with third countries.

Recommendationsto DIN

KAN requests that DIN take efforts to ensure that the study is made available without
delay through the responsible standards committee to the ISO/CASCO working group
currently concerned with drafting of its own "common elements’. It is essential that the
"common elements' proposed in the study be incorporated into this activity by
ISO/CASCO in order to ensure the greatest possible conformity. Thisis also necessary in
order to avoid European enterprises being placed at a disadvantage.

Should, however - as is probable - discrepancies be found between the terms of the
"common elements’ drafted in the present study and the "common elements' actually
included in the ISO/CASCO body of standards, preference should be given to additional
European standards. DIN is then requested to ensure that the proposals are considered
during standardization activity by CEN/CENELEC.

The study should, however, also be made available to the European standards
organizations from the outset, in order for the progress of international standardization
activity to be monitored in consideration of European interests.

Recommendations to the German Federal Ministry of
Economics and Labour (BMWA)

KAN requests that the BMWA

» introduce the study and its findings in political discussions and committees at
national and European level (such as the SOGS — Senior Officials Group on
Standardization and Conformity Assessment Policy and the technical advisory group
13326, Paralel to the results agreed by these bodies, the further recommended
measures should be promoted.

e restore the presumption of conformity of the relevant standards, which at present can
no longer be sustained. This should be achieved (1) for the terms, by harmonization
of the requirements placed upon conformity assessment bodies and (2) for the form,
by alegally binding act.

Concerning 1) Harmonization of the terms. the minimum criteria for conformity
assessment bodies should preferably be regulated in a binding manner for al sectors
within a horizontal directive. Alternatively, the minimum criteria could also be
harmonized by a verbatim annex in all sectoral directives. The considerably more
comprehensive "common elements’, which serve to support the minimum criteria for
bodies to be notified, should be implemented if at all possible as European standards

26 Committee responsible for Article 133 of the EC Treaty, which is concerned with international trade
policy.
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or series of standards in their own right. A mandate from the European Commission
to CEN/CENELEC isindispensable for this purpose.

Concerning 2) Legally binding (constitutive) act: amendment of Council Decision
93/465/EEC or adoption of a horizontal directive as described above assures that the
relevant standards (SO 17000/EN 45000 series of standards) formally give rise to the
presumption of conformity.

» ensure that DAR and KOGB acknowledge the study and consider its
recommendations and findings in their joint discussions concerning further
development of the German accreditation, recognition and designation system.

Recommendationsto the industry bodies

KAN requests that the industry bodies affected by this issue acknowledge the study,
evaluate its results, and introduce its findings into the relevant discussions and
committees.

Recommendationsto the KAN Secretariat

The KAN Secretariat should make the study available to the bodies charged with dealing
with the issues which the study addresses. The KAN Secretariat should prepare the
results of the study for parties at European and international level. An English trandation
would be useful for this purpose.
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1  Principles of conformity assessment

A key factor for success in the realization of the Single Market and in particular of the
free movement of goods was the "New Approach to technical harmonisation and to
standardisation"27. This novel system —which, in contrast to previous arrangements, did
not aim to regulate each and every technical detail, and which made provision for
unanimous adoption by the Council — was based upon the four following four basic
principles?s:

e Harmonization of legidation is limited to the establishment of basic safety
requirements which must be fulfilled by the products at distribution in order
to assure the free movement of goods.

e The technical specifications of the minimum requirements for products
stated in the directives are set forth in harmonized standards. The European
standards organizations receive a mandate from the European Commission
for the drafting of these standards.

e Application of the standards remains voluntary.

e Where products are manufactured in accordance with harmonized
standards, they are presumed to meet the essential requirements set forth in
the relevant directive.

In order to assure genuine freedom of movement of goods, these four principles must be
supplemented by further mechanisms which assure reliable conformity assessment29. In
addition, they must also be recognized by all Member States since, should a Member
State implement its own regulations and regulatory procedures for assessing the
fulfilment of the basic requirements of the directives and standards, the advantage of the
New Approach would effectively be lost.

The result of these considerations was the "global approach to certification and
testing"30, the objective of which was the formulation in Community legislation of
minimum criteria to be observed throughout Europe not only for products, but also for
the conformity assessment bodies. This global approach has now resulted in two types of
confor mity assessment procedure being introduced in the Single Market: firstly, the
examination of products, services, processes, systems and persons by laboratories or
inspection/certification bodies, and secondly, the examination of these bodies by the
Member States responsible for them.31

27 Council Resolution of 7 May 1985 setting out a new approach to technical harmonisation and to
standardisation, OJ C 136, 04.06.1985

28  Cf. European Commission: Guide to the Implementation of Directives Based on New Approach and
Global Approach, Luxembourg 2000, p. 7f. ("Blue Guide")

29 (0JC267,19.10.1989, p. 3

30  Communication from the Commission to the Council on a Global Approach to Certification and
Testing (OJ C 267, 19.10.1989) and the Council Resolution on a global approach to conformity
assessment (OJ C 10 16.1.1990).

31 0JC267,19.10.1989, p. 23: It isthe task of each Member State to designate them and notify them to
the Commission and to the other Member States.
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Before these two types of conformity assessment are presented (Chapter 1.2), this chapter
will first consider the basic objectives of and conditions for conformity assessment
(Chapter 1.1). These two aspects, like the existing reciprocal agreements in the context of
conformity assessment (Chapter 1.3), form the basis for the considerations which follow;
the study is based upon these concepts and principles.

1.1 Objectivesof and conditionsfor conformity assessment

The essential objective of the New Approach in conjunction with the Global Approach
Is the avoidance of technical barriers to trade, both in the area subject to harmonized
statutory regulation and in that not subject to statutory regulation, for assurance of the
free movement of goods within the Single Market in consideration of satisfactory
minimum standards for consumer, environmental, and health protection.

Article 100a (3) of the Single European Act already contained the principle that a high
standard of legidation is to be assured for industrial products with regard to health,
safety, and protection of the environment and the consumer. The target elements
summarized above are however reflected at numerous points in the arguments for the
New Approach32,

This objectiveisto be achieved by the system stated above, comprising

¢ New Approach directives governing the minimum requirements placed both
upon the products, services and processes, and upon the competence of the
conformity assessment bodies (in the form of general minimum criteria),

e Supplementary standards for specification of the stated minimum
requirements,

e And by reciprocal recognition of conformity assessment results, with regard
to both the products and the (conformity assessment) bodies involved.

In order for this system to find acceptance among the individual Member States, the
standards, legislation, and administrative and testing procedures of which all differed,
certain conditions had to be met. As with the three elements stated, it is important in the
first instance that the criteria for products and bodies set forth in the directives do in fact
assure a satisfactory minimum standard of health, environmental and consumer
protection.

These minimum criteria, which for the most part are highly abstract, must now be
supported in the harmonized standards in such a way that the user is able to work with
them in an intelligent manner, and that the minimum standard enshrined in the directives
is not violated.

Of decisive importance is the confidence in the system of the New Approach and the
Global Approach, which is particularly important in the context of the third element in
the system, that of reciprocal recognition of the results of conformity assessments:

"The necessity for a globlal approach to certification, inspection and testing thus
arises out of this basic need to create conditions that are conductive to confidence,

32 Seefor example: OJ C 136, 4.6.1985, Annex |, Annex 11.1 and Annex I1.B.111.
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and, to that end, to bring the structures and procedures involved in these activities
more closely into line."33

A key condition is thus the confidence in competence and quality, viz.34
e Confidencein the quality of the products,

e Confidence in the quality and competence of the manufacturer of these
products,

e Confidencein the quality of testing and certification bodies,

e Confidence in the quality of the bodies licensing and conducting
surveillance of the testing and certification bodies, i.e. those responsible for
their designation and accreditation.

Although the Global Approach is to reinforce confidence in quality and competence
explicitly by transparency — for example by way of certain information processes3s, a
basic suspicion on the part of individual Member States has existed and continues to exist
regarding procedures and their results from other Member States. In the early years of the
Global Approach, this suspicion was directed particularly at certain Southern European
Member States, and is currently directed at the Eastern Europe candidate countries for
EU membership.

The European Commission had aready anticipated this suspicion prior to
implementation of the Global Approach, and proposed at its adoption a number of
measures and instruments for confidence-building. These measures (should) still
apply:36

In the area subject to harmonized statutory regulations, examinations performed in a
Member State are recognized reciprocally as a matter of course. Although, in accordance
with the New Approach guidelines3’ the state authorities remain responsible for the
safety (and the other requirements stated) in their jurisdiction, they have an obligation to
permit the distribution without checks of products which meet the established
requirements. Against this background, the Commission expressed awish for achangein
the responsibility of Member States for the bodies: the Member States should, in the
Commission's view, now accept political responsibility for ensuring that the notified
bodies meet and continue to meet the minimum criteria stated in the directives.

In the area not subject to harmonization, the Commission extended the ECJ judgement on
"biological products'38 in order to reinforce confidence in that it now interpreted and
elaborated the central issue regarding equivalent examination. The ECJ ruled, long before
the advent of the New Approach, that examinations performed in products countries of

33 0JC267,19.10.89,p.5

34 Hansen, W.: Zertifizierung und Akkreditierung von Produkten und Leistungen in der Wirtschaft, p.
4f,

35  Regarding Commission proposals on this subject, see: OJ C 267, 19.10.1989, p. 18 ff.

36 For details, see: OJ C 267, 19.10.1989, p. 3 ff. and p. 15 ff. and Hansen, W.: Zertifizierung und
Akkreditierung von Produkten und Leistungen in der Wirtschaft, p. 5f.

37 0JC136,4.6.1985, Annex ||

38 ECJjudgement of 17.12.1981, digest 1981, p. 3277
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origin in accordance with the statutory requirements of the products country of
destination must be accepted by the country of destination in such cases where the
examination in the country of origin is equivalent. The Commission regards equivalence
as given when the examinations are performed by accredited testing bodies on the basis
of internationally relevant assessment criteria.

This ruling goes hand-in-hand with the Commission's recommendation to the Member
States to employ the instrument of accreditation, preferably on the model of the United
Kingdom's central accreditation system. Accreditation organized in this way should,
according to the proposal by the Commission upon adoption of the Global Approach39 —
be performed on the basis of the EN 45000 series of standards; universally recognized
equivalent examination would thus be assured.

In the domain of business enterprises, the Commission considers the establishment of
guality management systems in accordance with European standards to be a further
important instrument for the building of confidence within the Global Approach.

A final point concerns the area in the private sector not subject to statutory regulation, in
which the Commission or the ECJ has only limited scope for intervention. In this case,
the Commission proposes the establishment of a European infrastructure for certification
in order to promote the conclusion of voluntary agreements between parties concerning
the reciprocal recognition of certificates.40

That the objective of the Globa Approach described above continues to apply is beyond
dispute. Valid reservations are nevertheless now held regarding certain conditions and
instruments for the building of confidence which were formulated in 1989. The objective
of the present study is to address and analyse these doubts and to dispel them in the
future by means of suitable proposals for improvement.

1.2 Typesof conformity assessment

The New Approach is based, in conjunction with the Global Approach, upon conformity
assessment at two levels. The first level is the examination of products, services,
processes, etc. with regard to their compliance with the requirements of the directives,
and where applicable, of standards; the result is a declaration of the products as having
been manufactured in accordance with the directives or standards, as the case may be.

Since the quality of these products etc., and thus also the standard of safety,
environmental protection and protection of health is, however, directly dependent upon
the quality and competence of the body examining the products, the Global Approach
introduced examination at a second level: conformity assessment of the bodies
performing testing.

Both forms of conformity assessment are absolutely essential for the implementation of
the New Approach, and are outlined below.

39  0JC 267,19.10.1989, Annex, Chapter IV, Part 1 No. 3, p. 19
40  For further details, see OJ C 267, 19.10.1989, Annex, Chapter |V, Part 4, p. 25

—28 —



1.2.1 Conformity assessment of products, services, processes,
systems and persons

In conjunction with the harmonization of legislation, confor mity assessment on thefirst
level serves to demonstrate that a product, a service, a process, a system or a person
complies with certain legislation or other technical specifications or criteria.

In the area subject to harmonized statutory regulation, the purpose of conformity
assessment is to ensure that the basic requirements of the appropriate directive are
observed. Where legislation contains references to standards (New Approach directives),
products etc. are assumed to comply with it in particular when their compliance with
relevant standards is established. As the harmonized standards to which the directives
refer are not binding upon the enterprise, the latter must be provided with the opportunity
to demonstrate compliance with the directive by other means.

All sectoral directivestl in accordance with the New Approach possess a uniform
structure with largely verbatim standard articles; they correspond to the guidelines
approved by the Council on 7 May 198542. The guidelines also set out when the
involvement of third parties for the issuing of certificates should be required by the
directives, and what criteria the Member States should consider for the recognition of
various certificates.

At the time of adoption of the guidelines, a uniform concept for the assessment
procedures themselves did not exist. The procedure for conformity assessment of
products etc. was set out by the Council of the European Communities in December 1990
in Council Decision 90/683/EEC "concerning the modules for the various phases of the
conformity assessment procedures'43. The "modular concept” was drafted on the
premise that the entrepreneur should be offered alternative means within the scope of
Community law for demonstration of compliance with the technical harmonization
directives.

The standardized concept created by the Council with its Decisions of 13 December 1990
and 22 July 199344 encompasses eight different procedures for the assessment of the
individual products. These are described as " modules' .45 These procedures concern the
examination of the products at two different stages of production, namely the design
stage and the production stage. Certain procedures refer to both stages; others are applied
only to one of the stages, but can or must be combined with others. The individual
measures which must be observed by the manufacturers - and also by the assessment
bodies, should the procedure make provision for conformity assessment by third parties -
are listed under each of the eight procedures.

41 The New Approach directives are described in the Blue Guide (p. 75f.). An up-to-date list can be
found at http://www.newapproach.org/directiveList.asp

Council Resolution of 7 May 1985, OJ C 136, 4.6.1985, p. 1

OJL 380, 31.12.1990, p. 13

In conjunction with the arrangement for EC marking, the Decision of 31 December 1990 was
repeated by the Council without substantial change on 22 July 1993, OJ L 220 30.8.1993.

45 For details of the modules, see Chapter 3.1. Only an overview and an explanation of the relationships
will be provided at this point.
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The new harmonization directives make reference to this modular concept and determine
which of the individual modules of the conformity assessment procedure are available for
the individual products#6. The selection is made in accordance with the potential risk
posed by the products, and their nature. It may be stipulated for example that a
manufacturer's declaration may suffice for affixing of a conformity mark (CE marking),
or, conversely, that unit verification or approval of a QA system must be performed;
generdly, the enterprise may also choose from a number of conformity assessment
procedures.

Where conformity assessment by a third party is a requirement in such a case, this
assessment (irrespective of where it is performed) must be conducted by a third party of
a(ny) Member State. The manufacturer or importer may select any of the bodies in the
EU notified by the Member States and published in the Official Journal of the European
Communities.

Provided the product passes one of the assessment procedures available to the
manufacturer, the manufacturer is entitled to issue a manufacturer's declaration and to
apply to his product the CE marking provided for in the New Approach directives. For
distribution of the products subject to a New Approach directive, the issuing of the
manufacturer's declaration and affixing of the CE marking to the product by the
manufacturer are mandatory requirements. Where the involvement of a notified body is a
further requirement, the certificate issued by this body must be available before the
product may be distributed.

The provisions governing the application and relevance of the CE marking are not
regulated uniformly in the directives enacted prior to application of the standardized
assessment procedures. For this reason, the Commission submitted a proposal to the
Council for aregulation "concerning the affixing and use of the CE mark of conformity
on industrial products® on 5 June 199147 which was implemented by the corresponding
Council Decision 93/465/EEC of 22 July 199348 which harmonized the provisions
governing thisissue.

In this decision, the significance of the CE mark is defined as follows:

The CE marking affixed to industrial products symbolizes the fact that the natural
or legal person having affixed or been responsible for the affixing of the said
marking has verified that the product conforms to all the Community total
harmonization provisions which apply to it and has been the subject of the
appropriate conformity evaluation procedures. 49

46 Within these modules, it may be necessary to subject processes, systems or persons to examination in
order for compliance to be demonstrated for a product in the area subject to harmonized statutory
regulation. For the area governed by national legislation and the area of the private sector not subject
to statutory regulation, separate conformity assessment procedures are also possible for processes etc.
This option will not be considered in greater detail in this chapter; the focus here is upon the modular
concept which has been developed for the area subject to harmonized statutory regulation.

47  0JC 160, 20.6.1991, p. 14

48  0QJL 220,30.8.1993, p. 23

49  QJL 220, 30.8.1993, Annex |-B-b), p. 26
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Should a body have been involved for monitoring, the identification number of the body
concerned appears after the CE marking. Other markings may be affixed S0provided they
do not impair the legibility of the CE marking and are clearly distinguishable from it.
Provisions concerning the typeface of the CE marking, its minimum size, and the method
by which it is affixed are contained in the Decision.

The standardized conformity assessment procedures of the Global Approach are not
intended for the area not subject to statutory regulation, for which neither harmonization
directives nor harmonized standards exist.

1.2.2 Conformity assessment of bodies

The second level of conformity assessment extends beyond product assessment: it
addresses examination of the bodies which assess the products, processes, systems, etc.
The philosophy behind this measure is firstly, that the quality of these bodies has a
substantial influence upon the product safety, and secondly, that a uniform quality
standard of these bodiesis a prerequisite for confidence in the New Approach system.

The Commission thus recommends, in its Global Approach, the creation of central
national networks for the second level of conformity assessment. The objective here
is to enhance transparency of the activities of test laboratories and certification bodies,
both in the area subject to statutory regulation, and in the area not subject to statutory
regulation, in order for confidence in these bodies to be improved. These networks are
national accreditation systems both for test laboratories, and for monitoring and
certification bodies.

In contrast to the area not subject to statutory regulation, in which conformity assessment
bodies and the results of conformity assessments are recognized reciprocally on a
voluntary basis, accreditation and designation is of key importance in the area subject to
harmonized statutory regulation (New Approach directives). The terminology of
designation and accreditation is currently subject to variations in usage. In the present
context, "designation” refersin very broad terms to authorization of a qualified body by a
Member State to perform conformity assessments on thefirst level, and "accreditation™ to
an instrument for the assessment of the qualification of these bodies.51

The designation of the national bodies remains the prerogative of the individual
Member States; the bodies must be legal persons resident in the territory of the Member
State. In order to prevent unqualified parties from declaring the conformity of products
with the relevant directives, a need exists for the state to be satisfied that the testing and
certification bodies are competent. The Member State, in its sovereign capacity, is
responsible for designation of the bodies falling within its jurisdiction. To this end, it
must establish a designating authority (e.g. an authority within its administrative
structure, or an independent private enterprise charged with fulfilling state functions).
This body "designates" the body once it has ascertained the body's competence (itself or
through other institutions).

In al cases, the Member State concerned is responsible vis-a-vis the other Member States
and the institutions of the EU for the competence of the bodies. Examination within the

50 For example an eco-label.
51 Cf. Chapter 3.3; Chapter 4.3 contains proposals for new, harmonized definitions
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harmonized area is performed in accordance with the minimum criteria enshrined in the
directives and with the requirements of the conformity assessment procedure concerned;
the notified bodies must at all times satisfy the following criteriad2:

e availability of personnel and equipment,
e independence and impartiality vis-&vis the subject of the examination,

e technical competence with regard to the product under examination and the
associated conformity assessment procedure,

e integrity, including with regard to observance of professional secrecy,
e taking out of liability insurance.

The relevant series of European standards, EN 45000, is to be employed for the detailed
gpecification of these minimum criteria. Accreditation in accordance with these
standards is not mandatory, but is of assistance with regard to the technical component of
designation. The EN 45000 series of standards distinguishes between certification,
testing and surveillance bodies which, according to their area of activity, are assigned to
the following standar ds:

Certification Test laboratories  Surveillance bodies
bodies

Criteria for the
assessment and EN 45002
accreditation of  EN45010 EN 45003 EN 45010
bodies to be notified
Criteria  for the EN 45011

rocedure EN 45012 EN 45001 EN 45004
P EN 45013
Fig. L: Standards from the EN 45000 series relevant to bodies to be notifieds3

Should the Member State or the organization charged by it conclude during assessment
of the body to be notified that all significant requirements are met, either by accreditation
and observance of the standards, or by alternative, equivalent means, the body concerned
is designated and notified. By notification, the Commission and the other Member States
are informed that a body satisfies the requirements and is competent to carry out
conformity assessment procedures. Designated and notified bodies are published by the
Commission in the Official Journal of the European Communitiesd4.

A body which has been designated and notified does not retain its status automatically
and indefinitely, but must submit to regular examination of whether the requirements
placed at the time of designation are still met in full. Should reasonable doubts exist

52 Blue Guide, p. 40
33 Fig. from: Blue Guide, p. 41
54 A relatively up-to-date list of all notified bodies can also be found on the Commission's web pages,

Enterprise  Directorate-General:  http://europa.eu.int/comm/enterprise/newapproach/legislation/nb/
notified-bodies.htm (7.11.2002)
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regarding the quality and competence of a notified body, the Commission or a Member
State may initiate a procedure for the revocation or suspension of designation. Should
the suspicion be confirmed and all legal remedies be exhausted, the responsible national
designating authority - and only this authority - revokes designation.

The duties of notified bodies are not limited to reliable performance of the conformity
assessment procedures for which they are licensed, but also includebs:

e Provision of relevant information to the designating authorities and to the
market surveillance authorities.

e Participation in standardization activity and co-ordination activity between
the Commission, Member States, and other notified bodies.

e Should the notified body transfer, as it is permitted to do, a part of its
activities to subcontractors, it remains fully responsible for the
subcontractors' competence, independence, objectivity and transparency.

1.3 Reciprocal agreementsin conformity assessment

Reciprocal agreements are concluded on a voluntary basis between accreditation bodies,
or on a statutory basis between countries or between countries and nongovernmental
organizations, for the purpose of simplifying the free movement of goods. The purpose
of the agreements is the reciprocal recognition or adoption of the results of conformity
assessments and the associated avoidance of duplicate or multiple conformity
assessments of the same subject.56

1.3.1 Between accreditation bodies

Accreditation bodies conclude reciprocal agreements in order to enhance the acceptance
beyond their respective national borders of the results from conformity assessment
bodies accredited by them. The agreements are voluntary, but are for example also used
in the context of reciprocal agreements between countrieso’.

Reciprocal agreements between accreditation bodies in the form of multilateral
agreements (MLAS) which are not legally binding exist at regional or international level.
In Europe, the accreditation bodies have united to form the European co-operation for
Accreditation (EA)58in order to conclude MLAs. The agreements are based upon the
European standards governing accreditation bodies and conformity assessment bodiess9
and the guidance documents developed by the EA60. Accreditation bodies which have
demonstrated their competence for the area of accreditation concerned in the evaluation
procedures organized by the EA may be party to the MLAS. The EA publishes parties to

55  Blue Guide, S. 44 ff.

56 Note: ISO/IEC Guide 68 "Arrangements for the recognition and acceptance of conformity assessment
results" is currently being drawn up by ISO/CASCO.

57 Cf. Chapter 3.4

58  The issues of competition and cartels currently being discussed in on European political committees
inthisregard in the area not subject to statutory regulation are beyond the scope of the present study.

99  Cf. Chapter 2.2

60 Cf. Chapter 2.3.2
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the MLAs in its publication EA-1/0861 Further regiona reciprocal recognition
agreements exist, eg. at APLAC (Asia Pacific Accreditation Co-operation), I1AAC
(Interamerican Accreditation Cooperation) and PAC (Pacific Accreditation Cooperation).

At international level, the accreditation bodies have set up two organizations which also
organize MLAs or whose guidance documents form the basis for MLAS:

e |AF (International Accreditation Forum) in the sphere of accreditation of
certification bodies (products, systems, personnel)

e |LAC (International Laboratory Accreditation Cooperation) in the sphere of
accreditation of testing and calibration laboratories.

The MLASs are based upon international standards52 and upon the guidance documents
developed by IAF and ILACG63. Evaluation procedures, in which broad consideration is
also given to the regional evaluations, are also essential for participation in the MLA. In
recent years, co-operation between IAF and ILAC has been stepped up with the objective
of merging the two organizations. A joint committee already exists for the sphere of
accreditation of inspection bodies.

1.3.2 Between national gover nments and nongover nmental
or ganizations

The essential concern of the European Commission within the context of the New
Approach in conjunction with the Global Approach is the elimination of technical
barriers to trade in observance of adequate minimum standards for consumer,
environmental and health protection64. For businesses resident in Europe, the objective
of the free movement of goods is however of great importance, not only with regard to
the Single Market, but also beyond its borders in the inter national movement of goods
with other major trade partners such as Japan, the USA, or Austraia

As a component of its foreign relations, the EU has for several decades been pushing
ahead with activities which simplify world trade, i.e. activities which are intended to
break down barriers to trade worldwide. These measures equally include agreements with
certain countries, and the support of nongovernmental organizations concerned with the
simplification of trade, with the aid for example of reciprocal agreements for the
conformity assessment of products and bodies. At this point the study will consider in
greater detail the WTO-TBT Agreement as a central, international framework for the
avoidance of technical barriers to trade, and the organizations supporting activities in the
area of conformity assessment, namely UN ECE, OECD and TABD.

Of importance in this context are however primarily the "MRAS" (Mutual Recognition
Agreements) and "PECAS' (Protocols to the Europe Agreements on Conformity
Assessment and Acceptance of Industrial Products). The former are concluded by the
EU, on the basis of Article 133 of the EC Treaty, with third countries who possess a
comparable level of development and comparable procedures for conformity assessment.

61 . This publication can be accessed through the EA web site at www.european-accreditation.org.
62 Cf. Chapter 2.1

63 Cf. Chapter 2.3.1

64  Cf. also Chapter 1.1 in thisregard



The latter are supplementary protocols to the Europe Agreement which are concluded
with Central and Eastern European candidate countries for EU membership. Owing to
the significance of MRAs and PECAs in the EU's current system of conformity
assessment and also with regard to the recommendations for future arrangements, the two
types of agreement are described in detail in Chapter 3.4.

1.3.21 TheWTO-TBT Agreement

The World Trade Organization (WTO) is based upon the multilateral General
Agreement on Tariffs and Trade (GATT), established in 1947. GATT was
characterized by two fundamental principles, those of most-favoured nation treatment65
and of national treatment” and was supplemented in 1979 in the area of conformity
assessment by an Agreement on Technical Barriersto Tradeb6 in which it was agreed
that international standards be used to the extent possible.67

This agreement proved inefficient, however, not least owing to the small number of
parties to it: it was signed by only 40 countries. In addition, its terms were deficient in
places. Thisled to negotiations over areform of GATT being held in Uruguay in 1988.68

The result of the Uruguay Round was the establishment of the World Trade
Organization (WTO) which replaced and reformed GATT by incorporating not only
GATT, but also GATS (governing services) and TRIPS (governing intellectual property)
as the new cornerstones of the WTO. During the Uruguay Round, numerous agreements
were concluded for the most diverse areas of trade; of key significance for the area of
conformity assessment was the conclusion of a WTO Agreement concerning technical
barriers to trade. This agreement not only replaced the GATT agreement mentioned
above, but also substantially extended it and placed it on a stronger and broader footing.
This agreement received the name "Technical Barriersto Trade".69

As not only the Member States of the EU are members of the WTO - which currently has
atotal of 144 members - but also the EU itself, each of the numerous WTO agreements
was integrated into European law by Council Decision 94/800/EC of 22 December 1994
"concerning the conclusion on behalf of the European Community, with regard to matters
within its competence, of the agreements reached in the Uruguay Round multilateral
negotiations' 70, Like all other agreements, the WTO-TBT Agreement came into force on
1 January 1995.

The legal relevance and binding effect of the WTO-TBT Agreement derive from the
WTO regulations governing the creation and adoption of policy: WTO decisions and
agreements are generally adopted only by consensus between all members, and must in
addition be ratified by the national governments and parliaments. The governments are

65 GATT, Article I: (...) any advantage, favour, privilege or immunity granted by any contracting party
to any product originating in or destined for any other country shall be accorded immediately and
unconditionally to the like product originating in or destined for the territories of al other contracting
partiesC]

66 QJL 71,17.3.1980, p. 29

67 Osterheld, B.: Abkommen der Europaischen Gemeinschaft tber die gegenseitige Anerkennung von
Konformitétsbewertungen, p. 93f.

68 Volz, G.: Die Organisationen der Weltwirtschaft, S. 70 ff.

69 Osterheld, B.: EU agreements, p. 95

70 QJL 336,23.12.1994, p. 1
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thus bound to conduct their trade policy within the limits set forth by the WTO
agreements.’1

The parties to the WTO-TBT Agreement agreed, in over 13 pages, upon detailed rules
and procedures for the drafting, adoption and application of technical rules, standards and
conformity assessment procedures. These contain not only rules corresponding to the
principles of the GATT Agreement described above, but also formulations for example
setting forth the priority of international standards over national and European
standards. On this basis, the EN 45000 series of standards could also be replaced by the
corresponding 1SO 17000 series of standards within the foreseeable future.

Despite the priority given to international standards, it cannot be inferred that the 1SO 17
000 standards can be adopted clearly and irrevocably into the EN body of standards; this
is shown for example by the following paragraph of the WTO-TBT Agreement:

"Where international standardsexist [..], the standardizing body shall use them, or
the relevant parts of them, as a basis for the standards it develops, except where
such international standards or relevant parts would be ineffective or
inappropriate, for instance, because of an insufficient level of protection [..]"72

These exceptions clearly relate to unsatisfactory standards of heath, safety,
environmental protection and national security even where mentioned in a different
context - as justification for unilateral national action in the absence of international
regulations or where maor differences exist between national and international
provisions.’3

The priority accorded to international standards was however established in earlier
agreements between the different standards institutions, for example between CEN and
SO in the 1991 Vienna Agreement. 74

Furthermore, Article 5 of the WTO-TBT Agreement contains rules governing the
harmonization of conformity assessment procedures; the definition in Article 5.5 for
exampleisasfollows:

"With a view to harmonizing conformity assessment procedures on as wide a basis
as possible, Members shall play a full part, within the limits of their resources, in
the preparation by appropriate international standardizing bodies of guides and
recommendations for conformity assessment procedures.”

The term "conformity assessment procedure” is defined, like the other key terms, in
Annex 1 of the agreement. The important reciprocal recognition of the results of
conformity assessment procedures is addressed in Article 6. These results must
consequently also be recognized in cases where the procedures differ, but where
confidence existsin their mutual equivalence. A key aspect of this confidenceis an

1 WTO: The World Trade Organization in brief, p. 1;
http://mww.wto.org/english/res_e/doload_efinbr_e.pdf (30.10.2002)

72 Article 4.1 in conjunction with Annex 3 Item F of the WTO-TBT Agreement

73 Article 2.10 of the WTO-TBT Agreement

74 See in this regard ISO/CEN: Agreement on technical cooperation beteween 1SO and CEN,
http://www.cenorm.be/boss/supmat/refdoc/archive/ms/ms002.htm (23.12.2002), Chapter 4
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"adequate and enduring technical competence of the relevant conformity
assessment bodies [..]; in this regard, verified compliance, for instance through
accreditation, with relevant guides or recommendations issued by international
standardizing bodies shall be taken into account as an indication of adequate
technical competence."75

The WTO-TBT Agreement thus provides the essential basis for international
harmonization of technical regulations and standards and for the reciprocal recognition in
this context of conformity assessment procedures, including their results. MRAs and
PECASs in particular are based upon this agreement; Article 6.3 explicitly encourages
contracting parties to conduct negotiations over such agreements.

For the organizations considered below, too, the WTO-TBT Agreement is the framework
in which they develop, specify, interpret and publish provisions concerning various
aspects: although the WTO-TBT Agreement represents the basis described, it does not,
for example, describe the exact form a harmonized standard should take or how a
conformity assessment procedure is to be conducted.

1.3.22 UNECE

The "United Nations Economic Commission for Europe” (UN ECE) is a commission of
the "Economic and Social Council” (ECOSOC) of the UN, by which it was founded in
1947. ECOSOC is responsible within the UN for the realization of a higher standard of
living, maximum possible employment, and an adequate level of social and economic
progress. ECOSOC encompasses five regional commissions - for Europe, Africa, South
America and the Caribbean, Asia and the Pacific, and Western Asia - each of which
reportsto ECOSOC.

UN ECE isaforum of 55 countries and 70 nongovernmental organizations. Its purposeis
to improve economic co-operation between its members and the provision of
information. Key aspects of the work are economic analyses, statistical evaluations,
technical assistance, and harmonization efforts in the areas of the environment,
sustainable energy, trade and industry, transport, and forest exploitation. To date, EN
ECE has proposed over 30 agreements and protocols and over 250 guidelines and
standards in these areas, many of which have been implemented in the national
legidlation of the EN ECE member states or in the 1SO body of standards’6. For example,
the sectoral annex governing motor vehicles of the MRA concluded with Austraia’’
refers at severa points to UN ECE regulations and agreements (in particular the 1958
agreement concerning the adoption of uniform technical prescriptions for wheeled
vehicles’8) which the parties to the agreement are to use.

These proposals are devel oped by dedicated institutions for the subjects concerned which
in turn are divided into working groups. As one of seven UN ECE Committees, the

75 Article6.1.1 of the WTO-TBT Agreement

76 Cf. UN ECE: Mandate and Role; http://www.unece.org/oes/about/mandate.htm (30.10.2002) and
ECOSOC (eds): About ECOSOC; http://www.un.org/esa/coordination/ecosoc/about.htm
(30.10.2002)

77 QJL 229,17.8.1998, p. 51 ff.
78 For details, refer to the documents on the ECE web site: http://www.unece.org/trans/
mai n/wp29/wp29regs.html
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"Committee for Trade, Industry and Enterprise Development” is responsible for the area
of conformity assessment and harmonization of technical regulations. This committee in
turn is divided into four working parties, of which the WP.6 "Working Party on
Technical Harmonization and Standardization Policies’ 79 deals with the issues
addressed by the present study.

WP.6 also regards itself, like the UN ECE as awhole, as aforum for the discussion of
problem areas. WP.6 recognizes that the member states possess full sovereignty in
issues of health protection, safety, environmental protection and the public interest. The
function of WP.6 is therefore to draft (legaly non-binding) proposals and "to attract
attention to unnecessary obstacles and to help Governments achieve a reasonable balance
between national measures taken and the impact of these measures on international trade
and cooperation”.80

In the sphere of conformity assessment, attention may be drawn to the following
activities and documents of WP.6, which were reviewed for their potential to make a
substantial contribution to the study. Documents of this kind will be referred to in the
study at alater stage, as and when required by the context8l; they are not considered in
greater depth at this stage owing to their scale:

e Drafting of an "ECE Standardization List" compendium82, which lists the
sectors in which national governments identify a need for action in the area
of standardization, including the area of regulation and the organizations
responsible for and involved in it.

e Publication of a collection containing proposals for internationa
harmonization of standards policy83 which discusses, among other things,
the following specific documents:

» A. Further developments in international cooperation on technical
harmonization and standardization policies

» B. Coordination of technical regulations and standardization activities
» C. International harmonization of standards and technical regulations

» F. Creation and promotion of international agreements on conformity
assessment

» G. Acceptance of conformity assessment results

e Setting up of an ad-hoc team with the name "START" (Standardization and
Regulatory Techniques) in 1999, in order to study the relationships between
national and international standards, and their facility for further
development. The first result of the START team was a proposal for an

79 Refer in this regard to the web pages of this WP.6: http://www.unece.org/trade/tipswp6/wp6_h.htm
(30.10.2002)

80 UN ECE WP.6: Providing an International Forum; http://www.unece.org/trade/tips/wp6/wp6_h.htm
(30.10.2002)

81  This procedure and principle may also be applied to the documents and activities of the organizations
OECD and TABD, which are dealt with below.

82 UN ECE WP.6: ECE Standardization List, ECE/STAND/20/Rev.5

83  UN ECE WP.6: Recommendation on Standardization Policies, ECE/TRADE/17/Rev.4
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"international model for technical harmonization84 which was included in
the above list under "L" with recommendations in the area of
standardization policy.

1323 TheOECD

The "Organization for Economic Co-operation and Development” (OECD) was created
in 1961 from the OEEC (Organization for European Economic Co-operation), which in
turn had had the function of assisting the USA and Canada in the reconstruction of
Europe under the Marshall Plan following World War 11. The objectives of the OECD
are the creation and optimization of strong market economies in the member states (now
30), the expansion of free trade, and the support of both industrial and developing
countries.

Like the UN ECE, the OECD aso regards itself as a forum in which areas of economic
and social policy may be discussed and developed further. By the exchange of
experience and co-operation, members and also non-members are to be supported in
identifying sustainable concepts and responses to the challenges presented by the
globalized world economy. The results of these discussion processes may be legally
binding documents between individual members or between all members, or non-binding
recommendations. In both cases, non-members are at liberty to enter into the agreements
or to implement the recommendations.

Although the highest body of the OECD is the Council, the Secretariat in Paris has a
decisive role in the OECD's operational activities. Within dedicated committees
concerned with particular issues, aimost 2,000 scientists gather data, observe trends,
produce studies, evaluate statistics, and formulate predictions in the areas of trade, the
environment, agriculture, technology, and fiscal matters8s

The subjects related to conformity assessment and the harmonization of technical
standards are developed within the "Trade Committee”, which has as its objective the
promotion of strong and liberal world trade. It regards the WTO's regulations as a basis
for this activity; the focus of the OECD Trade Committee, however, lies less in the
negotiation of specific agreements than in the interdisciplinary analysis of problems and
publication of the results36

Once again, only an excerpt of the noteworthy activities and publications of the OECD
Trade Committee will be presented here which are of interest for the subjects of
relevance to the present study:

¢ In March 2000, the Trade Committee organized a conference on the subject
of technical barriers to trade which was attended by over 130 experts from
standards organizations and consumer protection and industry bodies, and
government representatives.87

84 UN ECE WP.6: "An international model for technical harmonization based on good regulatory
practice for the preparation, adoption and application of technical regulations via the use of
international standards’, UN ECE Recommendation "L
http://www.unece.org/trade/tips/docswp6_01/model -17r4e.doc (30.10.2002)

85  OECD: Overview of the OECD/About OECD; http://www.oecd.org/ (30.10.2002)

86 OECD: About the Trade Committee, http://www.oecd.org/ (30.10.2002)

87 For details, see OECD: Special meeting on technica barriers to trade — summary report by the
secretariat, TD/TC/WP/RD(2000)1/FINAL, April 2000
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e An OECD study conducted in 2000 examined the extent to which different
technical standards and procedures for conformity assessment exert a
financial influence upon the companies concerned.88

e A further study conducted in 1999 dealt with the status quo in the area of
accreditation, certification and conformity assessment. Groups involved
were identified, and agreements and existing model proposals (e.g. MRAS)
analysed. These experiences and the WTO-TBT Agreement formed the
basis for proposals for solutions.89

e The existing standards and standards activities in the sectors of electrical
appliances and electromagnetic compatibility, pressure equipment,
construction machinery and machine safety within the WTO, the EU, Japan
and the USA were examined closely with regard to their strengths and
weaknesses. The experiences gained by the parties involved were
documented, and proposals made for improvements.90

e The activities of the OECD in the area of good laboratory practice (GLP),
good manufacturing practice (GMP) and good clinical practice (GCP) are
worthy of particular mention. These concepts were developed under the
leadership of the OECD with the involvement of other organizations such
as the European Commission, WHO and 1S0.91

1.3.24 TheTABD

The TABD (Transatlantic Business Dialogue) is a product of institutional conver gence
between the EU and the USA following the end of the Cold War, beginning with the
1990 Trans-Atlantic Declaration. Besides non-binding declarations of intent, for example
concerning sustainable development or the war against terror, consultation mechanisms
such as the six-monthly EU-US summits were agreed.

At the initiative of the European Commission and the US government, business
representatives from both sides met in November 1995 in Seville for a conference under
the heading "Trans-Atlantic Business Dialogue'. A long list of requirements was adopted
in which the governments were challenged to remove obstacles to trade and investment
on a comprehensive scale. In the wake of the Seville conference, the greater part of the
demands made were adopted in the "New Transatlantic Agenda’, the TABD was
established as an institution, and the conference set up as an annual meeting of high-
ranking business leaders and government representatives.92

The TABD is co-chaired by one US and one European business representative. These
representatives are generally the CEOs of large corporations; Jirgen Strube (BASF) and
Jirgen Schrempp (DaimlerChrysler) served as the European Chair for example in the

88 OECD: An assessment of the costs for international trade in meeting regulatory requirements,
TDI/TC/WP(99)8/FINAL, February 2000

89  OECD: Regulatory reform and international standardization, TD/TC/WP(98)36/FINAL, January 1999

90 OECD: Standardization and regulatory reform: selected cases, TD/TC/WP(99)47/FINAL, February
2000

91  For details, see: Ettarp, L.: An Overview of International Conformity Assessment Systems, SWEDAC
DOC 97:10, Chapter 4.7.2

92 Schomaker, A.; Detken, D.: Die EU und die USA, in: Réttlinger, M.; Weyringer, C. (Eds.): Handbuch
der Européischen Integration, p. 536ff.
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years 1996 and 1998 respectively. The Chair is supported by a Leadership Team whichis
likewise co-chaired, a secretariat, and a number of groups of experts.

The objective of the TABD is the promotion of transatlantic trade and scope for
investment by the elimination of barriers to trade, including the avoidance of
inefficiencies and duplicate efforts caused by excessive regulation and procedures.93 This
objective is achieved by jointly drafted recommendations which are intended for
implementation by the governments. By strict pursuit of its objectives and the
involvement of high-ranking business and government representatives, the TABD has
become an influential negotiating forum.

At its annual conference, the TABD sets out its chief areas of activity, which are then
addressed by groups of experts. In addition to topics such as the capital market, e-
commerce, business networks and data protection, emphasis is also placed upon the
harmoni zation of technical rules and conformity assessment procedures94:

e For 2002, for example, a chief concern on the agenda was regulatory policy.
The TABD's aim here is to study the effects of international standards upon
trade and business, including the moves towards harmonization in US/EU
systems and procedures.

e In 2002, an expert group concerned with "Conformity Assessment"
conducted its activities, on which Mr Gurtler (Siemens) represented Europe.

e At the Berlin conference in 1999, the group "Conformity Assessment and
Product Marking" (CAPM) (which is no longer in existence) presented
proposals for the elimination of technical barriers to trade. The proposals
concerned the subjects of harmonization and international standardization,
worldwide recognition of testing, conformity assessment procedures in the
area subject to statutory regulation, and product marking.95

e The 1996 conference held in Chicago was dominated by the idea of an
MRA between the USA and the EU, which was strongly pushed forward
and influenced by the parties.

1.3.3 Between confor mity assessment bodies

Reciprocal agreements have been reached between conformity assessment bodies, for
example in order for products which are to be distributed regionaly or internationally to
be tested only once. The voluntary reciprocal agreements concluded in the electrical
sector are of great importance for European and international trade:

e The CCA procedurein Europe
e The CB procedure internationally

Certification bodes for electrical products who have demonstrated their competence by
peer assessment may employ both procedures. Parties to the CCA and CB reciprocal

93 TABD: The TABD in 2002, http://www.tabd.org/about/about.html (30.10.2002)
94 Cf. TABD: The TABD in 2002, http://www.tabd.org/about/about.html (30.10.2002) and TABD
History 1995-2002, http://www.tabd.org/history.html (30.10.2002)

95 TABD: CEO Conference Conclusions, Berlin 1999, S. 10; http://www.tabd.org/recommendations/
Berlin99.pdf (30.10.2002)
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agreement certify electrical products on the basis of tests performed by another parties to
the agreement. The advantage of the agreements for manufacturers is that they can
employ the certificates and markings of different product certification bodies on the basis
of asingle test, and can thus respond flexibly to regional or national market demand.96

96  Note: ISO/IEC standard 17040, "General requirements for peer assessement of conformity assessment
bodies" is currently being drawn up by ISO/CASCO.
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2 Normative requirements placed upon accreditation
bodies and confor mity assessment bodies

Genera requirements for accreditation bodies and conformity assessment bodies are
contained in normative documents (standards and other normative documents, such as
guidance documents or technical rules) which are drawn up and published by standards
organizations on the basis of consensus. The normative documents set out uniform
criteria for the bodies and their activities. The application of normative documents by
the bodies is voluntary. Compliance with them may however be a condition for
participation in reciprocal agreementsd/ or constitute a demonstration of competence for
recognition in the area subject to harmonized statutory regulation98.

The requirements placed upon accreditation bodies and conformity assessment bodies set
forth in normative documents are supported by guidelines, the objective being for
accreditation procedures to be conducted uniformly. The guidance documents are based
upon the "no more, no less' principle, i.e. they may not contain requirements which are
more or less stringent than the documents upon which they are based. Compliance with
these guidance documents is a requirement for example for MLA membership99.

2.1 International standardization (ISO/CASCO)

The normative documents for accreditation bodies and conformity assessment bodies are
drafted by CASCO, the 1SO committee responsible for conformity assessment, and
published as | SO/IEC documents. Until recent years, the normative documents drafted by
CASCO were published only in the form of guides. Since 1997, a distinction has been
drawn between standards and guides. CASCO documents are generally published in the
form of standards when their content is prescriptive and as guides when it is descriptive.

2.1.1 Current situation

The requirements placed upon accreditation bodies and conformity assessment bodies are
contained in the following currently valid CASCO documents. Although these
documents are for the most part guides, their content - for example on the basis of the
terminological distinction made in 1997 - isin all cases prescriptive. They therefore all
have the character of standards.

Requirements for accr editation bodies:

¢ | SO/IEC Guide 58:1993 Calibration and testing laboratory accreditation
systems - General requirements for operation and
recognition
(correspondsto EN 45 003:1995, see Chapter 2.2)

97  See Chapter 1.3
98  Cf. the comments upon the presumption of conformity in Chapter 3.2.2.3
99  Cf. Chapter 1.3.1
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¢|SO/IEC Guide 61:1996 General requirements for assessment and
accreditation of certification/registration bodies
(correspondsto EN 45 010:1998, see Chapter 2.2)

¢|SO/IEC TR 17010:1998 General requirements for bodies providing
accreditation of inspection bodies

Requirements for confor mity assessment bodies:

¢|SO/IEC 17025:1999 General requirement for the competence of testing
and calibration laboratories
(corresponds to EN 17025:2000, see Chapter 2.2)

¢|SO/IEC 17020:1998 General criteriafor the operation of various types of
bodies performing inspection
(corresponds to EN 45 004:1995, see Chapter 2.2)

¢| SO/IEC Guide 65:1996 General requirements for bodies operating product
certification systems
(correspondsto EN 45 011:1998, see Chapter 2.2)

¢| SO/IEC Guide 62:1996 General requirements for bodies operating assessment
and certification/registration of quality systems
(correspondsto EN 45 012:1998, see Chapter 2.2)

¢| SO/IEC Guide 66:1999 General requirements for bodies operating assessment
and certification/registration of environmental
management systems (EMS)

A complete list of the current ISO/CASCO guides and standards can be found in Annex
A.

2.1.2 Further development

The normative CASCO documents for accreditation bodies and conformity assessment
bodies will be published in future only in the form of standards in the ISO/IEC 17 000
series.

The following standards projects for accreditation bodes and conformity assessment
bodies are currently in preparation at CASCO:

¢ |ISO/IEC 17011: Genera requirements for bodies providing assessment and
accreditation of conformity assessment bodies

This standard will replace ISO/IEC Guides 58 and 61 and
ISO/IEC TR 17010.

¢ |ISO/IEC 17021 Genera requirements for bodies operating assessment and
certification of management systems

This standard will replace 1SO/IEC Guides 62 and 66.

¢ |SO/IEC 17024 Genera requirements for bodies operating certification of
persons



¢ |SO/IEC 17025 General requirements for the competence of testing and

calibration laboratories

The existing ISO/IEC 17025:1999 will merely be adapted to
the new 1SO 9001.:2000.

For future development of the 17000 series of standards, the following CASCO
decisions are particularly relevant:

CASCO has established a working group (WG 23) with the task of
developing common elements for standards in the 17000 series governing
accreditation bodies and conformity assessment bodies to be amended in
the future. The common elements are intended to ensure that identical
requirements are described uniformly in future standards, in order to
improve the mutual compatibility of the standards and to simplify their
application by the accreditation bodies and conformity assessment bodies.
Common elements are formulated for example for the structure of the
bodies, their independence, their confidentiality, their complaints and
appeals procedures, and their management system.

The common elements to be developed by ISO/CASCO differ in part from
the common elements proposed in the present study100. Should
| SO/CASCO harmonize common elements of the ISO/IEC 17 000 series of
standards during amendment of this series, "common elements’ in the
context of the present study is intended to mean common requirements
placed upon bodies to be notified. The terms of the common elements
proposed in the present study extend somewhat beyond those of
|SO/CASCO; they are however broadly identicall0l, The term "common
elements” is therefore applicable in both cases.

CASCO has opted to take the functional approach in further development
of the I1SO 17000 series of standards. The conformity assessment
procedures set forth in the standards for accreditation bodies and
conformity assessment bodies are to be laid down in accordance with this
approach. The principles of the functional approach are to be described in
the terminologica standard 17000, "Conformity assessment - genera
vocabulary and functional approach”, which is currently being drafted by
CASCO Working Group 5 (WG 5). This working group proposes the
following functions (see also Fig. 2):

» Selection (e.g. sampling)

» Determination (e.g. testing, auditing, assessment)

» Review and attestation (e.g. certification, accreditation)
» Surveillance

100 Refer in thisregard in particular to Chapter 5.2
101 For differences and common features, refer also to Chapter 5.3.2
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Information on
Selected items

Selection
Information on
Determination fulfilment of specified
requirements
=
Yes
. Fulfilment of specified )
Rewew_ and requirements Surveillance
attestation demonstrated needed
No
END
Fig. 2: Functional approach102

2.2 European standardization

The European standards organizations CEN and CENELEC are responsible for drafting
and publishing European standards (EN) governing accreditation bodies and conformity
assessment bodies. The committee with responsibility for the standards is CEN/CLC TC
1. Unlike ISO/CASCO, the European normative documents for accreditation bodies and
conformity assessment bodies have always been published in the form of standards, not
guides. These standards, although identical in content to the ISO/IEC guides, are
therefore more binding in character than the guides, with their recommendatory

character.

2.2.1 Current Situation

The following EN standards placing requirements upon accreditation bodies and
conformity assessment bodies are currently in force:

Requirements for accr editation bodies:

e EN 45 002:1990

102 Fig. from ISO/IEC DIS 17 000 (Draft 2), Annex A, p. 8
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¢ EN 45003:1995 Cdlibration and testing laboratory accreditation systems -
General requirements for operation and recognition

(corresponds to 1SO/IEC Guide 58:1993, see Chapter 2.1)

¢ EN 45010:1998 Genera requirements for assessment and accreditation of
certification/registration bodies

(corresponds to |SO/IEC Guide 61:1996, see Chapter 2.1)

Requirements for confor mity assessment bodies:

e EN 17025:2000 Genera requirements for the competence of calibration and
testing laboratories

(correspondsto ISO/IEC 17025:1999, see Chapter 2.1)

e EN 45004:1995 General criteria for the operation of various types of bodies
performing inspection

(correspondsto ISO/IEC 17020:1998, see Chapter 2.1)

e EN 45011:1998 Genera requirements for bodies operating product
certification systems

(corresponds to ISO/IEC Guide 65:1996, see Chapter 2.1)

e EN 45012:1998 Genera requirements for bodies operating assessments and
certification/registration of quality systems

(corresponds to ISO/IEC Guide 62:1996, see Chapter 2.1)

e EN 45013:1989 General criteria for certification bodies operating certification
of personnel.

With the exception of EN 45004 and EN 45013, all normative documents were drafted
by CASCO and subsequently adopted by CEN/CENELEC as EN standards. For the
standard governing inspection bodies, ISO/CASCO reversed the procedure, publishing
the EN 45004 as ISO/IEC 17020. For certification bodies for personnel, no normative
document has been published to date by ISO/CASCO. ISO/IEC 17024 is however
currently in preparation by CASCO103, which is then intended to replace EN 45013 as
EN 17024.

All standards/guides containing requirements for accreditation bodies and conformity
assessment bodies are identical in their European and international forms. This has major
benefits for worldwide recognition of the results of these bodies, and thus for world trade
asawhole.

2.2.2 Further development

The responsible European standards committee, CEN/CLC TC 1, has taken the decision
to have standards governing accreditation bodies and conformity assessment bodies
drafted exclusively by ISO/CASCO in the future, in order to continue to have uniform

103 See Chapter 2.1.2
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requirements worldwide for these bodies. ISO/CASCO and CEN/CENELEC
nonetheless continue to work closely together towards the same objective, with influence
from CEN/CENELEC which is also not unsubstantial. The standards are adopted in
accordance with the 1991 Vienna Agreement104 in paralel voting by 1SO and CEN
members. As international approva and European rejection of the same draft standard is
improbable, adoption will result in the medium term in the EN 45000 series of standards
being replaced by the 17000 series of standards.

2.3 Guides by accreditation bodies

Groups of accreditation bodies develop guides in the form of application documents for
the international and regional standards/guides for accreditation bodies and conformity
assessment bodies, firstly in order to harmonize the accreditation procedures, and
secondly to serve as a basis for reciproca agreementslOS. The IAF (International
Accreditation Forum) and the ILAC (International Laboratory Accreditation
Cooperation) are international unions of accreditation bodies. The European accreditation
bodies have united in the EA (European co-operation for Accreditation). The guides are
drafted by committees in which the affected parties - in particular representatives of the
conformity assessment bodies (testing, inspection and certification bodies) have observer
status. The principle of preferential treatment for international documents (IAF/ILAC)
and their adoption as EA guides also applies during drafting of the guides at EA. The
IAF/ILAC and EA guides may not contain stricter or less strict requirements than the
standards/guides (ISO/IEC or EN) which they support.

2.3.1 International (ILAC, IAF)

The IAF has developed and published guides to the ISO/IEC Guides 61, 62, 65 and 66.
Details can be found on the IAF web site (www.iaf.nu). ILAC has aso developed arange
of guides for testing and calibration laboratories: these can be found on the ILAC web
site (www.ilac.org).

2.3.2 European (EA)

The EA has published guides for accreditation bodies and conformity assessment bodies
for the following standards in the EN 45000 series106, which in some cases have been
adopted from IAF guides:

e on EN 45010 guide EA-3/08 (July 2002): EA Guidelines on the
application of EN 45010

104 Refer in this regard to Chapter 1.3.2.1 and 1SO/CEN: Agreement on technical cooperation between
ISO and CEN, http://www.cenorm.be/boss/supmat/refdoc/archive/ms/ms002.htm  (23.12.2002),
Chapter 4

105 cf. Chapter 1.3.1

106 The guides can be downloaded from the EA web site (www.european-accreditation.org).
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e on ISO/IEC TR 17010

e on EN 45004

e on EN 45011

e on EN 45012

e on EN 45013

guide EA-3/10 (November 2001): EA Guidance on the
application of 1ISO/IEC TR 17010

guide EA-5/01 (August 2001): Guidance on the
application of EN 45004

guide EA-6/01 (June 1999): EA Guidelines on the
application of EN 45011

guide EA-7/01 (December 2001): EA Guidelines on the
application of EN 45012

guide EA-8/01 (September 1995): Guidelines on the
application of EN 45013.
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3 Conformity assessment under the New Approach in the
EU

The underlying principle of the EU's New Approach is the creation of free movement of
goods. This is achieved by conformity assessment and is based upon the principle of
minimum harmonization by means of EU directives. The EU directives are based in this
context upon the following principles statutory harmonization is limited to the essential
requirements. Only products which meet the essential requirements may be distributed or
placed in service. Technical details are governed by harmonized standards, the
application of which, however, remains voluntary. Where harmonized standard are
observed, compliance with the corresponding directives is to be assumed to the extent in
which the standards regulate the requirements of the directives. Manufacturers - whose
own responsibility has been extended considerably by the New Approach - have the
choice between a number of conformity assessment procedures for which provision is
made in the relevant EU directives. These conformity assessment procedures are based
upon eight basic modules, which are described in Chapter 3.1.

In order for the concept of the Single Market to be implemented, the conformity
assessment must be performed by the manufacturer of the product, in some cases with
the additional involvement of a third party. A further cornerstone of the concept is the
reciprocal recognition of conformity assessments. This necessitates the assignment of
clearly defined functions and requirements to the bodies charged with performance of the
conformity assessments. Analysis of the status quo, including the question as to whether
the presumption of conformity continues to apply to the terms and form when standards
in the EN 45000 series are observed, forms the subject of Chapter 3.2.

The bodies must be designated and notified to the other Member States within the
context of the EU directivesin order for the system of reciprocal recognition to function.
The nature, terms and course of the current accreditation, designation and notification
procedures are examined in Chapter 3.3.

In addition to the reciprocal recognition of conformity assessments within the European
Single Market, this concept is also applied between the EU and selected third countries.
The reciprocal recognition of conformity assessments is based in this case upon
agreements. An analysis of these agreements forms the subject of Chapter 3.4.

3.1 Conformity assessment modules

Product manufacturers are provided in the sectoral directives with a choice of
standardized procedures for each product type. It must be ensured here that where the
procedures available for selection are applied, the products comply with the basic
requirements of the directive.

In the conformity assessment procedures, the underlying principle is that selection of the
most suitable procedure for assessment of conformity should as far as possible be the
manufacturer's prerogative. The options may be restricted by the level of hazard
presented by the product, and by the provisions of the relevant EU directive.
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Each EU directive developed since adoption of the Global Approach states, for its scope,
the procedures which may be employed by the manufacturer in accordance with the
Global Approach. The modules which the manufacturer may select or combine for
fulfilment of conformity are dependent in part upon the type of product, the product area,
and also the method of production. Presentation of the individual modules must therefore
be preceded by the provision that the options available to the manufacturer for selection
exist only to the degree permitted by the relevant directive. The individual modules may
be combined to form a complete process. Several modules may be provided in adirective
for one and the same function, in which case the results should exhibit a certain level of
equivalence. Fig. 3 provides an overview of the essential alter natives.
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Fig. 3: Optionsfor combination of the modules

During development of the individual modules, it was assumed that the conformity
assessment for a manufacturing process refersin all cases to two stages, namely:

ethe development stage, and
ethe production stage.

Three of the standardized procedures make provision for conformity assessment by
means of quality assurance/quality management systems. The manufacturers of these
products should however be offered at least one procedure in the directives which does
not require them to operate a quality assurance system. Should a manufacturer decide to
operate a quality assurance system, the system must be tested and monitored. Provided
manufacturers observe the relevant harmonized standards in application of the system,
the requirements placed upon the quality assurance systems for the procedures must be
assumed to be met. The relevant standard for this purpose is DIN EN 1SO 9001:2000,
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amended in 2000.107 Compliance with it is however not a condition for compliance with
individual modules; each manufacturer may also have his own systems certified,
provided their quality corresponds to that of the above series of standards.108

The standardized assessment procedures availablelO9 - i.e. the eight basic modules!10
described in greater detail belowlll — can be found in the annexes of the sectoral
directives under the following headings:

¢ Internal Control of Production (Module A);

e Type-testing (Module B);

e Conformity to type (Module C);

e Production Quality Assurance (Module D);

e Product Quality Assurance (Module E);

e Product Verification (Module F);

e Unit Verification (Module G);

e Full Quality Assurance (Module H).
When the complete conformity assessment procedure has been successfully completed,
the CE mark must be affixed to the product.112 This generally takes place at the end of
the production phase. Depending upon the procedure, a notified body may be involved
during the development phase, the production phase, or both phases. Where a notified

body is involved during the production phase, the identification numbers of this body
must appear after the CE marking.113

Module A: Internal Control of Production

This module concerns both the design and the production stage. The manufacturer
declares here, without the involvement of third parties, that the products meet the
requirements of the relevant directive, and makes technical documentation available
which reveas the design, manufacture and operation of the product. The technical
documentation must be retained for inspection by national authorities for at least ten
years following production of the last product. The manufacturer applies the CE mark to
the products and issues the declaration of conformity.

107 The issues described in Chapter 3.2.2.3 for the EN 45000 series of standards also apply here with
regard to the presumption of conformity created by compliance with DIN EN 1SO 9001:2000.

108 Blue Guide, S. 37

109 Provided a positive result is yielded by one of the assessment procedures available to the
manufacturer, he is entitled to issue a manufacturer's declaration and to affix the CE mark valid for all
New Approach directives to his product; for details, refer to Chapter 1.2.1.

110 |n addition, variants of the basic modules exist which are not considered by this overview; refer in
this regard to the Blue Guide, p. 36

111 See Ensthaler, J.: Zertifizierung, Akkreditierung und Normung fiir den Européischen Binnenmarkt, p.
30ff and Edelhduser, R: Konformitétsbewertungsverfahren und Normung, in: Anhalt, E.; Dieners, P.
(Eds.): Handbuch des Medizinprodukterechts, Paragraph 1ff.

112 Seealso Chapter 1.2.1

113 Blue Guide, p. 50f.
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Module B: Type-testing

This module refers only to the design stage, and must therefore be accompanied by one
of Modules C to F. A notified body attests and certifies that a sample representative of
planned production complies with the requirements of the applicable directive. It reviews
the technical documentation required for demonstration of conformity with the
provisions of the directive. The notified body must limit its examination to the minimum
required for demonstration of conformity, before issuing an EU type-examination
certificate. CE marking is not affixed in this phase.

Module C: Conformity to Type

This module applies only to the production stage the design stage of which has been
assured by the type-examination certification described above. The manufacturer attests
and declares that the product concerned complies with the type described in the EU type-
examination certificate and that it satisfies the requirements of the relevant directive. The
manufacturer then affixes the CE mark to the products and issues the declaration of
conformity. The directive may require spot testing of the products.

Module D: Production Quality Assurance

The module refers only to the production stage. Where applied without EU type
examination, the parts of Module A must be inserted in order for the technical
documentation to be included in this module. The manufacturer attests and declares that
the products concerned comply with the type described in the EU type-examination
certificate and that the basic requirements are met and are in compliance with the
applicable directive. The manufacturer maintains a QA system for manufacturing, final
acceptance and testing. The manufacturer affixes the CE mark to the products and issues
adeclaration of conformity.

Module E: Product Quality Assurance

This module aso refers only to the production stage. It is generally applied in
conjunction with EU type examination, but may be applied under the same conditions as
for Module D, either alone or in conjunction with parts of Module A. The manufacturer
attests and declares that the products concerned conform to the type described in the EU
type-examination certificate, or that the basic requirements are met and that the products
satisfy the requirements of the applicable directive. The manufacturer maintains a
licensed QA system for fina acceptance and testing in accordance with which all
products are inspected and tested individually. The manufacturer affixes the CE mark to
the products and issues a declaration of conformity.

Module F: Product Verification

This module only concerns the production stage. It is normally applied in conjunction
with an EU type examination, may however be applied under the same conditions as for
Module D alone. The notified body conducts testing and certifies that the products
concerned conform to the type described in the EU type examination certificate, or that
the basic requirements are met and the requirements of the applicable directive complied
with.
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The manufacturer may opt here either for testing of each individual product unit or for
statistical testing. Should he choose statistical testing, he must take all necessary
measures to ensure a uniform manufacturing process; the manufacturing process must
conform to the type described in the type examination and guarantee that production is
conducted in accordance with the technical documentation. The CE mark is
supplemented by the mark of the notified body. The CE mark is affixed to the product
either by the notified body or by the manufacturer himself in accordance with the
provisions of the directive. The notified body issues the declaration of conformity.

Module G: Unit Verification M odule

This module concerns both the design and the production stage. It is normally applied to
products in once-off manufacture or small production runs. The notified body conducts
inspection and certifies that the product concerned satisfies the requirements of the
relevant directive(s). The notified body affixes the CE mark and issues a declaration of
conformity. The CE mark is supplemented by the mark of the notified body.

Module H: Full Quality Assurance

This module for full quality assurance concerns both the design and the production stage.
The manufacturer attests and declares that the products concerned satisfy the
requirements of the applicable directive. He maintains a licensed QA system for design,
manufacture, final acceptance and testing. The directive may, in certain cases, require the
manufacturer to charge a notified body with inspecting and attesting compliance of the
design with the requirements of the directive. The manufacturer affixes the CE mark to
the products and issues a declaration of conformity. The CE mark is supplemented by the
mark of the notified body performing this inspection.

This concept was modified with the advent of Directive 98/79/EC on in vitro diagnostic
medical devices insofar as for "List A" products specified precisely in this directive,
ingpection of the manufactured products by way of dedicated batch approval by a
notified body was introduced in addition to the comprehensive quality assurance.

3.2 Notified bodies

The Member States designate bodies within their jurisdiction for cases in which bodies
must be involved in accordance with EU New Approach directives. The tasks to be
assumed by the notified bodies in conjunction with the conformity assessment
procedures and the requirements which they must consequently satisfy are described
below.

3.2.1 Tasks

The New Approach directives require the involvement of a notified body in a number of
conformity assessment procedures. The tasks to be assumed by the notified bodies are



described in the conformity assessment procedures set forth in the directives
concerned114, The tasks concerned include in particular:

e type examination and the issuing of type-examination certificates

e design examination and the issuing of design-examination certificates
e recognition and control of QA systems

e performance of spot testing.

An essential distinction is drawn with regard to conformity assessment procedures
between115

e conformity assessment systems (general description of a conformity
assessment procedure) - e.g. the EU type examination described in the
Modules Decision 93/465/EEC - and

e conformity assessment programmes (product-related description of a
conformity assessment procedure) - e.g. the EU type examination for
cardiac valves.

Each conformity assessment body is required to create conformity assessment
programmes for the conformity assessment activities for which it wishes to be
designated. The programmes are to be set up in accordance with the functional
approachl16,

Details of confor mity assessment processes and of their elements and functions can be
taken from the relevant EN standards. Descriptions of the individual functions can be
found for example for

e selection and sampling in EN 45004 and EN 17025,

e determination and testing in EN 17025, inspection in EN 45004 and
auditing in EN 45012,

e review in EN 45004, EN 45011 and EN 45012,
e attestation and certification in EN 45004, EN 45011 and EN 45012,
e surveillancein EN 45004, EN 45011 and EN 45012.

In addition, a number of dedicated subject standards existl17, which the conformity
assessment bodies may employ for direct description of the conformity assessment
processes and for the creation of conformity assessment processes.118

114 Cf. inthisregard also Chapter 3.1

115 Cf. for example: 1SO/IEC DIS 17000 (Draft 2): Conformity assessment — General vocabulary, 2.1.7
and 2.1.8

116 See Chapter 2.1.2
117 For examplein the area of quality management and statistics

118 Chapter 5.2.3 describes the essential requirements placed upon a conformity assessment body in the
area subject to harmonized statutory regulation.
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3.2.2 Requirements placed upon bodiesto be notified

3.2.21 Minimum requirementsimposed by the directives

The New Approach directives which make provision for the involvement of notified
bodies also set out the minimum criteria for the notification of bodies. Observance by the
Member States of these criteria, which are specified in the annex of the directive
concerned, is mandatory. The criteria are essentially requirements concerning the body's
independence and that of its personnel, the body's competence and reliability and that of
its personnel, access to the equipment required for testing, liability insurance, and
confidentiality. The annexes to the individual directives containing the minimum criteria
differ in their formulations, however, as can be seen from the selected examples in
Annex B.

3.2.2.2 Requirementsimposed by modules

The EU directives generally contain, in addition to the annex containing minimum
criteria, further requirements for notified bodies. These requirements can be found firstly
in the articles of the directive governing the notified bodies!19, and secondly, within the
conformity assessment annexes. The conformity assessment procedures laid down in
the annexes of the relevant New Approach directives contain, in cases where provision is
made for the involvement of notified bodies, further provisions, criteria and procedures
which are binding upon the notified bodies. The following examples are taken from the
Modules Decision 93/465/EEC120, which describes the conformity modules to be
employed in the New Approach directives:

e Subcontracting: this is permissible on the basis of formulations such as
"The notified body must perform or have performed the appropriate
examinations and necessary tests' (Modules B 4.2 and 4.3). Similar
formulations can be found in Modules A Supplementary Requirements Part
2, C Supplementary Requirements Part 2, D 4.4, E4.4 and H 4.4.

e The use of submitted test reports is possible and in some cases a
requirement (Module B Footnote 3, Module G Footnote 3, Module H
Supplementary Requirements 2)

o Competence of the assessment team (QA systems): at least one member of
the assessment team must possess experience with assessment of the
product technology concerned (Modules D 3.3, E 3.3 and H 3.3)

e Appeals procedures are required (Module B 5)

e Reporting requirement: reporting to other notified bodies (Modules B 7 and
8, C 6, E6, H6andH Supplementary Requirements 5)

e Documentation retention requirement (Module B 5)

119 cf. for example Article 16 of Directive 93/42/EEC concerning medical devices or Article 14 of
Directive 87/404/EEC concerning simple pressure vessels, which make provision for specific
obligations to provide information and codes of practice in defined cases

120 QJL 220, 30.08.1993, p. 23
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3.2.2.3 Provisionsof Council Decision 93/465/EEC — presumption of
confor mity and harmonized standards

The Member States must establish compliance with the requirements for notified bodies
set forth in the New Approach directivel?l. Corresponding provisions can also be found
in Council Decision 93/465/EEC, for example in Annex "General Guidelines’, under
[tem I.A k:

"for the purposes of operating the modules, Member Sates must notify on their
own responsibility bodies under their jurisdiction which they have chosen from the
technically competent bodies complying with the requirements of the directives.
This responsibility involves the obligation for the Member States to ensure that the
notified bodies permanently have the technical qualifications required by the
directives and that the latter keep their competent national authorities informed of
the performance of their tasks'

Under Item |.A.m) of the "General Guidelines’, thisis supplemented as follows:

"Notified bodies which can prove their conformity with harmonized standards (EN
45 000 series), by submitting an accreditation certificate or other documentary
evidence, are presumed to conform to the requirements of the directives. Member
Sates having notified bodies unable to prove their conformity with the harmonized
standards (EN 45 000 series) may be requested to provide the Commission with the
appropriate supporting documents on the basis of which notification was carried
out."

According to the text of Item 1.A.m) cited above, the Member States are obliged to
assume that notified bodies satisfy the requirements of the directives (minimum criteria,
requirements ensuing from the conformity assessment modules) when their compliance
with the harmonized standards of the EN 45000 series is demonstrated by an
accreditation certificate or other document (presumption of conformity). Should such
evidence not be forthcoming, equivalent evidence of compliance is required which the
Member States are required to present to the Commission at the latter's request.

In the New Approach directives, e.g. in Article 12 (2) of the Pressure Equipment
Directive (97/23/EC)122 — the intent of the provisions of the first sentence of I.A.m) is
confirmed by the following formulation:

"Member States shall apply the criteria set out in Annex IV (minimum criteria to be
met when designating notified bodies) for the designation of bodies. Bodies
meeting the criteria laid down in the relevant harmonized standards shall be
presumed to fulfil the corresponding criteria in Annex IV (minimum criteria to be
met when designating notified bodies).”

These provisions of Section I.A.m) concerning the Member States give rise to a number
of problems which are of decisive importance for application in practice:

121 cf. for example Article 16 (2) of Directive 93/42/EEC concerning medical devices: "Member States
shall apply the criteria set out in Annex X| for the designation of bodies."
122 ¢f. also Annex B2.
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1a) L egal consequences of Council Decision 93/465/EEC

of 22 July 1993; the material competence of the Council of Ministers in this area derives
from Article 95 (1) of the EC Treaty, as the terms of the decision relate to the Single
Market.

The document does not fall within the category of "decision” as included in the list of
secondary legidlation in Article 249 (formerly Article 189) of the EC Treaty.123. In
addition, Article 1 (1) of the decision text itself contains the formulation that "the
modules listed in the Annex" and "the general guidelinesin the Annex." should apply.

Like the General Guidelines, the modules are also contained in the annex to the decision.
The modules themselves are therefore as binding as the Modules Decision; the annexes
constitute part of the decision. The reference to them is in support of arule of law. The
particular feature of the reference is that the substance upon which the reference is based
is formulated only incompletely within the element of the "statutory” rule; recourse must
further be made to the technical or other regulation referred to in order for the specific
terms of the statute to be determined.124

1b) Legal consequences of the guidelines referred to in the above Council Decision
93/465/EEC

These "genera guidelines” are stated in Article 1 (1) of the Modules Decision, together
with the modules; the decision is thus expressly supplemented (i.a.) by the content of the
"genera guidelines’. The reference is therefore one in support of a rule of law in the
sense described above.

An argument may be made against this interpretation by questioning the purpose of such
a reference mechanism. In other words, it might be questioned why, at least with regard
to the directives, the guidelines were not included in the text of the decision as the surest
way of assuring their legally binding status. By the same token, it could be concluded
that the fact that the guidelines are not included in the text of the decision calls their
legally binding status into question.

The answer liesin the jurisprudential analysis of such areference "in support of arule of
law", an analysis which is confirmed by the 2nd sentence of Article 1 Paragraph 1 of
Council Decision 93/465/EEC. The prevailing view in jurisprudence is that the technique
of reference described here has the function only of giving rise to a rebuttable
presumption of agreement between the standard - or guideline - to which reference is
made and the requirements set forth by statute (decision).125

Thisinterpretation is confirmed by Article 1 (1) 2 of the Council decision, which states:

"These procedures may only depart from the modules when the specific
circumstances of a particular sector or directive so warrant.”

The Council decision consciously only makes reference to the "general guidelines'; they
were not included in the decision itself. The reason for thisis the facility for a departure
from them in justified exceptional cases.

123 |t is nevertheless sometimes argued that this Council decision may be a decision in accordance with
Article 249 of the EC Treaty; cf. in thisregard 2a) of the present chapter.

124 ¢, in this regard Breulmann, G.: Normung und Rechtsvergleichung in der EWG, p. 132; Ensthaler,
J.: Zertifizierung, Akkreditierung und Normung fur den Européischen Binnenmarkt, p. 16

125 Breulmann, G.: Normung und Rechtsvergleichung in der EWG, p. 132
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Interim conclusions regarding 1):

Both the Modules and the General Guidelines are as binding as the provisions of the
Council Decision 93/465/EEC itself.

The binding nature is subject to the possibility of departures from it both in accordance
with the wording of the decision (Article 1 (1) 2) and on the basis of general principles.

2a) Binding nature and party to which the decision isdirected

Decisions of this category are not included in the list of secondary legidlation in Article
249 (formerly Article 189) of the EC Treaty. Although decisions are mentioned,
decisions such as the module decision cannot be regarded as fulfilling the relevant
criteria. A generally accepted feature of a decision in accordance with article 249 is that
it is directed either at individual private bodies or at individual Member States. A
decision does not constitute the legal mechanism by which a measure intended to be
binding upon all Member States is issued. Were this not the case, no distinction would
exist between it and a directive or regulation.126

A decision such as the modules decision is classified in jurisprudential literature as a sui
generislegal instrument.

Community practice exhibits a body of "undesignated”" legal acts which is extensive,
diverse, and has not yet been substantially analysed in legal terms. Such decisions
primarily concern Single Market regulations, i.e. rules of procedure, organizational
provisions, etc. Single Market or Internal Market law is of internal consequence only; it
therefore represents self-engagement on the part of the institution concerned or of all
institutions of the EU.

The term "decision”, however, aso includes decisions which are intended to be legally
binding upon external parties. Neither the jurisprudential literature nor the ECJ raises
objections to such legal acts; they need only - in the case of lega instruments with
external effect, imperatively - be properly announced/published.

This took place in the case of the 1993 Council decision; the decision was announced in
the Officia Journal.

2b) Internal and external effect of the decision

The General Guidelines are directed at the Member States. They are legally binding upon
the Member States in particular in the Annex to the Modules Decision, Item |.A k),
Sentence 2. The Member States are further addressed in the General Guidelines under
Item I.A.m): they are obliged to assume that notified bodies satisfy the requirements of
the directive i.a. when the latter demonstrate their compliance with the harmonized
standards of the EN 45000 series by way of a certificate of accreditation or by other
documentation (presumption of conformity).

Interim conclusions regarding 2):

The decision including its annexes (Modules, General Guidelines) is thus binding upon
the Member States; it is directed at the Member States.

126 Cf. also below: Oppermann, T.: Europarecht, Paragraph 487
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3a) Legal background to the concept of the presumption of conformity

The Modules Decision makes direct reference to the technical harmonization directives.
The procedures stated in these directives for conformity assessment are (essentially)
selected from those contained in the modules. These New Approach directives describe
what must be performed for this conformity assessment; this in turn is detailed and
harmonized by the modules.

The quality requirements concerning the conformity assessment bodies are not referred
to directly in the Modules Decision; they are however stated in the "General Guidelines”,
which form a binding annex to the Council decision, and in the New Approach
directives. The guidelines state in this respect under Item [.A.m): "notified bodies which
can prove their conformity with harmonized standards (EN 45 000 series), by submitting
an accreditation certificate or other documentary evidence, are presumed to conform to
the requirements of the directives'.

It is debatable whether the EN 45000 series of standards remains suitable for creation of
the presumption of conformity, i.e. to serve as ground on the basis of which
accredited/notified bodies are competent to issue correspondingly valid certificates of
conformity.

These grounds must be considered first by anaysis of the relationship between
harmonized standards and the presumption of conformity conceived in the New
Approach; this must begin by definition of the term "harmonized standard": "Harmonised
standards in the meaning of the New Approach are deemed to exist when the European
standards organisations formally present to the Commission the European standards
elaborated or identified in conformity with the mandate"127,

Identifying standards means, in this context, that standards organizations may make
recourse to existing standards, which may have to be revised. Where recourse is made to
existing standards, such standards need not be European standards.

Harmonized standards enjoy particular significance, derived from their significance
as regulations substitutive of legislation within the framework of the Single Market. This
characteristic was considered in Council Decision 83/189/EEC of 28.3.1983128, which
states that for the creation of European standards which are intended to support
directives, the Commission issues standardization mandates to the European
standardization institutes. The purpose of these mandates is to enable directives to be
adopted which contain references to standards. In accordance with this function, the
following requirements apply:

e the subjects must be ascertained in respect of which harmonization of the

national standards is deemed necessary, and essentially:

e the standard to be created must satisfy the needs of the basic safety
requirements contained in the directive.

In conclusion, harmonized standards are seen to have the function of supporting
directives, and the Commission is seen in this context to have the function of declaring,
at issue of the mandate, which areas are to be regulated, or covered, in this regard.

127 Blue Guide, p. 30

128 This directive has since been abolished in accordance with Article 13 (1) in conjunction with Annex
Il Part A of Directive 98/34/EC laying down a procedure for the provision of information in the field
of technical standards, and replaced by the directive indicated.
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Harmonized standards are consequently merely standards which have been influenced by
the Commission such that their intended functions are evident.

The standardization procedurel29 outlined in the "Blue Guide"130 in accordance with the
New Approach is comprehensive and contributes to the creation of the presumption of
confor mity by the substance, i.e. terms, of the standards.

This is necessary, as a substantial element of the "New Approach” is that the conformity
of products with the relevant directives shall not be declared by unqualified bodies. For
this reason, Council Resolution of 7 May 1985 states that each Member State must
inform the Commission and the other Member States of which national bodies may issue
test marks or certificates of conformity131,

This point further states: "The bodies [...] must carry out their duties according to
recognized international practices and principles and especially in accordance with 1SO
Guides'. The Member States are responsible for monitoring the activities of these bodies.

This Council Resolution was followed (with intermediate steps) by Council Decision
93/465/EEC of 22 July 1993, the annex (General Guidelines) of which state under Item
I.A.m) that observance of the EN 45000 series of standards is of particular significance
for the presumption of conformity. This series of standards is presented there as a
harmonized series of standards. In accordance with the significance of the New
Approach for the presumption of conformity, a series of requirements are set out under
the heading of "Standardisation procedure under the New Approach” (harmonized
standards), including:132

¢ a standardization mandate is issued following hearing of the Member
States,

e the dtandardization mandate is issued to the European standards
organizations,

¢ the European standards organizations accept the standardization mandate,

e the European standards organizations and national standards committees
organize a public inquiry,

e thetechnical committee reviews comments, etc.

These requirements al indicate that standards in this series are "substitutive of
legislation” with regard to the presumption of conformity. As an institution of the EU,
the Commission is to be integrated into the standardization process; it is to be ensured
that standards are developed which are suitable for substitution for "statutory"
regulations. Of particular importance here is the fact that a standardization mandate must
have been issued to the relevant standardization institute for the resolution of a particular

129 B|ue Guide, p. 30

130 Drafting and adoption of harmonized standards is based upon the guidelines for co-operation between
the European standardization organizations and the European Commission. These guidelines were
signed on 13 November 1984, and are currently undergoing revision. The basic principles set forth in
these guidelines have however been reaffirmed on several occasions: for example, in the Commission
report on efficiency and accountability in European standardisation, COM (1998) 291 (final)

131 0JC 136, 4.6.1985, Annex 11, B.VIII, No.3-2.

132 cf. Blue Guide, p. 30f.
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task. This ensures that the standard concerned complies with the requirements for the
presumption of conformity.

With regard to the EN 45000 series of standards, it may be established in this respect that
the individual standards were developed by the European standards organizations in
response to a Commission mandate, that these standards as originally drafted are,
however, with one exception (EN 45013) no longer in force; EN 45003 and EN 45004
were not, in fact, published until after the 1993 Modules Decision by the Council.

The EN 45000 series has not yet been published by the Commission in the Official
Journal 133, Owing to the explicit reference to them in the published Modules Decision
93/465/EEC (and that of the "General Guidelines', which are also included), this fact is
immaterial as regards their significance for the presumption of conformity.

3b) Current status of the non-mandated standards in the EN 45000 series in the
context of the presumption of conformity

A mandate was originally issued for the development of standards in this context134,
Corresponding standards were then mandated. According to the rules of procedure of the
standards ingtitutes (in particular CEN), the European standards institutes consider their
standards to be subject to revision at intervals of not more than five years, irrespective of
whether or not revision isin response to a standardization mandate135.

The Commission has now stated (in the Blue Guide, p. 32), that revision of a harmonized
standard must be in response to a standardization mandate, in order to assure the
possibility of conformity assessment.

This may apply in principle. It stands in contrast however to the (binding) annex of
Council Decision 93/465/EEC, which contains references at several points to the EN
45000 series of standards, without distinguishing between mandated and non-mandated
standards, or a particular issue of the standards being indicated.

At the time of this decision, the standards organizations were known to review their
standards for the need for revision at intervals of at most five years, irrespective of
whether a standardization mandate had been issued or not. The Blue Guide further states:
"Unless the contrary can be deduced from the original mandate, the terms and conditions
of the original mandate apply also for the revision of the harmonised standard".136.

This clarifies sufficiently that the respective revised version of a standard in the 45000
seriesis adequate for upholding of the presumption of conformity.

This interpretation is of course subject to limits. The Commission is entitled at any time
to issue new standardization mandates or to declare revised versions of the series of
standards to be no longer suitable for upholding the presumption of conformity. At the
same time, there is no reason from a jurisprudential perspective why a standard should
not be incorporated in substitution for a statute in a manner by which its latest version
takes effect. Nor is this instrument of referencing uncommon in other areas of
jurisprudence. This instrument does of course not release the Commission from its duty

133 Cf. in this regard the correspondence between Bliim, N. (dated 22.12.1995) and Bangemann, M.
(dated 20.3.1996).

134 BC/CEN/87/14

135 Refer to the explanation in the Blue Guide, p. 34, Footnote 89

136 Blue Guide, p. 32
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to establish whether the revised versions are still compatible with the original
standardization mandate.

Fittingly, the Blue Guide states, as indicated above, that unless suggested to the contrary
in the original standardization mandate, its terms also extend to the revision of the
harmonized standards. There are no grounds for objection to this procedure.

The anticipated replacement in full of the EN 45000 series by the SO 17000 seriesis
however not possible without a "constitutive act" on the part of the Commission, for
example by amendment of Council Decision 93/465/EEC, if the presumption of
conformity is to be upheld. The 1SO 17000 series was not mandated by the
Commission.137

Interim conclusions regarding 3):

The 45000 series of standards may continue to be regarded as mandated if the view is
taken that the revision of a harmonized standard need not be based upon a new
standardization mandate in order to uphold the facility for the presumption of
conformity.138

This interpretation is to be accepted, within limits. The prevailing view of jurisprudence
is that a standard may be incorporated into alegal provision by the reference "in its latest
version” provided it is ensured that the revised version does not contravene the original
standard or the origina standardization mandate. According to this interpretation,
referencing is therefore possible provided the Commission's duty of review is
maintained. This view is shared by the Commission139. This duty to conduct regular
review140 must also be fulfilled by the Commission if the presumption of conformity is
to be created without doulbt.

4) Classification of the standards to the relevant conformity assessment procedures
(modules)

Each of the standards in the EN 45000 series covers certain areas of conformity: product
certification (45011), quality management system certification (45012), product
inspection (45004), product testing (45001/17025). Item |.A.m) does not reference the
standards to the conformity assessment procedures (modules). This assignment must be
effected by the Member States in consideration of the conformity assessment procedures
specified in the modules. In its "Blue Guide", which is recommendatory in status, the
Commission has compiled, in the Figure in Section 6.1, the relationship between the
individual standards and the respective modules. The Member States may employ this
relationship in order to reference the standards to the modules:

137 Cf. in this regard aso: European Commission - Enterprise Directorate-Genera: Methods of
referencing standards in legislation with an emphasis on European legislation, p. 8

138 View of the Commission, Blue Guide, p. 32

139 cf. Blue Guide, p. 32f.

140 cf. also Council Resolution of 28 October 1999 on the role of standardisation in Europe, OJ C 141,
19.5.2000, No. 25
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Module EN 45000 standar d(s) applicable

Aal, Aa2 EN 45001 (+ Ability to evaluate and decide on conformity), or
EN 45004 (EN 45001 to be observed for testing required), or
EN 45011 (EN 45001 to be observed for testing required)

B EN 45004 (EN 45001 to be observed for testing required), or
EN 45011 (EN 45001 to be observed for testing required)

Chisl, Chis2 EN 45001 (+ Ability to evaluate and decide on conformity), or
EN 45004 (EN 45001 to be observed for testing required), or
EN 45011 (EN 45001 to be observed for testing required)

D, Dbis EN 45012  (+ product-related knowledge)
E, Ebis EN 45012  (+ product-related knowledge)
F, Fbis EN 45001 (+ Ability to evaluate and decide on conformity), or

EN 45004 (EN 45001 to be observed for testing required), or
EN 45011 (EN 45001 to be observed for testing required)

G EN 45004 (EN 45001 to be observed for testing required), or
EN 45011 (EN 45001 to be observed for testing required)
H EN 45012  (+ product-related knowledge)
Hbis EN 45012 + EN 45004 or
EN 45011
Fig. 4 Referencing of standards in the EN 45000 series to the modules141

I nterim conclusions regarding 4):

This cross-referencing of the applicable standards in the EN 45000 series to the
individual modules, which is contained in the "Blue Guide" and which is not legally
binding, neither has any basisin fact, nor isit conducive to a uniform standard in Europe.
In some cases, standards are offered for selection for one and the same module the terms
of which are not compatible, i.e. which do not govern the same facts. A selection
between standards, particularly standards the terms of which are not comparable, may
lead to substantial differences in quality between the Member States. It alows a
presumption of conformity to be neither inferred, nor created.

5) Agreement between the terms of the standards and the requirements of the
directives

A comparison between the standards and the provisions of the directives (minimum
criteria, modules) reveals that discrepancies exist, and that not all standards satisfy all
requirements of the directives. For instance:

e the criteriafor independence differ,
¢ liability insurance is not mandatory in the standards,

e the conformity assessment procedures described in the standards are not
suitable, without qualification, for fulfilment of the conformity assessment
procedures of the modules (for example, the result of conformity
assessment according to EN 45012 is the conformity of quality
management systems, by contrast, directives require attestation of product
conformity),

141 Fig. taken from Blue Guide, p. 41



¢ the conditions for subcontracting are not identical in all cases.

I nterim conclusions regarding 5):

Comparison of the EN 45000 series of standards with the EU New Approach directives
reveals frequent discrepancies in the detailing of the minimum criteria set forth in the
annexes to the individual directives. The wording and in some cases the terms of the
minimum criteria differl42; furthermore, the standards do not take into account all
requirements of the directives. No objective reasons for this deficit are evident. In
conclusion, it may be stated that owing to this lack of conformity, the presumption of
conformity cannot be upheld143, afact which has already been established by SOGS/WG
1.

6) Suitability of the" accreditation certificates' or " other documentary evidence' as
proof of confor mity

Section 1.A.m) does not clearly state who is authorized to issue "accreditation
certificates” or "other documentary evidence" and on what basis proof of compliance
may be furnished.144 The use of the term "certificate of accreditation” gives rise to the
presumption that, where the instrument of accreditation is employed at designation, the
certificate must be issued by an accreditation body. The association of the evidence of
compliance with the standards of the EN 45000 series further gives rise to the assumption
that the accreditation bodies satisfy the requirements of EN 45003 or EN 45010145 and
that the assessment and surveillance is to have been performed by them. The Member
States are however at liberty to maintain this evidence or have it maintained by other
means.

Interim conclusions regarding 6):

The numerous permutations and interpretations which Section 1.A.m) grants the Member
States have contributed substantially to the practice of assessment of bodies seeking
notification and the surveillance of notified bodies still not being uniform throughout the
Member States; this represents further grounds for challenging the presumption of
conformity.

7) Consequences of different permutations and interpretations granted to the
Member States by Section |.A.m)

One consequence is distortion of competition146 between the notified bodies, which
impairs free competition between the bodies. These differences in the terms of

142 Cf. Chapter 3.2.2.1 and Annex B.

143 For adetailed discussion of the consequences, refer to Point 7) of the present chapter.

144 The concept set forth in Item 1.A.m) in which the body to be notified (actively) submits a certificate
of accreditation and the designating authority is obliged to accept this certification is chalenged in
Chapters 3.3 and 6; the reverse procedure, in which the designating authority actively requires
certification, would appear appropriate.

145 see Chapter 2.2.1

146 The issue of distortion of competition has been limited in this study, owing to its scale, to the area
subject to statutory regulation; a detailed analysis of the issues of competition and antitrust legidlation
in the area not subject to statutory regulation, which are currently the subject of discussion, was
beyond the scope of the study.
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competition have been brought about only in part by the Commission; they are a
consequence of the corresponding decisons by the Member States, i.e. by the
Member States competent designating authorities.

It might therefore be concluded that it is also the task of the Member States to align these
different requirements - or, as the case may be, not to do so. Attention is drawn once
again to the concept of the Single Market, for which comprehensive harmonization of
legislation was deliberately rejected.

This argument would not be relevant here, however. The New Approach and the Global
Approach were introduced by the Council of Ministers and the Commission for the very
purpose of preventing product safety, and consequently the protection of health,
occupational health and safety, and consumer protection, from falling to a minimum
level. The principle of reciprocal recognition of (disparate national) legislation, which
was expected to degrade quality, was countered by the introduction of harmonized
standards into secondary legidlation (directives), the Modules Decision, etc. Accordingly,
the legitimation of divergent safety requirements at the "lowest common denominator”
was the very development to be prevented.

The discrepancies described here which exist regarding competition are - in complete
contrast to the other areas of the movement of goods - not only undesirable, but
counter productive and unacceptable; in the past, the Commission and the Council
have assumed the task (and must continue to do so) of creating approximately uniform
standards.

The Commission could respond here with the argument that the Member States and their
designating authorities should be granted a "certain” degree of freedom in accordance
with the principle of subsidiarity. According to this principle, the EU may intervene
only when an issue is likely to be resolved better at the level of Community law. This
principle may also be formulated as follows:the Member States retain responsibility
despite the principle competence of the Community in such cases where the
consideration of particular national characteristics and interests enables an appropriate
solution to be anticipated.

In this instance, the reverse is the case. As already described, the New Approach to
standardization, accreditation and certification supports the Single Market project with its
underlying philosophy of reciprocal recognition of the rights of Member States. With
regard to the rights of relevance to safety, reciprocal recognition is not sufficient. The
creation of secondary legidlation (directives) should, on the one hand, not jeopardize the
Single Market project and should therefore contain only minimum provisions; it should
however at the same time be supplemented by standards and a procedure for examination
of their observance. It would clearly contravene the system were it to be qualified such
that the nature of conformity assessment would lead to divergent national standards in
the areas of occupational health and safety and health, environmental and consumer
protection.

Interim conclusions regarding 7):

The facilities which currently exist by which certificates may be issued within the
Member States on the basis of requirements which vary between the Member States
represents discrimination against certification bodies whose Member States have selected
stricter requirements.
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It cannot be acceptable that a system whose purpose is to create uniform standards should
be interpreted such that the instruments employed - standards and decisions rather than
regulations and directives - may be used at the discretion of the Member States when the
instruments employed have been instigated for the very purpose of safeguarding
harmonization of the Single Market.

3.2.2.4 Commission recommendationsfor notified bodies

The European Commission has drafted a series of documents, in part with the agreement
of the Senior Officials Group on Standardisation, which contain criteria for notified
bodies and their activities and for their accreditation, designation and notification. The
documents have been - and continue to be - published in the form of Certif documents.
An overview of the Certif documents can be found in Annex 3 1V of the "Blue Guide".
The terms contained in Certif documents which are relevant to the notified bodies were
included in the Blue Guide; the Certif documents are consequently now of only
secondary importance for the notified bodies. The criteria for the notified bodies are
contained in particular in Section 6, "Notified bodies' of the "Blue Guide". The criteria
support the requirements of the directives for notified bodies. They are not, however,
legally binding.

The Commission has also drawn up and published sector-specific documents in certain
product areas which contain criteria both for notified bodies, and for the designating
authorities. For the medical devices sector, for example, criteria of thistype can be found
in the MEDDEV document 2.10/2 "Designation and Monitoring of Notified Bodies
within the Framework of EC Directives on Medical Devices'. This guidance document,
drawn up by the Member States and published by the Commission147, arose in particul ar
from the need for a uniform, Europe-wide description of the heterogeneous system of
designation, which was the prerogative of the individual Member States, in order to make
the European conformity assessment system acceptable to third-country opposite
parties!4d such as Canada and the USA.

3.2.25 EA recommendationsfor notified bodies

In response to a European Commission mandate, EA (the European co-operation for
Accreditation) has drawn up guidance documents for accreditation and conformity
assessment bodies in the use of EN 45000 standardsl49 as a basis for requirements
concerning the activity, assessment and surveillance of notified bodies. A total of four
guidance documents were proposed in particular for notified bodies, based upon EN
45004, EN 45011, EN 45012 and EN 17025. These guidance documents contain the text
of the corresponding EA guidance document, together with criteria for notified bodies.
The criteria are based essentially upon the annexes of the directives containing minimum
criteria for notified bodiesl50, and the "Blue Guide"151. Passages of the EA guidance
documents which are not relevant to notified bodies were marked especially as such.

147 http://europa.eu.int/comm/enterprise/medical_devices/guidelinesmed/2_10 2date04 2001.pdf
(9.1.2003)

148 Cf. Chapter 3.4

149 cf. Chapter 2.3.2

150 See Chapter 3.2.2.1

151 See Chapter 3.2.2.4
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The guidance documents proposed by EA for designated bodies are, besides the
MEDDEV document 2.10/2 cited above, the only documents produced to date to
summarize all requirements and criteria for notified bodies derived from the directives,
the standards giving rise to a presumption of conformity, the "Blue Guide", and the EA
guidance documents for accreditation and conformity assessment bodies. The
Commission has however not yet ruled upon the use of these documents. Nor have they
been published, with the result that the documents cannot officially be used owing to the
European Commission's rights of ownership.

3.3 Accreditation, designation and notification

As outlined in Chapter 1, the European Commission sets out in its communication "A
global approach to certification and testing - Quality measures for industrial products'152
to the Council that the Global Approach is based upon “the most modern techniques
(accreditation and quality assurance) already covered in international standards (1SO-
IEC)", and concludes with the recommendation to the Member States “to promote on a
wide scale the use of standards EN 29000 and EN 45000 so as to harmonize to the
greatest possible extent the criteria for the evaluation of quality systems and of
certification, inspection and testing bodies, making use of the instrument of
accreditation”.153 This contains the declaration of intent to issue a mandate to
CEN/CENELC to complete the standards for assessment of the competence of
companies in the area of conformity assessment (EN 29000, EN 45000)154. It further
requests Member States to support the use of these standards both in the area subject to
regulation and within private certification systems, and based upon these standards, to
introduce accreditation systems.

It further states that the bodies responsible for the conformity assessment procedure are
selected by the Member States in accordance with common evaluation criteria, and their
identity communicated to the Commission and the other Member States. Where the
accredited bodies comply with the European standards (EN 45000), it is assumed that
they also meet these criteria. At the same time, it had to be pointed out “that the EN
45000 series of standards is incomplete since it does not cover all conformity assessment
activities. It will be necessary, in particular, to establish criteria for the inspection bodies
and for the bodies responsible for accrediting the certification and inspection bodies.” 155

The following chapter aims to analyse the outline, which at that time was still vague, and
to describe its current implementation in the Member States. Particular attention has been
paid here to the understanding of accreditation, designation and notification and to their
interrelationship, these being the key elements for a functional system in accordance with
the New Approach.

3.3.1 Responsibilitiesand therole of accreditation

152 0JC 267, 19.10.1989, p. 3

153 0JC 267,19.10.1989, IV &), p. 7
154 0JC 267,19.10.1989, IV b), p. 7
155 0JC 267, 19.10.1989, b), p. 17
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During analysis of both the New Approach and the ensuing essential documents of the
Global Approach, up to and including Council Decison 93/465/EEC and its
implementation in the New Approach directives, attention is drawn clearly to the
responsibilities of the Member States for designation of the bodies within their
jurisdiction.

Council Decision 93/465/EEC contains a small number of general guidelines concerning
the notified bodies, the clarity, legal relevance and current validity of which have already
been considered in more detail in Chapter 3.2.2.3.

The statutory basis as such for the designation of the bodies is however derived from the
EU New Approach directives.156 The directives contain legally binding criteria which
the Member States are obliged to observe during assessment of the bodies to be
notified.157 The directives do not contain specific provisions governing the mechanisms
or practical guides to the implementation of these principles. This fact reflects a political
decision according to which the designation of the bodies is to remain an exclusively
national prerogative, i.e. the sovereignty of the Member Stateisto be preserved.

As alogical consequence of this statutory framework, each Member State has been able
to develop its own system for designation of the bodies, which in recent years, in
particular as a result of the lack of transparency, has fuelled doubts concerning the
functionality of the New Approach system. Owing to the great diversity of product areas
governed by the New Approach directives and the different requirements placed upon the
technical competence of the bodies, heterogeneous systems also now exist within
Member States, a state of affairs which calls into question the principle of the
presumption of conformity - originaly established and still enshrined in the directives -
conditional upon fulfilment of the criteria specified in the EN 45000 series of standards
and the creation of central accreditation networks.

3.3.1.1 Theroleof accreditation

Whereas Council Decision 93/465/EEC continues to embody the principle "notified
bodies which can prove their conformity with harmonized standards (EN 45 000 series),
by submitting an accreditation certificate [..] are presumed to conform to the
requirements of the directives'158, the Blue Guidel59 published in 1999 by the European
Commission aready qualifies it: "Conformity to the relevant standard of the EN 45000
series on the part of the notified body constitutes an element of presumption of
conformity to the requirements of the directive, but is not always in itself sufficient
without demonstration of technical capability within the scope of the directives." The
Blue Guide further states that the assessment of competence of a body to be designated
must relate specifically to knowledge of the products, the technol ogies employed, and the
specific tasks within the conformity assessment procedure.

The difference is revealed here between this interpretation and the usual
understanding of accreditation according to EN 45000, i.e. confirmation of
competence, performance of certain examinations (conformity assessment activities) in
accordance with specified procedures (generally with the objective of establishing
"compliance with the standard"), as the notified bodies must without exception establish

156 Cf. Annex B, which contains examples from the EU directives.
157 Cf. Chapter 3.2.2.1

158 Council Decision 93/465/EEC, Annex |.A.m)

159 Blue Guide, p. 40f.
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the specific product's compliance, as required in the directives, with the safety and
performance requirements formulated in general terms.

It is precisely the specific character of the "basic requirements” - in place of detailed
technical specifications - which in recent years has drawn attention to the deficiencies of
accreditation as normally practised in the area not subject to statutory regulation and has
called into question the suitability of the EN 45000 series of standards and of
accreditation in accordance with these standards as the sole adequate instrument for the
assessment of notified bodies.160

These observations and considerations have led to the role of accreditation currently
being reconsidered within the European Commission and the Member States.
Irrespective of the extent to which accreditation bodies have been or continue to be
involved in the process of assessment of notified bodies, it is now undisputed that the
requirements of specific directives must be given consideration during assessment of the
bodies. The competence to assess the compliance of products with the pertinent
harmonized standards is not sufficient for designation of a body.

3.3.1.2 Designation, notification and publication

Within the current statutory framework, responsibility for the designation of bodies is
the exclusive prerogative of the Member States. The Member States are at liberty to
determine whether, when, and which (technically competent) bodies are designated by
them and notified to the European Commission and to the other Member States.

With this act of "notification” the Member State fulfils its obligation to report as
embodied in the relevant directive. Article 12 (1) of the Pressure Equipment Directive
97/23/EC states, for example: "Member States shall notify the Commission and the other
Member States of the bodies which they have appointed to carry out the procedures [..],
together with the specific tasks which those bodies have been appointed to carry out and
the identification numbers assigned to them beforehand161 by the Commission. The
Commission shall publish in the Official Journal of the European Communities a list of
the notified bodies, with their identification numbers and the tasks for which they have
been notified. The Commission shall ensure that thislist is kept up to date".162

It follows from this firstly, that designation is a process separ ate from notification, one
which is primarily of national significance, namely the confirmation that a body is
competent and authorized to perform functions within an area of the directive.

It also follows from this article, however, that this national act is not sufficient: the
Member State is obliged, firstly, to notify the body to the other Member States and the
Commission; secondly, the notification must also contain the identification number
issued beforehand by the Commission. Not until the body is notified "to Europe" does
designation take full effect163, as only by this means does the Community learn of the

160 Cf. in this regard also the discussion in Chapter 3.2.2. Systems applied to the individual member
states and the corresponding significance of accreditation within these systems will be discussed in
greater detail in Chapter 3.3.2.2.

161 Note: this sequence has been subject to change; older New Approach directives (e.g. 93/42/EEC
concerning medical devices) till state that "Member States shall notify [...]. The Commission shall
publish [...] alist of the notified bodies, with their identification numbers."

162 Cf. also Annex B2.

163 For adetailed discussion of the legal force and effect of designation, see Chapter 4.
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legal validity of a certificate issued by this notified body or of a CE mark bearing the
identification number of this body.

In 1993, the Council and the Commission approved a method which specifically
describes the above procedure.164 This document establishes that the issuing of an
identification number does not constitute liability on the part of the Commission.
Rather, it is a purely technical, automated and administrative, legally non-binding
instrument by which coherent listing of the notified bodies is to be assured. By contrast,
the official notification of the notified body by the Member State - normally by the
Permanent Representation - to the other Member States and to the Secretariat-General of
the Commission islegally binding.

Designation is thus followed by two essential steps (cf. Fig. 5): notification - which is
exclusively the responsibility of the Member States - and publication, which is the
responsibility of the Secretariat-General of the Commission. In addition to publication in
the Official Journal of the European Communities, the Member States are obliged to
publish information in their own countries on all bodies notified either by themselves or
by the other Member States.165

r T Notification of the
Designation Notification Member States and European
Commission (CEC)
Responsibility Application by CAB for Address of the CAB, scope, by the Member State in which
of the { | designation identification No., etc. the CAB is resident
Assessment
Member State (determination of competence)
Designation of the CAB
l Publication ication
- Assignment of the Publication for
Application . e i
b; 2 designating. identification number By the CEC in the OJ Information only
authority Ass gﬂumr?thSLiydg’E‘gicai on Updating of lists/detebase
Fig.5 Designation and notification procedure

164 Cf. in this regard Certif 93/1 Rev. 3 "Method of Coordinating the Procedures Governing the
Notification and Management of Notified Bodies' and correspondence I11/B/3 -EMP from the
European Commission, Industry Directorate-General |11, 7.2.1994 on the authorization ....

165 Blue Guide, p. 43. A regulation to this effect can be found neither in the directives (cf. Annex B), in
Council Decision 93/465/EEC, nor in the notification procedure described above.
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3.3.1.3 Need for surveillance

The activity of the Member State does not, however, end with notification of the body.
Council Decision 93/465/EEC itself establishes that notification of the bodies is
accompanied by an obligation for the Member State to satisfy itself that the notified
bodies possess at all times the technical competence required by the directives, and to
inform the responsible authorities in the individual Member States of performance of
their functions.166 The Council Resolution on the New Approach itself also stated that
the Member States were responsible for monitoring the work of these bodies.

The New Approach directives have however implemented this philosophy only in part.
The directives oblige the Member State to revoke designation (only) should it establish
that the body no longer satisfies the specified criteria. Under such circumstances, the
Member State is obliged to inform the other Member States and the Commission without
delay of revocation of the designation.167

These provisions reveal a weakness of the approach: the existing statutory framework
contains neither a legally binding obligation to conduct regular surveillance, nor a time
limit for the validity of designation of the bodies.

The other Member States must thus rely upon the Member State which has designated a
body fulfilling the duties placed upon it by the General Guidelines and satisfying itself
"permanently” of the observance of the minimum criteria. The present system rules out a
right of intervention or examination within the sphere of competence of another Member
State, which for that matter would not be compatible with the underlying principles of
the Single Market.

Should a Member State take the view that a body designated by another Member State is
failing to satisfy the requirements or fulfil its duties, it may lodge a complaint to this
effect with the European Commission. The Commission can in turn challenge the
responsible designating authority to provide evidence that the body is upholding its
competence. Should a Member State fail to meet this request, a procedure may be
launched against it in accordance with Article 226 of the EC Treaty.168

3.3.2 Designation procedure

The Member States alone are responsible for designation of the bodies. The relevant
articles of the New Approach directives indicatel69 that they must apply the minimum
criteria set forth in the relevant annexes of the directives for assessment of the
competence.170 Furthermore, it is assumed that bodies which satisfy the conditions of
the relevant harmonized standards fulfil these criteria.

Binding provisions gover ning the means by which the Member States must fulfil these
provisions or instruments for promotion of transparency did not exist until recently.

166 Council Decision 93/465/EEC, Annex |.A k)

167 Cf. excerpts from the articles of the directivesin Annexes B2 and B9.
168 cf. Blue Guide, Section 6.2

169 cf. the articles of the directives in Annexes B2 and B9.

170 Cf. inthisregard also Chapter 3.2.2
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The European Commission thus states in the Enterprise Directorate-General's draft of the
consultation paper for review of the New Approachl/1 that until recently, no systematic
exchange of information had taken place concerning the criteria and procedures
employed at national level for assessment and surveillance of the notified bodies. The
Commission concluded that increasing transparency with regard to implementation of the
requirements contained in the directives represented "one of the key challenges' for
assurance of proper functioning of the directives.

As aresult of its conclusions, it created a platform for such an exchange of information
in the form of the SOGS "Notified Bodies' working group and challenged the Member
States to present the systems followed by them for assessment, designation and
surveillance of the notified bodies.

Following initial submission of unstructured system descriptions offering only limited
scope for comparison, the Commission drew up, in conjunction with the Member States,
a structured questionnaire in which the key elements of the national assessment,
designation, surveillance and notification procedures were to be presented in a manner
facilitating comparison.172 Unfortunately, the activities of this working group came to a
halt some time ago owing to personnel changes within the responsible Commission
service, with the result that structured and therefore directly comparable descriptions
have been submitted to date only by Belgium, Germany, the Netherlands, Sweden, and
the United Kingdom.

The descriptions available nevertheless provide answers regarding essential issues raised
by the study.

3.3.21 Designation systemsin Germany

In anote for the Senior Officials Group on Standardisation presented in October 2000173
the German authorities described in detail the procedures and methods of
accreditation/recognition, designation and notification, particular attention being paid to
the legally binding provisions of the Community and, where such provisions do not exist,
the relevant national regulations. The descriptions provided can broadly be confirmed in
the light of the above information. The essentia principles and particular features of the
German systems are summarized briefly below:

Owing to Germany's federal structure, legislative power with regard to the New
Approach directives lies with the Federal Government; executive power, conversely,
normally lies with the Regional Governments.

Assessment of the competence of the bodies to be notified and notification itself are
federal and regional issues. The competent designating authorities (DIBt, RegTP, ZLG
and ZLS) are also the responsible accreditation bodies. The EU directives are generally
compiled by product group for transposition into German legislation in the form of laws
and regulations (e.g. the Equipment Safety Act (Gerétesicherheitsgesetz), Medica
Devices Act (Medizinproduktegesetz), with the associated regulations), which
increasingly stipulate that the competence of the body and observance of the criteria set

171 SOGSN426 EN of 28.1.2002

172 cf. for example for Germany: document NQSZ-3 AK 1 N 6, "Ubersicht des nationalen
Notifizierungssystems Deutschland"; see also Annex E.

173 SOGS N377 EN: German Accreditation, Designation and Notification Procedures under the EC
Treaty; Version 1.0 of 20.10.2000, cf. Annex F.
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forth in the directives must be established by the responsible authority in an accreditation
or recognition process prior to designation. Accreditation in this context is not limited to
the criteria and procedures contained in the EN 45000 series of standards; rather, it
encompasses all provisions of the relevant laws and regulations. Regular surveillance of
the bodies is stated as a further requirement. Notification of the other Member States is
the responsibility of the Federal Government.174

The designation process begins with submission of an application by the body seeking
designation: the application must include the documents specified by the designating
authority. This step is followed by assessment in consideration of the statutory
requirements and those drawn up by the responsible sector committee, particular
importance being attached to the product-specific competence of the body. Following
successful completion of assessment, the body is issued an administrative decision to
which supplementary conditions are attached concerning for example the duty to report
to the designating authority and to participate in the exchange of information.175
Accreditation/recognition of a notified body is subject to atime limit. During this period,
surveillance measures are performed at regular intervals and where particular grounds
exist. Following expiry of the accreditation period, which is generaly five years, a
comprehensive reassessment is performed.

3.3.2.2 Designation systemsin other Member States

Descriptions from other Member States comparable in detail to those of the German
designation system have not yet been received. In order for a conclusive overview to be
obtained from the - in some cases sparse - official data supplied, a number of the
essential statements have been compiled in a Table (see Annex D) for the sake of
comparison.176 The comparison comprises:

e thebodies responsible for designation,

¢ the accreditation bodies involved, where applicable, where these differ from
the designating authorities,

e therole of accreditation in accordance with EN 45000,

o the existence of harmonized requirements in all sectors (products,
directives), and

¢ the existence of specific sectoral requirements extending beyond EN 45000.

The right-hand column lists particular features of the system concerned and notable
information provided by the Member States. Where the descriptions provided contain no
information on the point concerned, the cells concerned are empty.

The descriptions reveal that the terms designation and notification are not employed
uniformly, and in the case of Spain, are used ambiguously.

174 Cf.inthisregard e.g. § 15 (1) and (2) of the Medical Devices Act in Annex C.

175 Cf. in this regard also Certif 97/1 Rev. 3 DE "Deontologischer Kodex iber Aufbau und Arbeitsweise
des Systems der gemeldeten Stellen” of 17.7.1998

176 The tablein Annex D compares the systems of 14 Member States (no description has been received
from Italy; it cannot therefore be considered) and Norway (EFTA). The documents containing the
data are indicated in the left-hand column.
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Common to all system descriptions is the responsibility of the ministries or of
authorities subordinate to them177 for designation. In the majority of countries (e.g.
Germany, Finland, France, Ireland, the Netherlands, Norway, Portugal, Sweden), the
responsibility for assessment/evaluation of the bodies to be notified also rests with the
designating authorities.

Accreditation bodies exist, with the exception of Luxembourgl78in al countries. These
are for the greater partl’9 centralized "national accreditation bodies’ with widely
differing legal status. public authorities, public law bodies, and even private companies.

Only in a smal number of states (Belgium and Greece) is it mandatory for the
designating authority to be accredited in accordance with EN 45000 — generally
without further specification of the standards against which accreditation is to be
performed. Some countries, such as the Netherlands, Sweden, or the United Kingdom,
regard the existence of accreditation as "useful”. Mandatory accreditation is however
explicitly rejected by the great majority of Member States. Some countries, in particul ar
Finland, France, and interestingly also Greece, which does require accreditation, state in
addition that accreditation in accordance with EN 45000 cannot of itself be regarded as
sufficient evidence of competence.

The extent to which uniform requirements for the bodies to be notified and for the
procedures for assessment and designation exist in all sectors in the individua states
often cannot be ascertained clearly from the descriptions. The breadth of requirements
extends from "at the discretion of the individual ministries® (Denmark), through
"requirements of Certif documents and directives' (France) and the frequent formulation
"minimum criteria of the directives and of EN 45000 standards’ (Germany, Finland, the
Netherlands, Portugal, Sweden). In some countries, "guidelines for designation and
surveillance" or similar provisions for performance exist (Luxembourg, Norway, Spain).
Portugal is planning to harmonize the procedures for all ministries.

Specific and sector-specific requirements exist only in a small number of Member
States (Germany, to some extent in the Netherlands, Sweden and the United Kingdom).
These will be considered here briefly: the situation in the United Kingdom will serve as
an example. The system description180 states:

"1. Accreditation to the relevant EN 45000 standard and for a relevant scope carries an
element of presumption of conformity to the minimum criteria of the relevant
Directive(s). It is not mandatory.”

The Department for Trade and Industry (DTI) and the other government bodies draw up
directives for the assessment of a body seeking designation with the support of UKAS,
the only accreditation body recognized "in the name of Her Majesty’'s Government”, for
specific EU directives. Such a directive was drawn up and adopted for the area of
medical devices by the Medical Devices Agency (MDA), which is responsible for this

177 SWEDAC, being a public body responsible to the Swedish Ministry for Foreign Affairs, is regarded
as apublic authority in this context.

178 The corresponding description sets out that at the present time, an accreditation body does not exist in
Luxembourg, but that such an office, the "Office Luxembourgeois d'Accréditation et de Surveillance
(OLAYS)", isto be set up. This body has since been set up as part of the Luxembourg finance ministry,
cf. http://www.etat.lu/olas.

179 Exception: Germany. Cf. in this regard also Pierre, D.: Accreditation versus Notification, CEOC
Workshop "Development in Conformity Assessment”, Vienna, 16.10.2002

180 SOGSN326 EN Role of Accreditation and UCAS, 12.09.2000
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area, in the form of MDA Bulletin 6 "EC Medical Devices Directive — Requirements for
UK Notified Bodies' - without the involvement of UKAS. The introduction to this
directive states:

"Many of the requirements for a notified body under the regulations are similar to
clauses found within the EN 45000 series of standards. Formal accreditation
against these standards may establish an applicant’s basic competence. However,
some aspects of the regulations are not covered by existing standards.
Organisations accredited to EN 45000 series of standards will need to establish
systems to ensure they comply also with these additional requirements.”

Despite the brevity of the system descriptions in certain cases, it may be concluded that
the presumption of conformity enshrined in the M odules Decision 93/465/EEC cannot
be sustained. Neither the standards in the EN 45000 series, nor the corresponding
accreditation are regarded by the majority of Member States as adequate.

The descriptions of the systems further revea that the terms assessment, evaluation,
accreditation, recognition, licensing, designation and notification are interpreted and
applied differently throughout Europe.

3.3.3 Requirements placed upon accreditation bodies, designating
authorities and notification bodies

Responsibility for designation of the bodies lies solely with the Member States. No
provision is made for (regular) inspection of the competence of the notified bodies by the
European Commission or other Member States.181

This (desired) preservation of the Member States sovereignty begs the question whether
compar able or harmonized requirements for the bodies responsible for assessment,
accreditation, designation and notification exist. As transparency and mutual confidence
are essentia pillars of the New Approach, this aspect acquires particular importance.

Specific, legally binding requirements for these bodies are virtually non-existent. Council
Decision 93/465/EEC182 states:

"This responsibility involves the obligation for the Member States to ensure that the
notified bodies permanently have the technical qualifications required by the
directives and that the latter keep their competent national authorities informed of
the performance of their tasks. Where a Member State withdraws its notification of
a body, it must take appropriate steps to ensure that the dossiers are processed by
another notified body to ensure continuity.”

The relevant articles of the EU directivesl83 specify only that the Member States must
apply the criteria of the relevant annex when designating bodies. The directives contain
no requirements concerning the organization or (technical) competence of the
designating bodies. Nor do universal guidance documents exist applicable to all
directives for the practical implementation of the principles stated.

181 Cf. however Council Decision 93/465/EEC, Annex |.A.m)
182 Council Decision 93/465/EEC, Annex |.A k)
183 Cf. Annex B2 and B9.
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The non-binding "Blue Guide"184 |ikewise contains few such provisions:

"In order to build and maintain confidence between the Member States concerning
the assessment of notified bodies, it is essential not only to apply the same
assessment criteria. It is also important that the bodies performing the assessment
of notified bodies have the capability to do so, can demonstrate an equivalent
competence and operate according to the same criteria. Such requirements are laid
down in EN 45003 and EN 45010. [...]

Member states are responsible for ensuring that notified bodies maintain their
competence at all times and are capable of carrying out the work for which they
are notified. It is up to the Member Sate to choose the means and methods for this.
However, the practice concerning surveillance and re-assessment devel oped by the
accreditation bodies should be followed."

Emphasis is thus placed upon the standards applicable to the accreditation bodies,
namely EN 45003 and EN 45010185, Application of the standards is, however,
voluntary, as is common in the context of the New Approach and elsewhere. The last
standard stated in particular was not available at the time of adoption of Council Decision
93/465/EEC (it was not adopted until 1998), with the result that presumptions of
conformity of whatever kind can also be challenged in this case.186

The standards stated contain general requirements for the operation of accreditation
systems. EN 45003, which was revised in 1995, does not address the comprehensive
tasks involved in determination of the competence of a body to be notified; the standard
merely describes establishment of the competence of a laboratory with regard to the
requirements posed by EN 45001.187 |n addition, an explicit requirement is formulated
for the accreditation body to restrict its requirements, its assessment, and its decision to
accredit, to aspects relating to the scope of accreditation (according to EN 45001).188

With EN 45010, adopted only in 1998, consideration was given for the first time to
extension of the scope beyond that of accreditation bodies themselves.189 This standard
states that “organizations other than accreditation bodies, concerned with recognition of
competence, may also useit [..]”.

EN 45010 also restricts the accreditation criteria upon which the assessment is based to
the standards EN 45011/12190. New provisions include those governing independence
and abstention from activities which are accredited by other bodies; not included
however are requirements or provisions concerning designation or notification. EN 45
010 is therefore only of qualified applicability - with regard to the technical procedure of
evaluation - for designating authorities.

184 Blue Guide, Section 6.1

185 Cf. Chapter 2.2.1

186 Cf. Chapter 3.2.2.3

187 Cf. EN 45003 Section 4.1.2

188 Cf. EN 45003 Section 4.1.5

189 Cf. EN 45010, introduction and Section 1.1
190 Cf. EN 45010 Section 2.1.1.3f
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Thisinterpretation isin line with the content of various Certif documents of the European
Commission.191 The substance of these Certif documentsl92 has largely been
incorporated into the "Blue Guide", adopted in 1999, but are still indicated separately in
the latter's Annex 3. The status of the individual documents, many of which exist only in
draft form, istherefore to a large extent unclear.

In 1998, the "Code of Conduct for the Functioning of the System of Notified Bodies'193
was drafted, the objective of which wag/is to lay down clearly the rights and obligations
of the notified bodies, and also the rules governing their relationship to the relevant
notifying authorities and to the Commission. The intention is for the notifying authorities
and notified bodies in the European Union to undertake to follow this code of conduct in
order to enhance the credibility of the system as a whole. The modalities of the
notification and designation system are to be developed by the Community institutions
and applied as acommon basis, in particularly by the notifying authorities.

This documents lists four duties for the notifying bodies, which are limited essentially
to the duty to report to the European Commission and the other Member States,
surveillance of the notified bodies and their modalities, and conditions for the bodies
designated by them for participation in co-ordination activities and in standardization.
This document, too, contains no specific requirements for the organization or the
competence of the designating authority.

By contrast, co-ordination activities launched by the Member States themselves in
the area of medical devices with the document MEDDEV 2.10/2 "Designation and
Monitoring of Notified Bodies within the Framework of EC Directives of Medical
Devices' |ed194 to a document containing requirements which, whilst also not legaly
binding, was substantially clearer, including for the designating authorities.195 As the
member states were substantially involved in the drafting of this guidance document, it is
assumed that they also apply the document, and thus ensure uniform, harmonized
application of the requirements of the directives. Besides the requirements for notified
bodies, Section Il also contains explicit requirements concerning designation and
surveillance, such as the scope and nature of assessment and surveillance, or
requirements placed upon the assessment personnel.

3.4 EU agreementswith third countries

Besides redlization of the Single Market within the EU, efforts to assure the free
movement of goods are being made internationally. The key concern is the elimination
of technical barriersto trade. For this purpose, members of the WTO have concluded the

191 cf. e.g. Certif 97/4 EN Draft: "Accreditation and the Community’s Policy in the Field of Conformity
Assessment” of 7.4.1997

192 Cf. also Chapter 3.2.2.4
193 Certif 97/1 Rev. 3 EN of 17.7.1998

194 http://europa.eu.int/comm/enterprise/medical_devices/guidelinesmed/2_10 2date04 2001.pdf
(9.1.2003)

195 Cf. also Chapter 3.2.2.4
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WTO-TBT Agreement196, which forms the basis of the agreement dealt with in the
present chapter.

The elimination of technical barriersto trade is to be assured by two basic principles: that
of most-favoured nation treatment and that of national treatment197. In accordance
with Article 2.1. of the WTO-TBT Agreement, members of the WTO are "to ensure that
in respect of technica regulations, products imported from the territory of any Member
shall be accorded treatment no less favourable than that accorded to like products of
national origin [principle of national treatment] and to like products originating in any
other country [principle of most favoured nation treatment].”

The countries are entitled to examine imported products for compliance with the
requirements before or after distribution. Conformity assessments and the associated
procedures are among the measures employed in the first casel98. The conformity
assessment procedures are to be drafted, adopted and applied in accordance with Article
5.1.1. of the WTO-TBT Agreement such that the basic principles stated above are
observed. In the interests of further facilitation of the movement of goods, the conformity
assessments performed by WTO members are to be recognized reciprocally "even when
those procedures differ from their own, provided they are satisfied that those procedures
offer an assurance of conformity with applicable technical regulations or standards
equivalent to their own procedures'199,

The members are advised to enter into negotiations over the conclusion of agreements
for reciprocal recognition of the results of conformity assessment procedures200. In order
for confidence in conformity assessment to be assured by the agreement, the following
points must be considered during drafting and implementation: firstly, the conformity
assessment bodies involved must possess and maintain appropriate expertise which can
be examined for example by means of accreditation; secondly, the results of conformity
assessments are to be recognized only of those bodies which are designated by the
exporting country and its authorities.

Such agreements are thus concluded only between countries whose conformity
assessment systems satisfy correspondingly high standards. In addition, Article 6.4 of
the WTO-TBT Agreement encourages the members to "permit participation of
conformity assessment bodies located in the territories of other Members in their
conformity assessment procedures under conditions no less favourable than those
accorded to bodies located within their territory or the territory of any other country”.
Besides the requirement to comply with the basic principles, the agreement clearly states
that national bodies should perform conformity assessments in accordance with the
procedures of the importing country for goods intended for export, in order to simplify
further the traffic in goods.

The EU has concluded agreements based upon the WTO-TBT Agreement for the
reciprocal recognition of conformity assessment with the USA (MRA-USA), Japan
(MRA-Japan), Australia and New Zealand (MRA-Australia), Switzerland (MRA-

196 OJL 336, 23.12.1994, p. 86, Agreement on Technical Barriers to Trade (WTO-TBT Agreement), see
in thisregard also Chapter 1.3.2.1.

197 See Osterheld, B.: Abkommen der EG, p. 91; these principles were developed in the course of GATT,
and retained in the WTO-TBT Agreement.

198 see Osterheld, B.: Abkommen der EG, p. 19

199 Article 6.1. of the WTO-TBT Agreement

200 Article 6.3. of the WTO-TBT Agreement
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Switzerland), Israel (MRA-Isragl) and Canada (MRA-Canada)201. In addition, protocols
on conformity assessment and recognition of commercial products have been adopted
with the Czech Republic (PECA-CZ) and with Hungary (PECA-HU) in the context of
association agreements.202. Both the MRAs and the PECAS are agreements in the
context of Article 6.3 of the WTO-TBT Agreement, which forms the subject of the
present Chapter.

With the exception of the agreements between the EU and the USA, Canada and Japan,
the MRAs and PECAs apply only to originating products of the parties to the
agreements. The origin of the product is deemed to be the country in which the product
was wholly manufactured or, where this is not the case, in which the last substantial
manufacturing or processing stage took place. The significance of the origin of products
in the context of the agreement is discussed in Chapter 3.4.3.

3.4.1 Mutual Recognition Agreement (MRA)

MRASs al share the same structure. They consist of a framework agreement and a
number of sectoral annexes. The framework agreement contains general definitions of
terminology which are relevant to an understanding of the MRA, and genera
explanations concerning the scope of the agreement, the institutions involved, and the
procedures required for implementation of the system for mutual recognition of the
results of conformity assessment. The sectoral annexes refer to product groups, the
secondary specific provisions, the applicable laws and regulations, and a list of the
responsible bodies and authorities for the product area.

The MRA-USA, the MRA-Canada, the MRA-Australia and the MRA-Switzerland have
been analysed in greater depth in the course of the present study. The study particularly
addresses the agreement text, in order to revea differences between the European
conformity assessment systems. Where corresponding reference is made in the MRAS,
the analysis considers the laws and regulations of the parties to the agreement and the
relevant international documents such as the EN 45000 series of standards.

The MRAS ensure that the authorities of the importing county recognize the assessment
of a product by a conformity assessment body resident in the country of export.
However, this applies only to product groups covered by the sectoral annexes of the
agreement concerned. The agreements contain the reciprocal acceptance of the
conformity assessment procedures; they do not however constitute reciprocal recognition
of the laws and regulations. Assessment is consequently based upon the laws and
regulations of the importing country.

In order for confidence in mutual recognition to be assured, facility must be provided for
the conformity assessment bodies to be designated and examined, and their designation
suspended and revoked. The institutions involved, the terminology, the procedures
governing inclusion in the sectoral annex, suspension and deletion from the sectora
annex, and the requirements placed within the context of the various MRAS upon
conformity assessment bodies, accreditation bodies, and designating authorities, are
described below.

201 MRA-Austraia, OJ L 229, 17.8.1998; MRA-USA, OJ L 31, 4.2.1999, MRA-Canada, OJ L 280,
16.10.1998; MRA-Israel, OJ L 263, 9.10.1999; MRA-Japan, OJ L 284, 29.10.2001; MRA-
Switzerland, OJ L 114 30.4.2002.

202 PECA-CZ, OJL 135, 17.5.2001; PECA-HU, OJL 135, 17.5.2001.
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34.1.1 Terminology and institutions

For implementation of the system of reciprocal recognition of the results of conformity
assessment governed by the relevant MRAs in a manner conducive to reinforcing
confidence, the institutions shown in Fig. 6 are involved. In the present chapter, the
MRASs considered will be compared with regard to the similarities and differences
between the institutions. The relevant terms designation, conformity assessment and
accreditation, which are used in this context in the MRAS, will also be considered for this
purpose.

USA Austraia Canada Switzerland
Designating Article1,60of Articlel,60f Articlel, VI of Article. 2, 6 of
authority the framework the framework theframework the framework
agreement agreement agreement agreement
Designation Article 1 of the Articlel of the Articlel of the -
framework framework framework
agreement agreement agreement
Conformity Article11 of the Articlel,50f Articlel, VIl of Article2, 5 of
assessment body framework  theframework theframework the framework
agreement agreement agreement agreement
Conformity - Article 1 of the Articlel of the Article 2 of the
assessment framework framework framework
agreement agreement agreement
Accreditation body - Annex Annex V Annex 2
Accreditation - Annex Annex V Annex 2
Joint Committee  Article 14 of the Article 12 of the Article X1 of the Article 10 of the
framework framework framework framework
agreement agreement agreement agreement
Joint Sectoral Article 14 of the Article 12 of the Article. XII of -
Committee framework framework  theframework
agreementand  agreement agreement
in the sectoral
annexes
Sectoral liaison Article 13 of the - Article X111 of -
office framework the framework
agreement agreement and
in the sectoral
annexes
Regulatory authority Article 1 of the - Articlel of the -
framework framework
agreement agreement
Fig. 6: Terminology and institutions within the context of the MRAs

According to Article 1 (1) of the MRA-USA framework agreement, the designating
authority is "a body with power to designate, monitor, suspend, remove suspension of,
or withdraw conformity assessment bodies as specified under this Agreement." Article 6
of the MRA-USA framework agreement requires the parties to the agreement to ensure
that the designating authorities in their respective territories possess the necessary
authority and technical competence. With the exception of the MRA-Canada, the
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requirements placed upon the designating authorities are the same in al agreements.
According to Article VI (1) of the framework of the MRA-Canada, the designating
authorities need possess only the authority required in order to assure agreement between
of the conformity assessment procedures203,

By designation, the designating authority designates a conformity assessment body to
perform conformity assessments within the framework of an agreement204. This raises
the question as to whether the conformity assessment body is legitimized merely by the
act of designation to perform conformity assessments within the framework of the
agreement. The answer is no, since in accordance with Article 11 of the MRA-USA
framework agreement, the contracting parties recognize only conformity assessment
bodies which have been included in the sectoral annexes of the agreement. Inclusion in
the sectoral annexes requires the unanimous assent of the Joint Committee205,

In the MRA-Australia and the MRA-Canada, "designation” refers to the authorization or
permission granted by a designating authority to a conformity assessment body to
conduct conformity assessments206. It could be authorized to perform conformity
assessments within the framework of the MRA immediately following designation. In
this case too, however, inclusion in the sectoral annex and the associated authority do not
take effect until unanimous agreement is reached by the Joint Committeg207,

The significance of designation is summarized as follows "the designation constitutes a
formal judgment208 by the Party that the conformity assessment body has demonstrated
an acceptable level of technical competence in providing services identified in the
designation and further has agreed to comply with the requirements of the other Party, as
set out in a Sectoral Annex209, Designation must be followed by the agreement of the
opposite party to the agreement and by inclusion in the sectoral annex before the
conformity assessment body may commence its activities.

A confor mity assessment body is a body "engaged in the performance of procedures for
determining whether the relevant requirements in technical regulations or standards are
fulfilled"210, The conformity assessment body is resident in the country of the party
executing the agreement. The conformity assessment is performed by the body in
accordance with the requirements of the party to the agreement into whose country the
product is imported. The products and companies which the conformity assessment body
may examine with respect to the laws and regulations of the importing country are
limited to those related to the sectoral annex for which the body has been authorized to
conduct conformity assessment.

A conformity assessment is "conformity assessment means systematic examination to
determine the extent to which a product, process or service fulfils specified

203 Refer inthisregard to 4.4.1.3

204 Article1 (1) of the MRA-USA framework agreement

205 Article 7, "Designation and Listing Procedures” of the MRA-USA framework agreement

206 Article | of the MRA-Canada framework agreement, Article 1 (1) of the MRA-Australia framework
agreement

207 Article X1 (4) of the MRA-Canada framework agreement

208 Refer to the discussion in Chapter 4.4.1.3

209 Article VIl (3) of the MRA-Canada framework agreement

210 Article! of the MRA-Canada framework agreement
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requirements’“ 211, The requirements derive from the laws and regulations in the sectoral
annexes. Of note is that the sectoral annex for medical products of the MRA-USA does
not refer to the complete EU directives. The conformity assessment bodies in the USA
employ only the following annexes of Directive 93/42/EEC and of Directive 90/385/EEC
asthe basis for their activity:

e Council Directive 93/42/EEC of 14 June 1990 governing medical devices:

» Annex Il: EC declaration of conformity (with the exception of Section
4)

Annex I11: EU type examination
Annex IV: EC verification

>
>
» Annex V: EC declaration of conformity (QA of production)
>

Annex VI: EC declaration of conformity (product quality assurance)

e Council Directive 90/385/EEC of 20 June 1990 on the approximation of the
laws of the Member States relating to active implantable medical devices

» ANNEX II: EC declaration of conformity (with the exception of Section
4)

» Annex IV: EC verification
» Annex V: EC declaration of conformity (QA of production)

Accreditation bodies act on behalf of the designating authorities. They may be
responsible for ascertaining the technical competence of the conformity assessment
bodies. In order for accreditation212 of the conformity assessment bodies in relation to
the regulations of the opposite party to the agreement to be assured, the accreditation
bodies must213:

e perform the accreditation procedure (accreditation) in accordance with the
relevant international documents (EN 45000 series or 1SO/IEC guides) and

e be party to agreements governing reciprocal recognition, within the scope
of which they are subject to peer evaluation in which the competence of the
accreditation body and the conformity assessment bodies accredited by it
are evaluated by recognized expertsin the field concerned, or

e be party to comparative programmes in accordance with procedures to be
agreed with the purpose of confidence-building and to exchanges of
technical experience, in order to sustain confidence in the technical
competence of the accreditation bodies and of the conformity assessment
bodies. This measure may encompass joint evaluations, special programmes
for co-operation, or peer evaluation.

Only in the MRA-USA is the accreditation body not explicitly stated as an institution for
examination of the technical competence of the conformity assessment bodies. In this

211 Article| of the MRA-Canada framework agreement

212 Accreditation is stated explicitly in the MRA-Switzerland, MRA-Canada and MRA-Australia as a
means of examining the technical competence of a conformity assessment body.

213 See annex of the MRA-Canada
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case too, however, accreditation is possible as a measure for examination of the technical
competence of the conformity assessment body within the context of the agreement. In
accordance with Article 10 Item a) of the MRA-USA framework agreement, the
designating authorities may arrange for continuous surveillance of their conformity
assessment bodies by means of regular checks or evaluations. In this case too, the
accreditation bodies may act on behalf of the designating authority. The parties to the
agreement further undertake - as in the agreements in which accreditation is described as
a procedure for examination of the conformity assessment bodies - to compare the
methods employed in order to determine whether the conformity assessment bodies
satisfy the requirements. The parties to the agreement further participate in joint checks
and examinations of the conformity assessment activities and other evaluations of the
conformity assessment bodies in the context of consultations214,

The Joint Committee?15 is composed of representatives of both parties to the
agreement. Decisions must be taken unanimously, each party having one vote. The Joint
Committee is responsible for safeguarding the function of the agreement. In this context,
it addresses in particular the following issues?16:

e acceptance, suspension, revocation of designation, and the examination of
conformity assessment bodies,

e changesto thetransitional arrangements contained in the sectoral annexes,

e decision of al issues relating to the implementation of this agreement and
its sectoral annexes which have not been decided by the relevant Joint
Sectoral Committee,

e discussion forum for issues arising in relation to the agreement concerned,

e examination of means for improvement of the implementation of the
agreement,

e co-ordination of negotiations concerning additional sectoral annexes,

e examination of the issue of whether the agreement and its sectoral annexes
should be amended, and

e examination of new or additional conformity assessment procedures.

The Joint Committee may appoint one Joint Sectoral Committee21/ for each of the
products listed in the sectoral annexes, and charge it with particular tasks. This
committee is composed of representatives of the responsible regulatory authority and
other competent bodies?18 of the parties to the agreement whose participation is deemed
necessary219, |t concerns itself with specific issues relating to conformity assessment and

214 Article 10 Items b) and c) of the MRA-USA framework agreement

215 Defined as a "Committee" in the MRA-Switzerland, Article 10 of the MRA-Switzerland framework
agreement

216 Article 14 of the MRA-USA framework agreement

217 Defined as a joint sectoral group in the MRA-Canada, Article XI of MRA-Canada framework
agreement

218 "Experts’ in Article X11 (1) of the MRA-Canada framework agreement

219 Article X1l (1) of the MRA-Canada framework agreement, Article 14 (2) of the MRA-USA
framework agreement



regulation in the sector concerned. It advises the Joint Committee220. The Joint Sectoral
Committee may also be responsible for resolving sector-specific problems. Decisions
taken in the Joint Sectoral Committee must be reached unanimously. Each party to the
agreement possesses only one vote. Should agreement not be reached, the Joint
Committee may be requested to address the issue 221,

Each party to the agreement appoints liaison offices which assume the task of liaison
within the context of the relevant sectoral annexes, and informs the other parties to the
agreement in writing of their names and addresses?22, These offices serve as contacts for
the other parties to the agreement with regard to procedures, regulations and complaints
in the context of the relevant sectoral annex223,

According to Article 1 (1) of the MRA-USA framework agreement, the regulatory
authority is "agovernment agency or entity that exercises alegal right to control the use
or sale of products within a Party's jurisdiction and may take enforcement action to
ensure that products marketed within its jurisdiction comply with legal requirements.”

It corresponds to the market surveillance authority of the EU Member State concerned,
establishment of which was required in the course of implementation of a New Approach
directive and which is responsible for the surveillance of products following their
distribution224,

The agreements between the EU on the one hand and Australia and Switzerland for the
other do not make provision for a surveillance function by the regulatory authority. From
the EU's perspective, a corresponding provision is also unnecessary. Should a Member
State identify a product - of whatever origin - which fails to meet the requirements of the
relevant directive, it may take measures, for example by removing the product from the
market. Naming of the regulatory authorities in the MRA-USA and MRA-Canada is thus
intended, in the EU's view, for the purpose of clarification only225.

3.4.1.2 Proceduresfor the assessment of confor mity assessment
bodies

The procedures (Fig. 7) are employed in order to safeguard the quality of the conformity
assessment bodies and their activities within the context of the MRA. Common features
and differences between the individual procedures in the respective MRASs are to be
identified within the analysis.

220 Article X1l of the MRA-Canada framework agreement

221 See eg. Articles 3.1 and 3.2 of the sectoral annexes concerning telecommunications equipment,
MRA-USA

222 Article X111 of the MRA-Canada framework agreement

223 Article 6.4 of the sectoral annexes governing electromagnetic compatibility, MRA-Canada

224 See dso in this regard eg. Article 2 of Directive 90/385/EEC, OJ L 385, 2.8.1993, and
http://www.tuev-nord.de/7267_8789.asp (2.11.2002)

225 See Osterheld, B.: Abkommen der EG, p. 268
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USA Australia Canada Switzerland

Inclusion Article 7 of the Article 12 of the Article XI of the Article 11 of the
framework framework framework framework
agreement agreement agreement agreement

Annex Annex V Annex 2

Contestation, Article8 of the Article8 of the ArticleVIII of Article 8 of the

examination, framework framework the framework framework

suspension agreement agreement agreement agreement

Revocation Article 9 of the Article 12 of the Article XI of the Article 11 of the
framework framework framework framework
agreement agreement agreement agreement

Fig. 7: Procedures within the context of the MRAs

By virtue of its inclusion in the sectoral annex of the MRA, the conformity assessment
body is authorized to conduct conformity assessments within the scope of the agreement.

The designating authorities designate only conformity assessment bodies which are able
to demonstrate that they understand the requirements and procedures for conformity
assessment for which they are designated as set forth in the laws and regulations of the
opposite party to the agreement, have experience with such requirements and procedures,
and are capable of applying them?226,

The technical competence may be established by accreditation or, in the absence of
suitable accreditation or under particular circumstances, by other means. Successful
accreditation is assumed when the accreditation process has been performed in
accordance with the EN 45000 series of standards or the ISO/IEC guides. Other forms of
evidence include for example227:

e being party to agreements governing mutual recognition or certification
systems,

e inspections by inspectors,
e qualifying examinations,
e comparisons between conformity assessment bodies.

Once evidence has been furnished, the designating authorities inform the representatives
of their own party to the agreement on the Joint Committee of the conformity assessment
body to be employed. The following information for the conformity assessment body to
be accepted is submitted here in addition to name, address and fax number: range of
products, procedures, standards or services, and conformity assessment bodies for which
it is licensed, and the procedures for ascertainment of its technical competence.228 The
representatives submit the proposal and all appropriate documents to the representatives
of the opposite party to the agreement for their assent229,

Licensing of the conformity assessment body takes effect by the assent within 60 days
of the opposite party to the agreement. Assent may be granted expressly or by

226 Annex A.2, MRA-Australia

227 Annex B.6, MRA-Australia

228 Annex D.10, MRA-Australia

229 Article 12 (6) Item a) of the MRA-Australia framework agreement
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conduct230. Whereas the MRA-Australia, the MRA-Switzerland and the MRA-Canada
permit both express assent and assent by conduct231, the MRA-USA demands express
assent232, In contrast to the other agreements, Article 7 Item d) of the MRA-USA
framework agreement makes provision for the assenting party to the agreement to apply
for an extension of 30 days to permit closer examination of the documents233,

Should the opposite party to the agreement question, within the time alowed, the
technical competence of the conformity assessment body or fulfilment by this body of
the requirements, the Joint Committee may rule that the body concerned must be
examined234, The contestation must be supported by objective and relevant arguments
made in writing235. The MRA-Australia and the MRA-Canada make provision for
examination of the conformity assessment body only in exceptional cases, however236,

Except in the case of the MRA-USA, an examination results in inclusion of the
conformity assessment body in the sectoral annex being postponed. The MRA-USA
makes provision for the party to the agreement to renew its proposa to include the
conformity assessment body in the sectora annex upon completion of the
examination237.

230 Animplied manifestation of intent constitutes assent by conduct.

231 Article 12 (6) Item c) of the MRA-Australia framework agreement, Article X1 (4) Item b) of the
MRA-Canada framework agreement, Article 11 Item b) of the MRA-Switzerland framework
agreement

232 Article 7 Item c) of the MRA-USA framework agreement

233 This interpretation of the extension appears logical, as such a provision would otherwise be without
relevance.

234 Article 12 (6) Item d) of the MRA-Australia framework agreement

235 Article 8 (3) of the MRA-Australia framework agreement

236 Article 8 (2) of the MRA-Austraia framework agreement, Article VIII (1) of the MRA-Canada
framework agreement

237 Article 7 Item d) of the MRA-USA framework agreement
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Joint Committee

DA
Party Proposal for Party
A acceptance of aCAB B

Notification of
designation > Period of
60 days
Appeal Assent +
possible
extension

Amendment of
SAs according
to proposal

Examination

DA: Designating authority of the CAB
CAB: Conformity assessment body
SA:  Sectoral annex

Fig. 8: Acceptance of a conformity assessment body within the context of the MRA

Fig. 8 illustrates once again the procedure for inclusion of a conformity assessment
body in graphic form. The procedures for inclusion of the conformity assessment body
in the sectoral annex are virtually identical in all MRAS. This s further demonstrated by
their uniform implementation by the European Union238.

An examination of the conformity assessment body may also be prompted under other
circumstances than during the inclusion procedure. Article 8 Item a) of the MRA-USA
framework agreement accords a party to the agreement the right at any time to challenge
the technical competence of conformity assessment bodies falling within the
responsibility of the opposite party to the agreement, and the fulfilment of the
requirements by these bodies. A challenge must be supported with objective and
appropriate arguments in writing and is permitted by certain agreements - as stated above
- only under exceptional circumstances.

The MRA-USA isthe only one of the agreements discussed here to grant the conformity
assessment body the opportunity to eliminate the misgivings by presenting information to
repudiate the contestation or by eliminating the deficiencies upon which the contestation
was based?39. Where these measures are taken, further action against the conformity
assessment body is not necessary in this case240,

The parties to the agreement debate the contestation in the responsible committee,
which may rule that the conformity assessment body be examined24l. Should the
responsible committee call for examination of the technical competence or fulfilment of
the requirements, this is performed by the party to the agreement in whose territory the

238 See Certif. 96/3 Rev. 6 EN
239 Article 8 Item b) of the MRA-USA framework agreement

240 Thisis not formulated explicitly in the MRA-USA. The conclusion appears logical, however, as such
aformulation would otherwise be irrelevant.

241 Article 8 Item c) of the MRA-USA framework agreement
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conformity assessment body is resident. Should a joint inspection be justified, it may be
performed by both parties to the agreement242. The parties are supported in their
examination by the designating authorities. The MRA-Australia and MRA-Switzerland
expressly require that examination be performed jointly243.

Should disagreement arise concerning the status of the conformity assessment body, the
body may be suspended. Suspension is not absolutely essential. In accordance with
Article 8 Item c) of the MRA-USA framework agreement, a decision to suspend must
be formulated explicitly by the Joint Sectora Committee or, where a Joint Sectoral
Committee does not exist, by the Joint Committee. According to Article 8 (6) of the
MRA-Australia framework agreement, the Joint Committee rule explicitly that the
designation be suspended. The phrasing of the agreement permits the interpretation
however that the conformity assessment bodies must be suspended in the event of an
examination. The suspension remains in force until the parties to the agreement reach
agreement concerning the future status of the body concerned244.

The MRA-USA is the only agreement to regulate the consequences of the Joint
Committee not reaching a decision, either at al or within the time allotted, which owing
to the infrequency of sessions is quite conceivable. In accordance with Article 8 Item €)
of the MRA-USA framework agreement, the conformity assessment body may be
suspended with immediate effect in response to an application by the contesting body
should the Joint Committee fail to reach a decision within ten days. The Joint Committee
Is charged with reaching a decision should the Joint Sectoral Committee have failed for
its part to reach a decision within ten days following notification of the contestation, or
should a Joint Sectoral Committee not exist.

The results of conformity assessments performed by the body prior to this point continue
to be recognized, in the absence of aruling the contrary.

Fig. 9 below illustrates the contestation procedure with subsequent examination and
suspension of a conformity assessment body.

242 Article 8 Item d) of the MRA-USA framework agreement

243 Article 8 (4) of the MRA-Austraia framework agreement, Article 8 (2) of the MRA-Switzerland
agreement

244 Article 8 Item g) of the MRA-USA framework agreement
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v A suspension
Confirmation Deletion
che CAB of the CAB /
Fig. 9: Contestation, examination, suspension of conformity assessment bodies

(CABSs) within the framework of the MRAS

Should the conformity assessment body fail to satisfy the requirements to which it is
subject, the designation of the included body must be revoked. The MRAs however
contain no direct reference to revoking of designation or deletion from the sectoral annex
in the course of suspension and examination of the conformity assessment bodies. The
question thus arises whether a new application must be submitted by the party to the
agreement for deletion from the sectoral annex as a consequence of suspension.

The procedure for the deletion of a conformity assessment body from the sectoral annex
resembles the procedure first stated for the inclusion of abody. A party to the agreement
wishing to delete a conformity assessment body from the sectoral annex informs the
opposite party to the agreement in writing of this wish. Only in the MRA-USA s the
conformity assessment body first granted leave to provide information refuting the
grounds for revocation or to eliminate the deficiencies constituting the grounds for
revocation within 30 days of receipt of the communication245. Deletion takes effect with
the consent of the opposite party to the agreement; consent must be granted within 60
days. Should the revocation be rejected by the opposite party to the agreement, the
conformity assessment body is not deleted from the sectoral annex. In this case, the
responsible committee may call for an examination246,

Should the conformity assessment body be deleted from the sectoral annex, the results of
conformity assessments performed by the body prior to revocation continue to be

245 Article 9 Item b) of the MRA-USA framework agreement
246 See above: examination procedure.
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recognized. The Joint Committee or the regulatory authority of the opposite party to the
agreement may however call for annulment of recognition should the requirements
placed upon the product within the context of the sectoral annex not be satisfied247.

34.1.3 Requirementsfor institutions party to the process

The present sub-chapter is intended to draw attention to similarities and differences with
regard to the requirements in the respective MRASs to the institutions stated in Fig. 10.

USA Australia Canada Switzerland
Conformity Article 11 of the Article5 of the Article VII of the Article5 of the
assessment body framework framework framework framework
agreement agreement agreement agreement
Annex Annex V Annex 2
Accreditation body Article 10 of the Annex Annex V Annex 2
framework
agreement
Designating Article 6 of the Article6 of the Article VI of the Article 6 of the
authority framework framework framework framework
agreement agreement agreement agreement
Article 7 of the Annex V Article 7 of the
framework framework
agreement agreement
Annex Annex 2

Fig. 10: Requirements placed upon bodies within the context of the MRAS

Designation is strictly limited to conformity assessment bodies who understand the
requirements and procedures for conformity assessment set forth in the laws and
regulations of the opposite party to the agreement, have experience with them, and are
capable of applying them248, They must be technically competent. With the exception
of the MRA-USA, the criteria according to which the technical competence of the
conformity assessment bodies may be demonstrated is stated explicitly in all agreements.
Competence is thereby based upon249

e technical experience with the products, processes or services concerned,

e an understanding of the technical standards and of the general requirements
placed upon protection against risks,

e experience with the applicable laws and regulations,

e materia requirements for the performance of the conformity assessment
activity concerned,

e appropriate management of the conformity assessment activity concerned,
and

247 Article 9 Item €) of the MRA-USA framework agreement
248 Annex A.2, MRA-Australia
249 Annex A.3, MRA-Australia
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e any other requirements for the assurance of sustained performance of the
conformity assessment activity in an appropriate manner.

The above criteria are based upon internationally recognized documents such as the EN
45000 series of standards or the future SO 17000 series of standards, and upon specific
documents concerning their interpretation, such as MEDDEV document 2.10/2250, The
MRA-Switzerland is the only agreement to state that these documents are to be
interpreted in consideration of the various requirements of the laws and regulations stated
in the sectoral annexes251,

According to Article 11 of the MRA-USA framework agreement, conformity assessment
bodies must satisfy the requirement of performing conformity assessments in accordance
with the requirements of the relevant sectoral annexes. The technical competence is thus
evaluated in accordance with the laws and regulations stated in the sectoral annexes and
additionally in accordance with relevant ISO/IEC guides and the EN 45000 series of
standards, to which reference is made in some of the annexes.

In the case of the sectoral annex concerning medical products of the MRA-USA,
reference is made solely to the laws and regulations. As mentioned in Chapter 3.4.1.1,
the corresponding EU directives are not listed in full in the sectoral annex. In particular,
Annex XI of Directive 93/42/EEC on medical devices and Annex VIII of Directive
90/385/EEC on active implantable medical devices regarding minimum criteria for the
notification of bodies are missing. The responsible party to the agreement (the USA)
must of course check nonetheless whether the conformity assessment bodies to be
notified understand the requirements and procedures specified in the directives for the
conformity assessment for which they are designated. Technical competence is an
absolute requirement for this ability.

The parties to the agreement ensure that the designating author ities possess the requisite
authority and the requisite technical competence to designate conformity assessment
bodies and to monitor them, to delete them from the sectoral annexes and to suspend
them252, Whether a designating authority is authorized is determined solely by the
formal issuing of authority by the relevant party to the agreement. The requirements
placed upon the technical competence of the authorities are not defined in the
agreements. The references to the relevant laws and regulations and to the relevant
international documents also faill to provide any indication of this competence. In
practice, the designating authorities examine the technical competence of the conformity
assessment bodies on the basis of minimum criteria253.

The problem described here has been addressed in the MRA-Canada. In accordance with
Article VII (3) of the MRA-Canada framework agreement, a designating authority is
able, by the act of designation, only to recognize formally that a conformity assessment
body has demonstrated adequate technical competence for performance of the services
stated in the designation and has further undertaken to observe the laws and regulations

250 Annex A.4, MRA-Australia

251 Annex 2, A.4, MRA-Switzerland; the subordination of these documents and the associated
documentation concerning their interpretation to the laws and regulations is however universally
applicable owing to the prioritization of the sectoral annexes.

252 Article VI (1) of the MRA-Canada framework agreement

253 See MEDDEV 2.10/2.
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stated in the sectoral annexes of the opposite party to the agreement. The designating
authorities must therefore possess in particular the requisite authority254. As no provision
is made for demonstration of the competence of the designating authority, the parties to
the agreement are in a position to evaluate only whether their experience with the
authorities in the designation of conformity assessment bodies has been positive255,

The parties to the agreement must therefore guarantee that the systems of designation and
surveillance virtually exclude the possibility of products entering the market of the
parties to the agreement which do not meet the requirements placed upon them within the
scope of the agreement. The designation system of a party to the agreement is examined,
once it is in place, by the opposite party to the agreement in consultation with the
designating authorities, with regard to whether it provides satisfactory assurance that the
designation of the conformity assessment bodies satisfies the requirements placed upon
them256, In the course of surveillance, the designating authorities consult their partner
organizations in order to maintain confidence in the conformity assessment procedures.
These consultations also extend to joint participation in examinations of conformity
assessments, or other assessments of designated conformity assessment bodies257. In
accordance with Article 10 Item b) of the MRA-USA framework agreement, the parties
to the agreement undertake to compare the methods by which they check whether the
conformity assessment bodies satisfy the requirements, and to consult their partner
authorities, in order to maintain confidence. The designating authorities may further
consult the responsible regulatory authorities of the opposite party to the agreement in
order to ensure that all technical requirements are observed and met satisfactorily258,

The requirements placed upon accr editation bodies are not described in the agreements.
The requirements through which accreditation gives rise to the presumption that the
technical competence of the conformity assessment bodies is assured have already been
indicated259.

As the accreditation process must be performed in observance of the EN 45000 series of
standards, the technical competence of the accreditation body follows for example from
EN 45010. The accreditation body must thus ensure the availability in particular of
sufficiently well qualified personnel and have the necessary resources at its
disposal 260,

The MRA-USA does not make explicit reference to accreditation of the conformity
assessment bodies as evidence of their technical competence. The designating authorities
may have a check or evaluation performed for the purpose of examination of the
technical competence of the conformity assessment bodies?61. They are thus perfectly
able to make use of an accreditation system, provided such a system exists. Should the
conformity assessment body be examined by means of accreditation, this must be

254 Articles| and VI (1) of the MRA-Canada framework agreement

255 See Osterheld, B.: Abkommen der EG, p. 229

256 Annex V, C.7, MRA-Canada

257 Annex V, E, MRA-Canada

258 Annex V, E.14, MRA-Canada, Article 10 Item d) of the MRA-USA framework agreement
259 Cf. Chapter 3.4.1.1, "Accreditation"

260 Seein thisregard Osterheld, B.: Abkommen der EG, p. 225 and Chapter 3.3.1

261 Article 10 Item a) of the MRA-USA framework agreement
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performed in accordance with the relevant international documents, in order to maintain
the confidence of the opposite party to the agreement in the conformity assessment.

3.4.2 Protocolsto the Europe Agreement (PECA)

In accordance with Article 310 of the EC Treaty, the EU "may conclude with one or
more States or international organisations agreements establishing an association
involving reciprocal rights and obligations, common action and specia procedure.” The
association creates preferential economic relations with third countries and supports the
political, economic and social transformation process?62. Association agreements that
have been concluded include those with the EFTA states?63 and with the majority of
Central and Eastern European countries.

The associate member ship status of the Central and Eastern European countriesin
the Europe Agreement has the purpose of preparing the third countries for future
membership. In the course of progressive integration, their legislative and economic
structures are brought into line with those of the EU Member States and with Community
law264, Within the context of economic co-operation between the parties to the
agreement, the relevant laws and regulations of the third country are to be aligned with
the body of regulations, standards and conformity assessment procedures of the EU265,
For this purpose, their should firstly be promoted, and secondly, where appropriate,
agreements should be concluded regarding reciprocal recognition266, To date, the
protocols to the Europe Agreement between the European Union and Hungary (PECA-
HU) and the Czech Republic (PECA-CZ) governing conformity assessment and the
recognition of commercial products have entered into force267. The ingtitutions and
procedures in the context of PECA will then be described.

3.4.21 Institutions

As the main committee, the Association Council comprises the members of the EU
Council of Ministers and the Commission on the one hand and the representatives
designated by the third country on the other268. The decisions and recommendations of
the Association Council are drafted jointly by the parties to the agreement269. Decisions
are therefore reached unanimously.

262 "Der aktuelle Begriff"*, http://www.bundestag.de/aktuel |/begriff/2002/03_2002.pdf (20.10.2002)

263 This form of association agreement does not form the subject of the study, as the EFTA states are
subject to virtually identical laws and regulations governing the movement of goods within the
European Economic Area as those of the EU Member States, and the process of harmonization has
been completed.

264 "Der aktuelle Begriff", http://www.bundestag.de/aktuell/begriff/2002/03_2002.pdf v. 20.10.2002;
Article 1 of the Europe Agreement establishing an Association between the European Communities
and their Member States, of the one part, and the Czech Republic, of the other part, OJ L 360
31.12.1994 (EA-CZ).

265 Refer in this context to Article 75 (1) of EA-CZ

266 Refer in this context to Article 75 (2) EA-CZ

267 PECA-HU, OJ L 135, 17.5.2001; PECA-CZ, OJ L 135 v. 17.5.2001; as the two agreements are
broadly identical, only the PECA-CZ is cited here.

268 Article 105 of the EA-CZ

269 Article 106 of the EA-CZ
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The Council's general area of competence is defined by the Europe Agreement between
the EU and the third country concerned:

e Itsfunction isto monitor implementation of the Europe Agreement (Article
104 of the EA-CZ).

e For attainment of the objectives of the Europe Agreement and in cases for
which provision is made, it is authorized to reach decisions and to issue
appropriate recommendations (Article 106 of the EA-CZ).

e Any party to the agreement may refer any dispute relating to the application
and interpretation of the Europe Agreement (Article 107 of the EA-CZ) to
the Association Council.

The tasks of the Association Council in the area of conformity assessment are specified
in the context of PECA.:

¢ Inthe event of revocation of notification270 it may rule that the conformity
assessments performed before this time are invalid (Article 10 of the
PECA-CZ).

e During the examination of notified bodies, it may specify suitable measures
should the parties to the agreement be unable to resolve the issues and have
informed it of them (Article 11 of the PECA-CZ).

e |t may formulate rulings on the following points within its responsibility for
proper operability (Article 14 of the PECA-CZ, Article 106 of the EA-CZ):

» amendments to the annexes, addition of new annexes;

» appointment of teams of experts for examination of the technical
competence of notified bodies and the fulfilment of the requirements
placed upon them;

» exchange of information with regard to amendments to the legislation
indicated in the annexes,

» examination of new conformity assessment procedures;
» resolving of problems relating to the implementation of the PECA.

The Association Committee supports the Association Council in the latter's fulfilment of
the functions. In accordance with Article 108 (1) of the EA-CZ, it is composed of
members of both parties to the agreement and of the Commission, generally high-ranking
civil servants. The Association Committee thus has a staff function for al areas of the
Europe Agreement. The Association Council may aso transfer its authority to the
Association Committee in accordance with Article 108 (2) of the EA-CZ. The
Committee is thereby authorized to formulate decisions pursuant to Article 106 of the
EA-CZ. The Association Committee is thus charged both with consultative and executive
functions.

270 With regard to the term "notification" employed in the PECA, see also 97.
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The European Commission271, which is also represented on the Association Council
and the Association Committee, is responsible not only for the activities ensuing from its
membership, but aso for the areas below concerning implementation of reciprocal
recognition of conformity assessment272:

e noatification, recognition, suspension and revocation of the designation of
bodies;

e appointment of teams of experts;

e consultation, exchange of information, petitions for checks and for
participation in checks;

e where necessary, response to petitions for the intervention of the
Association Council in accordance with Article 11 of PECA-CZ in the
event of unsatisfactory examination of the notified bodies.

These functions serve the purpose of co-ordination, for maintenance of the system for
recognition of the conformity assessment procedures. Where bodies are to be notified, for
instance, the Commission co-ordinates the flow of information between the parties to the
agreement, the Commission departments responsible for the sectors issue comments
regarding notification, and finally, the Commission publishes the notified body in the
Official Journal and on the web sites provided for the purpose273. Publication is solely
declaratory in nature. The Association Council/Association Committee is thus involved
only in the case of contentious issues, such as the taking of measures concerning
examination, suspension, or the withdrawal of commercial products, or for dealing with
disputes concerning the application and interpretation of the PECA.

The designating authorities in the relevant Member State of the European Community
or in the third country are responsible for reciprocal recognition of the results of the
conformity assessments for a product area, and are therefore listed in the corresponding
specific annex of the PECAZ274,

The parties to the agreement must ensure in accordance with Article 9 (1) of the PECA-
CZ that the authorities

e continue to apply laws and regulations in force;

e are capable of notifying bodies, of suspending bodies, and of lifting
suspension or notification, as and when required;

e are capable of assuring conformity of the commercial products with current
law or of requiring their withdrawal from the market.

The requirements placed upon the designating authorities with regard to the authority and
technical competence are not governed by the PECA-CZ. The formulation of Article 9

271 Regarding the structure and modus operandi of the Commission, see Oppermann, T.: Europarecht,
Paragraph. 330-371

272 Article 3 (1) of Council Decision of 4 April 2001 on the conclusion of the PECA-CZ), OJ L 135,
17.5.2001, p. 1

273 Certif. 96/3 Rev. 6 EN

274 See eg.: Annex on Mutual Recognition of Results of Conformity Assessment - Machinery - Section
I, PECA-CZ
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(1) permits the conclusion however that these issues are regulated in a similar way to that
inthe MRAS275,

The notified bodies are designated by the authority in whose country the conformity
assessment body is resident in accordance with the legislation of the country in which the
conformity assessment body and the authority are resident276, and notified by the
opposite party to the agreement277. Designation documents that the conformity
assessment bodies satisfy the requirements. The criteria are minimum criteria which
derive from the legal references of the specific annex278. The parties to the agreement
establish in accordance with Article 9 (2) of the PECA-CZ that the notified bodies in
their territory continue to satisfy the requirements of the applicable legidation and that
they possess and continue to possess the requisite technical competence.

In accordance with Article 10 (2) Item b) of the PECA-CZ, the conformity assessment
body is deemed notified and technically competent for assessment of conformity with the
requirements of Community law indicated in the annexes or of national law from the
point at which assent is given by the party to the agreement to whose country the product
isto be exported. The notified bodies must thus have been included in the annex and may
only certify products governed by the annex. No further restrictions are imposed
concerning the conformity assessment procedures which may be performed by the
notified body.

3.4.2.2 Proceduresfor the assessment of confor mity assessment
bodies

In order for a conformity assessment body to be permitted to examine the conformity of
products exported to the country of the opposite party to the agreement, it must first have
been included in the relevant annex of the PECA. The designating authority must ensure
in accordance with Article 9 (2) of the PECA-CZ that the bodies satisfy the requirements
of the legidation indicated in the annexes. The minimum criteria for the notification of
bodies?279 may be demonstrated by accreditation280. |n the course of the harmonization
process, accreditation systems have been set up in the Czech Republic and in Hungary
which satisfy the European requirements281.

275 Cf. Chapter 3.4.1.1, "Designating authority"

276 The procedure according to which the conformity assessment bodies conduct examinations in
accordance with the legislation of the country in which they are resident is a particular characteristic
of the PECA which is made possible by the harmonization of legidation.

277 See also eg.: Annex on Mutual Recognition of Results of Conformity Assessment - Machinery -
Section |I, PECA-CZ. In contrast to the MRA, the PECA employs the term "notification”. This is
intended to indicate that communication of assent by the opposite party to the agreement is coupled to
legislative consequences. Upon receipt of assent by the opposite party to the agreement, the
conformity assessment body is thus authorized to perform conformity assessments. Asin the MRA,
designation expresses that the conformity assessment body meets the requirements.

278 Refer inthisregard e.g. to: Annex V11 of Directive 98/37/EC, OJ L 207, 23.7.1998

279 For European bodies, Annex VII of Directive 98/38/EC is to be observed for example for the area of

machinery
280 See Certif. 96/3 Rev. 6 EN
281 Refer to the 1999 Regular Report a

http://www.europa.eu.int/comm/enlargement/report_10 99/pdf/en/ czech_en.pdf (7.11.2002);
http://www.dar.bam.de (7.11.2002)
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Provided the result of examination of the body is positive with regard to fulfilment of the
minimum criteria stated above, the party to the agreement in the country in which the
body is resident informs the opposite party to the agreement of the notification282, Upon
assent by the opposite party to the agreement the body is deemed notified and
technically competent for assessment of conformity with the requirements indicated in
the annexes233. No facility is provided for supplementary examination at initial inclusion
of the conformity assessment body such as that provided for in the MRA. One reason for
this is the harmonization of legislation by the parties to the agreement284. Nor does the
PECA govern whether assent must be given expressly or by conduct.

The parties to the agreement must ensure at all times that the notified bodies resident in
their respective countries satisfy the statutory provisions indicated in the annexes and
demonstrate the requisite technical competence285.

A party to the agreement may further challenge the technical competence of a notified
body resident in the country of the opposite party to the agreement and satisfaction of the
requirements imposed upon it. The challenge must be substantiated. The opposite party
to the agreement is then required to conduct an immediate examination with the
assistance of the responsible authority and to report to the petitioning party to the
agreement. Examination of the body may also be conducted jointly. The parties to the
agreement may employ all necessary available resources for the purpose of examination.
These resources are to include the existing accreditation systems. Should the problems
not be resolved to the satisfaction of both parties to the agreement, the Association
Council may be charged with resolving the issue; reasons for this must be stated. Should
the Association Council not rule to the contrary, the conformity assessment body must
cease activities from the point at which the Association Council is informed286.

The PECAs differ from the MRAs in their regulation of suspension. Under the PECA,
the conformity assessment body may continue to conduct conformity assessments whilst
being examined by the parties to the agreement. By contrast, the MRA does not make
provision for examination by the parties to the agreement prior to informing of the Joint
Committee. The body must thus cease activities during the first examination, which is
determined by the Joint Committee.

The extent to which suspension and further-reaching examination by the Association
Council isfollowed by revocation of notification is not governed by the PECA. Nor is -
in contrast to the provisions of the MRA - a party to the agreement authorized to require
the opposite party to the agreement to revoke notification of a conformity assessment
body resident within the latter's country. The PECA makes provision solely for
revocation of abody in aparty's own territory.

Should a party to the agreement decide to withdraw notification of a body within its
jurisdiction, it informs the opposite party of this decision in writing. The opposite party
need not assent prior to withdrawal of notification. Provided the Association Council

282 Notification represents confirmation to the opposite party to the agreement that the body satisfies the
minimum criteria.

283 Article 10 of the PECA-CZ

284 Refer to the 1999 Regular Report at
http://www.europa.eu.int/comm/enlargement/report_10_99/pdf/en/czech_en.pdf (7.11.2002)

285 Article 9 of the PECA-CZ

286 Article 11 of the PECA-CZ
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does not decide to the contrary, conformity assessments performed prior to this point in
time retain their validity287.

3.4.3 Ruleof origin

Both types of agreement frequently contain a"rule of origin". Where this is the case, they
apply only to products which originate in the country of one of the parties to the
agreement. The primary purpose of the rule of origin isto prevent fourth countries from
exploiting the agreement in order to gain easier access to the markets without, in
reciprocation, simplifying the import of products from the countries party to the
agreement. In other words, agreements which contain no rule of origin govern only the
reciprocal recognition of conformity assessment. No distinction is drawn in this case
regarding the country of origin of the goods subject to conformity assessment. This
country may be afourth country.

The MRA-USA, MRA-Canada and MRA-Japan do not contain a rule of origin. These
agreements permit fourth countries to have products originating in their sovereign
territory (e.g. the USA) certified and thus provided with easier access to the market of the
opposite party to the agreement (e.g. the EU)288,

In addition to the aspect of trade policy, that of safety is a further reason for inclusion of
the rule of origin in an agreement. Where the agreement contains a rule of origin, goods
falling within the scope of the agreement may be certified only if they originate in the
countries party to their agreement, and for the safety level of which confidence already
exists?89, For this reason, the EU has concluded agreements governing reciprocal
recognition only with selected third countries. In the case of the PECAS, the Eastern
European countries of Hungary and the Czech Republic were first required to reach the
safety standard of the EU before an agreement could be concluded with them. They
obligation to meet the safety level was imposed upon them by the Europe Agreement290;
progress is reviewed annually and documented by progress reports291,

Where arule of origin is agreed upon, the origin of the good is determined in accordance
with the non-preferential rules of origin292, The origin of a good is determined by the
country in which it is entirely manufactured, or, where this is not the case, by the country
in which the last essential manufacture or processing took place293,

In accordance with Article 23 (1) of the Customs Tariff294 goods claimed or
manufactured completely in a country are deemed goods of origin of the country

287 Article 10 of the PECA-CZ

288 see Osterheld, B.: Abkommen der EG, p. 303 f.

289 See Osterheld, B.: Abkommen der EG, p. 248

290 "The aim of this Agreement is to provide an appropriate framework for the Czech Republic's gradual
integration into the Community. To this end, the Czech Republic shall work towards fulfilling the
necessary conditions," see Article 1 (2) of the EA-CZ.

291 Seeeg. footnote 97

292 Article 4 of the MRA-Austraia framework agreement

293 Refer in this regard to http://www.zoll-d.de/b0_zoll_und_steuern/eQ_praeferenzen/index.html

(12.1.2003)
294 Council Regulation (EEC) No 2658/87 on the tariff and statistical nomenclature and on the Common
Customs Tariff

of 12.10.1992, OJ L 302, 19.10.1992, corrected with OJ L 79/84, 1.4.1993.
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concerned. In this context, "claimed" refers to the creation of products in the areas of
agriculture, hunting and fisheries, and the exploitation of raw materials. Entire
manufacture refers to the completion of all stages of production, from claiming of the
raw product, through to the fina product, in a single country. According to Article 24 of
the Customs Tariff, a good in whose manufacture two or more countries were involved
would be deemed to be a good of origin of the country in which the good was subject to
the final significant and economically justifiable process

e performed in acompany established for the purpose and

e resulting in the manufacture or a new product or in a significant
manufacturing stage.

The criteria stated are formulated in general terms and serve only as a model for the
procedure to be followed in individua cases. The requirements placed upon the
processing or manufacturing processes for particular goods for the definition of their
country of origin in the context of Article 24 should be taken from the CCIP295, Within
the scope of the Europe Agreement, the requirements placed upon the processing or
manufacturing processes are likewise specified in great detail, running to several
pages29. The origin of the good is clearly defined for the numerous cases here.

295 Commission Regulation 2454/93/EEC laying down provisions for the implementation of Council
Regulation 2913/92/EEC, OJ L 253, 11.11.1993.

296 Refer in thisregard e.g. to: the list of processes contained in Annex |1 which must be applied to non-
originating materials in order for the manufactured good to acquire the status of originating — EA-CZ
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4 Harmonization of terminology and definitions

In this chapter, the key problem areas of conformity assessment (designation, assessment,
accreditation) already identified will not only be addressed once more, but clarified from
a legal perspective. This discussion - in particular the harmonized definitions of
terminology at the end of the chapter - represents the transition point from the analysis
phase to the concrete proposals of the study, in particular with regard to the "Common
Elements' for bodies to be notified.

4.1 Designation

A conformity assessment body must be designated by the responsible authority in its
country of residence before it may be permitted to conduct conformity assessments. The
legal consequence of designation differs according to whether the body has applied for
permission to conduct conformity assessments within the European Single Market or on
the territory of the MRA or the PECA. In addition, the designation procedure is
interpreted differently within the EU.

4.1.1 WithintheEU

The principle of reciprocal recognition of conformity assessment procedures within the
EU is based upon the system of recognition shown in Fig. 11297.

297 Refer also to the detailed discussion in Chapter 1.2.1
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System of recognition

(1) Inquiry

(2) Assessment
(3) Designation | |Member European @ Official Journal
(4) Issuing of identi- > States Commission | | (information)
fication number @
(5) Notification 4
(6) Publication @
v
@ Body
Member | || Designating
State authority . Performance of
@ N%“L'ed —|  conformity
ody assessments
Fig. 11. The system of recognition in the EU

The body seeking designation submits an application for designation in the Member State
in which it is resident (1). The Member State, i.e. the responsible authority298 or a
responsible accreditation body, assesses whether the body seeking designation possesses
the requisite technical competence and is capable of conducting conformity assessment
procedures, and whether it possesses the necessary independence, impartiality and
integrity (2). Should the body pass the assessment, it is designated by the responsible
authority (3). The other Member States and the European Commission must be informed
of the designation. For this purpose, the designating authority applies to the European
Commission for an identification number. Issuing of the identification number (4) by the
European Commission does not constitute a transfer of rights or an obligation on the part
of the European Commission299. The notified body is notified to the European
Commission and the other Member States with reference to this identification number
(5). Notification further includes al information required for the purpose. Finaly, the
notified body is published in the Official Journal of the European Communities (6).
Publication itself is of declaratory significance only300,

Opinions differ regarding the point in the procedure from which the conformity
assessment body may begin conducting its activities. Two views exist in this respect:

e The conformity assessment body may commence its activities as soon as it
is designated by the Member State, i.e. prior to notification.

298 This may also be an independent private enterprise vested by decree with specific public authority.
Such enterprises may pass administrative decrees; see Obermayer, K.: VWV{G, § 1 Paragraph 81. The
transfer of functions to such enterprises is however not the norm within the context of conformity
assessment according to the New Approach of the EU.

299 See Blue Guide, p. 43

300 SeeBlue Guide, p. 43
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e The conformity assessment body may commence its activities only once the
other Member States and the European Commission have been notified by
the responsible ministry301,

Comment:

Designation is an act of administration. It constitutes a sovereign measure which is
adopted by an authority for the regulation of an individual case in the field of public law
and which is intended for direct externa effect302, The subject of designation is the
conformity assessment body.

The European Commission and the other Member States must likewise be made aware of
designation, in order for the "Globa Approach" to function. The notification performed
on this basis may form part of the act of administration.

Conversely, it may be argued that notification is a mere administrative procedure
within an authority or between authorities. Administrative procedures in this context are
procedures which are neither an administrative acts, nor statutory instruments; they refer,
first and foremost, to administrative activities such as those accompanying an act of
administration, documenting it, informing other authorities of its claim, or recording it by
means of information technology.

Whether notification constitutes part of the act of administration of "designation” or
represents a subordinate administrative procedure cannot be established from the
terminology aone, for example in accordance with the definitions of act of
administration in accordance with the German Administrative Procedures Act (VwWV{G).
Of importance is whether notification contains primarily constitutive or declaratory
elements.

Designation is the prerogative of the Member States303. Notification would be an act of
administration or a necessary component of an act of administration only if the
European Commission were entitled to reject notification of the designation, i.e. if
designation were to be open to contestation in the course of notification. Should the
European Commission be obliged to accept designation, i.e. should the European
Commission's role consist only in ensuring proper publication, it suggests that the action
is merely an administrative procedure carried out by the authorities involved in
notification.

From Council Decision 93/465/EEC304 it follows that for a designation based upon
successful accreditation, the presumption of conformity applies without restrictions. In
the other cases, the European Commission is accorded the right to require the submission

301 See Blue Guide, p. 43; according to the German Federal Ministry of Economics and Labour
(BMWA), the conformity assessment body is informed that it may commence its activities shortly
after relaying of the necessary information and the identification number to the European Community
and the other Member States.

302 see Paragraph 35 of the Verwaltungsverfahrensgesetz (Administrative Procedures Act, VWV{G);
where German Federal authorities are obliged by EU legislation to act, they must apply the VwWV{G
with the reservation that Community law to the contrary takes precedence, as they act within the
context of German public authority in the execution of Community law; Obermayer, K.: VWV{G, § 1
Paragraph 27

303 Asalready discussed in Chapter 3.3

304 OJL 220/23, 30.8.1993, Annex |.A.m)
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of relevant evidence.305 It follows that rejection of the designation may be anticipated
only for the last case stated. In this case, designation remains uncertain; without
acceptance by the European Commission, it would be without effect within the European
Single Market.

In the event that qualification is not demonstrated in accordance with the EN 45000
series of standards, successful completion of the notification procedure must be awaited
before designation is validly declared to the conformity assessment body. An official
reply may also be issued conditional upon the European Commission not raising any
objections.

In the first case, i.e. where designation is pronounced following successful accreditation,
notification is a mere administrative procedure subordinate to the act of administration.
The responsible authority should however indicate in the corresponding act of
administration that the other Member States may raise questions prior to publication in
the Officia Journal.

4.1.2 For theterritories subject tothe MRAsand PECAS

The procedure for recognition of a conformity assessment body for the territory covered
by the MRA or PECA isshownin Fig. 12.

System of recognition
(1) Inquiry
(2) Examination

(3) Designation @ @

(4) Notification

(5) Assent of other party to Other Committee @ Sectoral annex
agreement party to - | [ (relevant only ()
(6) Decisionto exclude agreement to MRAs)

(7)  Acceptance @

®
@ Body

Partyto - | | Designating
reement authorit
“ Y @ Notified Performance of
body ! conformity assessments
Fig. 12: The system of recognition in the case of agreements with third countries

In contrast to the situation in the European Single Market, the conformity assessment
body may not commence its activities within the scope of the MRA until it has been
included in the sectoral annex by decision following the assent of the opposite party to

305 |n practice, the Commission rarely demands evidence in such cases; rejection of designation is thus
unlikely.
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the agreement. Publication in the Official Journal is solely of declaratory significance in
this instance306,

Designation by the responsible authority, which also constitutes part of the acceptance
procedure, includes recognition by the designating authority that the conformity
assessment body has demonstrated a satisfactory technical competence for delivery of the
service stated in the designation and has further declared itself willing to observe the
laws and regulations of the importing country as stated in a sectoral annex.

The pronouncement of the designation to the conformity assessment body constitutes an
administrative action, one which is however not valid until the opposite party to the
agreement has assented307. Assent of the opposite party to the agreement is accompanied
by inclusion in the sectoral annex and the conformity assessment body may therefore
effectively commence its activities upon the assent of the opposite party to the
agreement. The same applies to designation within the context of the PECA; here too, the
conformity assessment body may not assume its activities within the scope of the
agreement until assent has been granted by the opposite party to the agreement.

4.2 Assessment

EU directives must form the basis for assessment for the area subject to harmonized
statutory regulation. The directives contain only general criteria, however. Council
Decision 93/465/EEC of 22 July 1993308 makes reference to the harmonized standards of
the EN 45000 series. Specification of the provisions of the directive was not, however,
fully implemented in these standards309. It has become clear310 that further documents
must be exploited for assessment of the technical competence of a conformity assessment
body, in addition to the standards in the EN 45000 series and the requirements of the
relevant New Approach directives. The ZL G assessment of |aboratories and certification
bodies in the area of medical devices for example was performed with the aid of311:

e the criteria set forth in the German Medical Devices Act (Gesetz Uber
Medizinprodukte, MPG), the regulations issued on the basis of the MPG,
and the relevant EU directives;

e the criteria set forth in MEDDEV 2.10/2 and in the standards of the EN
45000 series;

e the supporting requirements (e.g. accreditation rules) specified for the scope
for which application was made.

306 See also for example Decision 3/2000 (2001/813/EC) of the 16.1.2001, OJ L 306, 23.11.2001, p. 34
307 See Maurer, H.: Allgemeines Verwaltungsrecht, § 9 Paragraph 25 and § 14 Paragraph. 19

308 OJL 220, 30.8.1993

309 Cf. Chapter 3.2.2.3

310 cf.as033.1.1

311 Cf. ZLG accreditation rules; http://www.zlg.de/downl oad/M P/2A03_Akk_Regeln05_2001.pdf
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Evidence of successful assessment is provided proactively by the body to be designated
in the form of an accreditation certificate or other documents.312 |n the prevailing view,
accreditation is closely related to assessment in accordance with the EN 45000 series of
standards but is not, as described, sufficient.313

The reference in the directives and in Council Decision 93/465/EEC, by which evidence
may also be furnished by the body to be notified in the form of other documents314
takes account of the fact that no statutory provision is made for an accreditation system.
The evidence furnished by other documents is however also based upon the harmonized
standards and the additional documents required; these must be comparable in their terms
and quality.

Member States who have notified bodies which are not able to demonstrate their
compliance with the harmonized standards must submit corresponding evidence on
the basis of which the bodies were designated315.

Examples for the last two possibilities stated can be found in the agreements with third
countries316, These possibilities are however to be regarded as secondary with respect to
accreditation; they are employed only in the absence of an accreditation system or for
other important reasons317:

e participation of the conformity assessment bodies in regional or
international agreements governing the reciprocal recognition of conformity
assessment or of certification systems,

e regular assessments based upon transparent criteria and performed by
experts with adequate technical knowledge;

e qualifying examinations,

e comparison of conformity assessment bodies.

In the context of third-country agreements318 the technical competence in relation to the
laws and regulations of the opposite party to the agreement is assumed from accreditation
only if the accreditation bodies

e are subject to agreements for reciprocal recognition of the accreditation
systems within the context of which they are subject to peer evaluation in
which the competence of the accreditation bodies and of the conformity
assessment bodies accredited by them is assessed by recognized experts in
the area concerned, or

e in accordance with procedures to be agreed upon, participate in
programmes for the comparison and exchange of technical experience, in

312 For criticism of the procedure by which a body seeking designation proactively presents an
accreditation certificate which the designating authority must recognize in response, cf. Chapters 3.3
and 6.

313 Seedso Blue Guide, p. 41

314 The criticism of the procedure expressed above is also valid this case.

315 Council Decision 93/465/EEC, OJ L 220, 30.8.1993, Annex [.LA.m)

316 Refer for example to Annex 2 Article 6 Item b) of the MRA-Switzerland

317 Refer for example to Annex 2 Article 6 Item b) of the MRA-Switzerland

318 Annex 2 Article 6 Item &) of the MRA-Switzerland; see also the MRA-Canada and MRA-Australia
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order to sustain confidence in the technical competence of the accreditation
bodies and the conformity assessment bodies.

In the first case concerning the MLAS, in particular, moves are afoot to ensure a
harmonized standard of accreditation, which may have an influence upon the area subject
to harmonized statutory regulation and the area not subject to statutory regulation within
the EU.

Members of the EA have for example concluded an MLA. Accession to the MLA is
possible following successful evauation by a group of selected and trained
representatives of the accreditation bodies party to the agreement (peer evaluation). The
MLA permits a uniform standard for accreditation by all accreditation bodies. This is
also the intention of the international MLA, which has been concluded by the members
of the IAF319, In order for a uniform standard of accreditation to be sustained, the
members of the MLA undertake at accession to co-operate closely with one another320.

4.3 De€finitions

Both between the area subject to statutory regulation321 and that not subject to statutory
regulation, considerable differences exist in some cases with regard to the terms
accreditation, assessment, designation and notification. These differences have been
examined again in Chapters 4.1 and 4.2. The most significant terms relating to
conformity assessment are now defined in Chapter 4.3. These definitions have been
selected such that they may be widely employed within the area subject to statutory
regulation, i.e. such that they may be valid both in the area covered by the New
Approach (EU directives) and that governed by the MRASPECAS.

In order for reference to be made to the restricted scope of the area subject to statutory
regulation where terminology is employed outside the study for certain definitions,
"(area subject to statutory regulation)” should be appended to the term concerned, as is
increasingly becoming the norm in standardization.

In the area subject to statutory regulation, key importance is attached to the act of
designation and to the authority performing the act of designation. The act and the
authority thus congtitute the basic framework of the terminological hierarchy. For the
sake of clarity, however, the terms are listed in alphabetical order. Text marked in bold
within a definition indicates that the term thus marked is also defined in the present sub-
chapter of the study. The definitions have been selected such that the definitions of the
termsin bold may be inserted.

The terms for the area subject to statutory regulation have been defined with close
reference to existing definitions (e.g. MRAs, prEN ISO/IEC 17011 standards);
generalizations have in some cases been necessary for the sake of universal validity.

319 see http://www.dar.bam.de under "MLA" and Chapter 1.3.1
320 Seetheinternational MLA of the IAF, IAF-ML-99-001

321 The term "subject to statutory regulation” is understood in this context to mean in particular the area
subject to harmonized statutory regulation of the Single Market and the area subject to statutory
regulation of third countries within the context of the agreements.
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Accreditation

Determination by an impartial third party that a body satisfies the defined requirements
and is competent to perform defined conformity assessment activities (without
competence to designate).322

Accreditation body
Third party conducting accr editation.

Assessment (of a CAB)

Procedure by which the designating authority assesses whether a body satisfies the
requirements set forth in laws and regulations regarding competence for generic (non-
product-specific) aspects

2. the specific technical competence
in order to be able to perform conformity assessment activities.

Notified body

Body authorized to perform defined conformity assessment activities within the scope of
European directives.323

Designating authority

Body established or charged by a Member State which is authorized to designate or to
monitor conformity assessment bodies falling within its jurisdiction, to suspend
designation, to lift suspension, or to withdraw or revoke designation.®**

Designation

Formal decision by a Member State which entitles a body, subsequent to successful
assessment, to conduct certain conformity assessment activities within the scope of laws
and regulations.325

Note: authorization is subject to the prior assent of the opposite party to the agreement in
the case of agreements between the EU and third countries.

Confor mity assessment body (CAB)

Body performing conformity assessment activities (within the scope of laws and
regulations).

Note: avariant term, accr editation body, is required here in order to distinguish between
the body conducting accreditations, and the conformity assessment bodies which can
be accredited/designated.

322 By analogy to prEN |SO/IEC 17011:2002

323 European Commission: Guide to the Implementation of Directives Based on New Approach and
Global Approach, first edition, 1994,

324 Cf. in this regard Article 2 (1) of the MRA-Switzerland framework agreement and Article 1 of the
MRA-USA framework agreement.

325 Cf. for example Article 1 (1) of the MRA-Australia framework agreement
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Notification

Procedure by which a Member State informs the European Commission and the other
Member States of the designation of a body.

Third Party
Body independent of the parties directly affected by the conformity assessment activities.

Note: affected parties are suppliers (First Parties) or purchasers/users (Second Parties);
affected parties also include conformity assessment bodies in relation to accreditation
bodies.
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5 Proposalsfor harmonization of the requirements placed
upon bodiesto be notified

A body to be notified must at all times meet the minimum criteria of the relevant EU
directives and the principles set forth in the Modules Decision 93/465/EEC. These
requirements may be specified in greater detail by the relevant standards in the EN 45000
series. The presumption of conformity warranted by the EN 45000 series established in
the Modules Decision 93/465/EEC, by which a body in possession of accreditation in
accordance with the EN 45000 series is deemed to satisfy the minimum criteria set forth
in the EU New Approach directives, can however not be maintained on the present terms.

The EU directives are of controlling importance for the assessment. The generaly
formulated minimum criteria governing the notification of bodies in each annex are
however not sufficient together with the system of designation placed within the
discretion of the Member States to ensure uniform standards throughout Europe.

For this reason, universally valid, common requirements for bodies to be notified
("common elements") are proposed in Chapter 5.2 which in some cases adopt and further
specify the minimum criteria set forth in the EU directives. As the wording and in some
cases the substance of the minimum criteria set forth in the annexes to the individual
directives differ, a proposal for harmonization of the minimum criteriais first elaborated
in Chapter 5.1. Finaly, the possibilities for effective implementation of the "common
elements" are described in Chapter 5.3.

5.1 Harmonization of the minimum criteriafor the
notification of bodiesin EU directives

The wording and in some cases also the substance of the "minimum criteria governing
the designation of the bodies to be notified" set forth in the annexes to the individual
directives exhibit differences326. Substantive reasons for these differences are not
evident. A number of bodies are active within the scope of various EU directives and
designated for this purpose. In order to prevent multiple interpretations and differencesin
requirements for identical content in these cases, the minimum criteria should be
harmoni zed.

Such harmonization does not exclude scope being left for additional criteria in order to
satisfy the requirements of particular sectors.

The following proposal for harmonization of these minimum criteria327 is based upon
the criteria contained in the annexes of the EU directives, which consist of uniformly

326 Cf. Chapter 3.2.2.1 and Annex B.

327 The term "minimum criteria’ may imply that the standard attained is very low. This is not the case;
for this reason, a term such as "fundamental criteria’ would be preferable. The term "minimum
criteria’ has nevertheless been retained in the present study: firstly, in order to prevent confusion with
the "general requirements' of Chapter 5.2, and secondly for historical reasons: these criteria are
referred to as "minimum criteria’ in the New Approach directives.
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used terms. Criteria are added for the exclusion of consultancy activities, differentiation
from other activities, and for co-operation between the notified bodies.

12

13

2.2

Independence

The notified body, its top-level management, and the staff charged with
conducting the conformity assessment activities shall not be identical to the
designer, manufacturer, supplier, installer, user328 or operator of the products
assessed for conformity by the notified body, nor may they be acting on behalf of
any of the persons involved in these activities. They may not be involved either
directly or as representatives in the planning, construction, sale, installation or
maintenance of these products.

The notified body and its personnel shall be free of any influence, in particular of
a financial nature, upon their evaluation and the results of their conformity
assessments, in particular influence by persons or groups of persons with an
interest in the results of the activities. They shall not offer or provide any other
services which jeopardize the confidence in their competence, objectivity,
impartiality or independence. In particular, they may not undertake any
consultancy activity in connection with the design, manufacture, marketing or
maintenance of the products concerned within the scope of their conformity
assessment activities. This does not however preclude the exchange of technical
information between the manufacturer of the products and the notified body.

The notified body and its personnel, whether directly employed or subcontracted,
must be independent both of the manufacturers for whom the notified body is
performing conformity assessment activities, and of their competitors.

Per sonnd

The personnel of the notified body shall perform conformity assessments and
reach decisions on conformity with the highest degree of professional integrity
and the greatest technical expertise. The notified body must have [within the
organization] its own personnel for proper completion of the technica and
administrative tasks associated with the conducting of conformity assessment
activities.

The personnel charged with conducting conformity assessment activities must
meet the following conditions:

e They shall have completed a high standard of technical and vocational training.

e They shall possess adequate knowledge of the laws and regulations concerning
the conformity assessment activities which they conduct, and adequate
practical experience in the area concerned.

328

In certain cases, it may be necessary to restrict these exclusion criteria. Thisis the case for examplein
the area of medical devices, as it may not otherwise be possible to assure the technical competence
required during conformity assessment, for example by involving clinicians. Cf. in this regard for
example MEDDEV 2.10/2 Designation and Monitoring of Notified Bodies within the Framework of
EC Directives on Medical Devices, Section 1, 2 a).
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e They shall be suitably qualified for the production of certificates, test records
and reports in which the conformity assessment activities performed are
documented.

2.3  The impartiaity of the personnel must be guaranteed. Remuneration of the
personnel may not stand in relation to the number of conformity assessments
conducted by them, nor to the results of the same.

3 Facilities
The notified body must possess or have access to the equipment (test equipment,
calibration equipment, test principles such as regulations, standards, etc.) required
for proper completion of the technical and administrative tasks associated with
the performance of conformity assessment activities.

4 Liability
The notified body shall take out liability insurance, unless this liability is assumed

by the Member State on the basis of nationa legislation or the conformity
assessment activities are conducted by the Member State itself.

5  Confidentiality

The personnel of the notified body shall observe professional secrecy with regard
to any information acquired in the course of performance of their tasks within the
scope of the directives or any provision of national law giving effect thereto. This
requirement shall not apply to the provision of information vis-avis the
competent administrative authorities of the Member State in which its activities
are carried out, or in such cases where a directive makes provision for
exemptions.

6 Co-operation
The notified body shall participate in the co-ordination activities organized by the

Member States and the European Commission among/between the notified
bodies, for example in groups of notified bodies in the context of directives.

5.2 General requirements placed upon bodiesto be notified
(" common elements’)

As shown by the discussion in Chapter 3, the minimum criteria for the notification of
bodies formulated in very general terms together with the system of designation at the
discretion of the Member States are not sufficient to ensure uniformly high standards
throughout Europe. For this reason, generally valid, common requirements for bodies to
be notified ("common elements") are proposed below which in some cases adopt the
minimum criteria (Chapter 5.1) - adapted to the more general formulation "conformity
assessment body" and specify their terms in further detail. These requirements are
formulated such that they may be employed comprehensively in the area subject to
statutory regulation, i.e. they may be valid both in the area of the New Approach (EU
directives) and in the area governed by the MRAS/PECAS. For this reason, the more
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general term "conformity assessment body" is employed below in place of the term
"notified body".

The common elements are divided into those placing requirements upon

e thestructure,

e theresources,

e theprocess, and

e the management system

of the body.

5.2.1 Structure

2.2

2.3

24

2.5

L egal responsibility
The conformity assessment body must be a registered legal person or a part of a
registered legal person.

Note: owing to their governmental status, state conformity assessment bodies are
deemed to be legal persons. Where the conformity assessment body forms part of
a larger government body, the government shall be responsible for identification
of the conformity assessment bodies in a manner which permits no conflict of
interest with the state accreditation bodies or market surveillance authorities.
Pursuant to these provisions, the conformity assessment body shall be regarded as
a"registered legal person”.

Organization and responsibilities
Structure and modus operandi of a conformity assessment body329 shall be such
that confidence in their conformity assessment activitiesis assured.

The conformity assessment body shall be responsible for its activities and
decisions, including the issue, maintenance, extension, restriction, suspension and
withdrawal of conformity assessment certificates.

The conformity assessment body shall possess a description of its legal status
which shall include where applicable the names of its owners and, where these are
not the same persons, the names of the persons with control over the conformity
assessment body.

The conformity assessment body shall document the functions, responsibilities
and authority of top-level management and of further personnel who may have an
influence upon the performance and results of the conformity assessment
activities.

The conformity assessment body shall appoint the top-level management
(group(s) or person(s)) who shall possess complete authority and bear complete
responsibility for

329 Where the conformity assessment body forms part of alegal person, the following requirements shall

apply to the legal personinits entirety.
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2.6

3.2

3.3

34

3.5

3.6

a) the development of arrangements for the modus operandi of the conformity
assessment body;

b) supervision of implementation of the arrangements and procedures;
¢) supervision of the conformity assessment body's finances;

d) decisions taken by the conformity assessment body;

€) contractual agreements,

f) the delegation of authority to committees or individuals, where necessary, for
the performance of defined activities in the name of top-level management.

The conformity assessment body shall document its entire organizational
structure by the recording of authority and responsibilities.

Independence and impartiality

The conformity assessment body shall be organized and operated in such a
manner as to ensure independence, objectivity and impartiality in its activities,
and shall introduce and maintain a documented structure for assurance of its
impartiality.

The arrangements and procedures of the conformity assessment body shall not be
discriminatory and shall be carried out in a nondiscriminatory manner. The
conformity assessment body shall make its services available to any party seeking
conformity assessment which falls within the body's scope of activity.

The conformity assessment body and its personnel shall not be subject to any
influence, in particular of afinancia nature, upon their evaluation and the results
of their conformity assessments, in particular to influence by persons or groups of
persons with an interest in the results of the activities.330

The conformity assessment body shall ensure that each conformity assessment
decision is taken by competent persons or committees. These shall not be
identical to the parties performing the conformity assessment activities concerned.

The conformity assessment body and other parts of the legal person to which it
belongs shall not offer or provide any activities or supplementary services which
call into question their competence, objectivity, impartiality or independence.

The conformity assessment body, its top-level management, and the staff charged
with conducting the conformity assessment activities shall not be identical to the
designer, manufacturer, suppler, installer, user331 or operator of the products
assessed by the body for conformity, nor may they be a representative of a person
involved in these activities. They must be independent both of the manufacturers
for whom the body conducts conformity assessment activities and of their
competitors, and shall not be involved either directly or as representatives in the
planning, construction, sale, installing or maintenance of these products.

330 Excerpt from the minimum criteria of the directives; see Chapter 5.1, Section 1.2
331 |n certain cases, it may be necessary to restrict these exclusion criteria. Thisis the case for examplein

the area of medical devices, as it may not otherwise be possible to assure the technical competence
required during conformity assessment, for example by involving clinicians. Cf. in this regard for
example MEDDEV 2.10/2 Designation and Monitoring of Notified Bodies within the Framework of
EC Directives on Medical Devices, Section 1, 2 a).
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3.7  The conformity assessment body and its personnel - whether directly employed
or subcontracted - shall not offer or perform or have offered or have performed
consultancy services to the manufacturer, the representative, a supplier or their
competitors, in particular consultancy services concerning the design,
manufacture, marketing or maintenance of the products concerned, within the
context of its conformity assessment activities. This does not however preclude
the exchange of technical information between the manufacturer of the products
and the conformity assessment body.

3.8 The conformity assessment body and its personnel shall not bear any
responsibility for market surveillance.

Note: should the conformity assessment bodies and market surveillance
authorities in a Member State be responsible to the same authority, the areas of
competence shall be organized such that no conflict of interest exists between the
two bodies.332

3.9 The conformity assessment body shall ensure that the activities performed by
associated associated bodies (see Section 3.10) do not jeopardize the
confidentiality, objectivity and impartiaity of its conformity assessment
activities. An associated body in the context of Section 3.10 shall not be the
designer, manufacturer, supplier, installer or operator of the products the
conformity of which is assessed by the conformity assessment body.

3.10 An associated body is alega person in its own right which is associated with the
conformity assessment body in one or more of the following ways:

e common ownership with influence upon the conformity assessment activities
of the conformity assessment body;

e common top-level management for the activities described in Section 2.5;

e common personnel for the conformity assessment activities of the conformity
assessment body;

e contractual agreements with a bearing upon the conformity assessment
activities of the conformity assessment body;

e common names and logo and/or symbols.

Note: in the context of Section 1, a separate part of the public administration
outside the governmental conformity assessment body shall be regarded as an
associated body.

3.11 The conformity assessment body shall have in place documented procedures for
the identification, examination and resolution of all cases in which a conflict of
interest is suspected or proven. It shall establish, investigate and document the
relationship to the associated bodies in order to identify conflicts of interest,
irrespective of whether they have their origin in the conformity assessment body
or the activities of the associated body. Should conflicts be identified, suitable
measures shall be taken.

4 Confidentiality and secrecy

332 Based upon Blue Guide, Section 8.1, p. 54
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4.1

4.2

4.3

The conformity assessment body shall take suitable precautions to ensure the
confidentiality on al levels, including those of its committees and subcontractors,
of the information which comes into its possession during the proper performance
of its conformity assessment activities.

The conformity assessment body shall ensure by legally binding contracts with
the personnel employed that professional secrecy and the regulations
implementing the provisions of Section 4.1 are observed.

Confidentia information shall not be communicated to other parties without the
written consent of the organization or person concerned, except vis-avis the
competent authorities or in cases where required by legidation.

Liability

The conformity assessment body shall have taken precautions to enable it to cover
claimsfor liabilities arising from its conformity assessment activities. It shall take
out liability insurance, unless such liability is assumed by the state on the basis of
national legislation or the conformity assessment activities are conducted by the
Member State itself.333

Financial stability

The conformity assessment body shall have at its disposal the financial resources
required to conduct its business operations and shall document and provide
evidence said resources. The conformity assessment body shall be in possession
of a description of its source(s) of income.

Participation in co-ordination activities

The conformity assessment body shall participate in334 national and international
co-ordination activities by and between the conformity assessment bodies
organized by government bodies in order to attain maximum coherence of
conformity assessment activities.

Note: participation in internationa co-ordination activities shall not be mandatory
where a principle of delegation is agreed at national level and it is assured that the
body remains informed of the decisions and documents drawn up by the relevant
group of conformity assessment bodies and applies said decisions and documents.

5.2.2 Resources

5221 Personn€

The present chapter contains general requirements concerning the personnel of
conformity assessment bodies. Further requirements concerning the personnel employed

333 Excerpt from the minimum criteria of the directives; see Chapter 5.1, Section 4
334 for example in groups of notified bodies organized by Member States or by the European

Commission within the context of directives.
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for certain conformity assessment tasks may be found in the relevant EN standards335, in
particular

o for the examination and inspection personnel: EN 17025 and EN 45004,
o for auditors: EN 45012;

e for personnel responsible for evaluation and decision-making: EN 45004,
EN 45011 and EN 45012.

Genera requirements are;

12

13

14

15

Availability, competence, independence

The personnel of the conformity assessment body shall conduct conformity
assessments and reach decisions on conformity with the highest degree of
professional integrity and the greatest technical expertise. The conformity
assessment body shall have at its disposal [within the organization] its own
personnel for proper performance of the technical, scientific and administrative
tasks associated with the performance of conformity assessment activities.336

The personnel charged with conducting conformity assessment activities must
meet the following conditions:

e They shall have completed a high standard of technical and vocational training.
e They shall possess adequate knowledge of the laws and regulations governing

the conformity assessment activities to be performed, and shall possess
adeguate practical experience in the area concerned.

e They shall possess adequate knowledge and experience of the products and

technology forming the subject of the conformity assessment.

e They shall be suitably qualified for the production of certificates, test records

and reports in which the conformity assessment activities performed are
documented.337

The impartiality of the personnel must be guaranteed (see also Chapter 5.2.1,
Section 3). Remuneration of the personnel may not stand in relation to the number
of conformity assessments conducted by them, nor to the results of the same.338

The conformity assessment body shall record the scope and limits of the duties,
responsibilities and authority of each person concerned.

The conformity assessment body shall require all personnel to undertake formally
by signature or equivalent form of confirmation to observe the rules laid down by
it. The obligation shall consider aspects concerning confidentiality, economic
independence and possible conflicts of interest, and al existing and previous
relationships to the clients concerned.

335 Cf. Chapter 2.2.1

336 Excerpt from the minimum criteria of the directives; see Chapter 5.1, Section 2.1
337 Excerpt from the minimum criteria of the directives; see Chapter 5.1, Section 2.2
338 Excerpt from the minimum criteria of the directives; see Chapter 5.1, Section 2.3
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2.2

The conformity assessment body shall establish procedures for the selection
(requisite qualifications and vocational experience) and training (requisite initial
and ongoing training) of the persons employed for conformity assessment
activities.

Assessment of performance

The conformity assessment body shall assure the satisfactory performance of the
conformity assessment activities and conformity assessment decisions by the
establishment, implementation and maintenance of procedures for monitoring the
performance and competence of the personnel involved. In particular, the
conformity assessment body shall examine the performance and competence of its
personnel in order to establish the need for training.

The conformity assessment body shall conduct observations, such as on-site
observations, or employ other techniques, such as evaluation of the conformity
assessment reports or flow of information from its customers, in order to evaluate
the performance of each person employed for conformity assessment activities
and to recommend corresponding measures for improvement of the performance.
Each person shall be assessed on a regular basis, normaly at three-yearly
intervals.

Records

The conformity assessment body shall maintain records of the relevant
gualifications, training, vocational experience and competence of each person
performing conformity assessment activities. The records shall be kept up-to-date
and shall contain at least the following information:

a) Name and address
b) Specified area of competence and responsibility
¢) Education and vocational training, skills, knowledge of languages

d) Vocational training (related to the conformity assessment activities to be
performed)

€) Training in conformity assessment activities
f) Results of performance assessments
g) Documentation of conflicts of interest (cf. Chapter 5.2.1, Section 3.11)

5.2.2.2 Facilities

The present chapter contains general requirements concerning the facilities which a
conformity assessment body must possess. Further details can be found in the relevant
EN standards339.

General requirements

1

The conformity assessment body shall possess or have access to suitable premises
and facilities required for proper performance of the scientific, technical and

339 See Chapter 2.2.1
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administrative tasks associated with the performance of conformity assessment
activities.340

Note: facilities may include test equipment and calibration equipment, and also
test principles such as laws and regulations, standards, literature, and access to
databases etc.

The conformity assessment body shall ensure that the test principles and other
documents required for conformity assessment activities are completely up-to-
date at all times.

The conformity assessment body shall possess suitable premises in order to be
able to ensure the secure and confidential handling and storage of documents and
records including data media and objects under test.

The conformity assessment body must ensure the serviceability and accuracy of
test equipment at all times. Where conformity assessment activities require the
use of technical equipment which is normally under the manufacturer's control
and is used by the latter, the conformity assessment body shall be able to
demonstrate that it had both access to and complete control of the facilities during
its activities.

5.2.3 Process

The process of conformity assessment shall be based upon the conformity assessment
procedures established in the relevant directives34l. In the context of performance of
conformity assessment procedures, the conformity assessment body shall fulfil the
following generic requirements in the form of common process elements:

1

2.2

Contractual arrangement with the customer

The conformity assessment body shall require a formal application signed by an
authorized representative of the applicant containing the information required by
law and necessary for performance of the conformity assessment activities.

Subcontracting

The conformity assessment bodies may, where so permitted by the laws and
regulations, transfer certain conformity assessment activities (e.g. tests) to
subcontractors. The decision-making process may not however form part of the
subcontracting agreement.

Note: a conformity assessment body may subcontract only strictly defined tasks
in the form of subcontracting agreements where these are substantial and self-
contained parts of the technical activity.342

The conformity assessment body shall ensure that the subcontracted activities are
performed in accordance with detailed documented procedures which are

340 Excerpt from the minimum criteria of the directives; see Chapter 5.1, Section 3
341 Refer in thisregard to Chapter 3.1
342 cf. Blue Guide, p. 47
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2.3

24

2.5

2.6

2.7

31

identical or equivalent to those employed in the conformity assessment body
itself.

Should the conformity assessment body subcontract conformity assessment
activities, it shall have arrangements in place describing the conditions under
which the activities are subcontracted.

A properly documented, direct, contractual agreement under private law must be
in place between the conformity assessment body and its subcontractors (e.g.
external auditors, test laboratories343) which contains the corresponding
provisions, including those governing confidentiality and independence. The
subcontractor shall for its part be prohibited from subcontracting work.

The conformity assessment body shall:

a) assume complete responsibility for the subcontracted conformity assessment
activities and shall itself possess the competence in the decision-making
process for al subcontracted activities,

b) maintain its responsibility for the granting, maintenance, extension, restriction,
suspension, and withdrawal of conformity assessment certificates;

¢) establish in advance the conformity assessment activities to be performed, for
examplein the form of atest plan;

d) ensure that the subcontracted conformity assessment body and its personnel to
which the conformity assessment activities are subcontracted are competent
and meet the relevant requirements of the directives, in particular those
governing independence;

€) obtain the consent of the customer to employ subcontractors prior to
concluding the subcontract.

The conformity assessment body shall maintain alist of its subcontractors. It shall
possess means for evaluation or monitoring of the competence of the
subcontractors and for recording of the results.

Subcontractors may be assumed to be competent when they are accredited by the
responsible authority or the competent national accreditation body for the
performance of conformity assessments within the scope of the applicable laws
and regulations.

Use of test reports submitted by the manufacturer

Certain conformity assessment modules make provision for the submission of test
reports by the manufacturer. Where such test reports are used in the context of
conformity assessment decisions, the conformity assessment body shall observe
the following:

The conformity assessment body may, where corresponding provision is made in
the laws and regulations, consider test reports presented by the manufacturer in its
conformity assessment decision.

343 Cf. Blue Guide, p. 47
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3.2

3.3

4.2

4.3

4.4

5.2

6.1

6.2

6.3

The conformity assessment body must satisfy itself that the test reports have been
issued by conformity assessment bodies which are competent and independent of
the manufacturer.

Note: for the EC design-examination certificate (Module H), test reports issued by
the manufacturer's test |aboratories may also be considered.

The conformity assessment body shall assume full responsibility for the test
results employed.

Decision-making process

Prior to reaching a conformity assessment decision, the conformity assessment
body shall ensure that the information and documents required for the decision
such as test reports or audit reports are available in full.

Based upon an assessment of the available information and documents, the
conformity assessment body shall decide whether the requirements of the laws
and regul ations are met.

Should the requirements be met, the conformity assessment body shall issue the
requisite conformity assessment certificates and dispatch them to the customer
without delay.

The conformity assessment certificates must satisfy the provisions set forth in the
laws and regulations or agreed in co-ordination groups.

Records

The conformity assessment body shall maintain records in order to be able to
demonstrate that the applicable requirements of the laws and regulations are met.
The records shall in particular contain:

a) records of conformity assessment activities and of results of conformity
assessments,

b) the relevant correspondence;
¢) copies of the conformity assessment certificates.

The conformity assessment body shall hold the records in safe keeping in order to
ensure confidentiality. The records shall be managed.

Use of the identification number/identification of the confor mity assessment
body

The conformity assessment body shall have arrangements in place for the
protection and use of the identification number with which it has been issued.

The conformity assessment body shall ensure, by agreements reached with its
customers, that the identification number is not abused.

Should abuse of the identification number come to the conformity assessment
body's attention, it shall take appropriate measures in order to prevent further
abuse.

Duty toreport
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7.1

7.2

7.3

Vis-a-vis customers

The conformity assessment body shall maintain the following information at its
customers disposal which isto be updated at appropriate intervals:

a) information on the conformity assessment programme to be performed,

b) information on the requirements to be met (laws and regulations, basic
requirements, harmonized standards, etc.);

¢) genera information on the fees/prices of conformity assessments,

d) a description of the rights and duties of the conformity assessment bodies and
of customers,

€) information on complaints and appeals procedures.
Vis-avis authorities

The conformity assessment body shall inform the competent authority

immediately of:

a) essential changes in particular concerning its legal form, organization, modus
operandi, personnel and subcontractors,

b) any incidents coming to its attention relating to products within the scope of
the conformity assessment certificates which it has issued;

c¢) all conformity assessment certificates issued, suspended, withdrawn or denied,
except where regulated to the contrary in the case concerned or by statute.
Vis-avisthird parties

The conformity assessment body shall upon request provide public access to the
status of the conformity assessment certificates which it has issued, except where
otherwise regulated by statute.

5.24 Management systems

The conformity assessment body shall introduce, implement and maintain a management
system and continually improve its effectiveness in compliance with the requirements
laid down for conformity assessment bodies.344 The following sections define general
requirements applicable to the management system of conformity assessment bodies.

1
11

General requirements

Top-level management of the conformity assessment body shall define and
document arrangements and quality targets, including a quality policy, for its
activities and shall demonstrate its obligation regarding the quality and
compliance with the requirements laid down for conformity assessment bodies.
Management shall ensure that the fundamental arrangements are understood,
implemented and maintained at al levels of the conformity assessment body. The
objectives shall be measurable and shal conform to the fundamental
arrangements applicable to the conformity assessment body.

344 Cf. also SOGSN 426, Table 3
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12

13

3.2

The conformity assessment body shall operate a management system appropriate
to the nature, area and scale of its activities. All applicable requirements shall be
addressed either in the manual or in the associated documents. The conformity
assessment body shall ensure that the manual and the associated documents are
accessible to al personnel. It shall further ensure that the procedures of the
system are implemented effectively.

Top-level management of the conformity assessment body shall designate a
member of the managerial staff who - independent of other responsibilities - shall
have responsibility and authority to:

a) ensure that the processes required for the management system are introduced,
implemented and maintained;

b) report to top-level management on the performance of the management system
and any need for improvements.

Document control

The conformity assessment body shall lay down procedures for the control of all
documents relating to its conformity assessment activities. The procedures shall
define the measures required to:

a) confirm the appropriate nature of documents prior to issue;
b) revise and update documents where necessary and to re-attest them;

¢) assure that amendments and the current revision status of the documents are
identifiable;

d) assure that the relevant versions of the documents concerned are available to
the personnel, to subcontractors and to customers where they are needed;

€) assure that the documents remain legible and easily identified;

f) assure that documents of external origin are marked and their distribution
controlled;

g) prevent accidental use of outdated documents and to mark such documents
appropriately should they be retained for any purposs;

h) assure where relevant the confidentiality of documents.

Records

The conformity assessment body shall lay down procedures for the identification,
collection, registration, access, filing, storage, care and disposal of its records.

The conformity assessment body shall have at its disposal procedures for
controlling the storage of records for a period corresponding to its contractual and
legal obligations. Access to these records shall be controlled in accordance with
the confidentiality agreements.

Complaints and appeals procedur es345

345 A "complaint" constitutes any expression of dissatisfaction by a person or organization vis-avis the

conformity assessment body to which a response is expected in connection with the activities of the
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The conformity assessment body shall establish a procedure for the handling of
complaints. The conformity assessment body shall:

a) reach adecision concerning the justification for the complaint;

b) assure that complaints concerning customers of the conformity assessment
body are first dealt with by the customers themselves,

¢) designate for the investigation of complaints a person or group of persons who
are competent and independent of the subject of the complaint;

d) take corresponding measures and assess their effectiveness,

e) inform the customers of the final decision(s) of the conformity assessment
body;

f) maintain records concerning al complaints, final decisions and follow-up
measures taken.

Nonconfor mances and corr ective measur es

The conformity assessment body shall establish procedures for the identification
and control of nonconformances within its own activities. The conformity
assessment body shall further take corrective measures, where necessary, to
eliminate the cause of the nonconformances and to prevent their recurrence. The
corrective measures must be appropriate to the consequences resulting from the
difficulties which have arisen. The procedures shall encompass the following:

a) identification of nonconformances (e.g. from complaints and internal audits);
b) identification of the causes of nonconformances,

¢) assessment of the need for measures to ensure that the nonconformances do
not recur;

d) establishment and timely implementation of the necessary corrective measures,
€) recording of the results from the corrective measures taken;
f) review of the corrective measures taken and their efficacy.

Preventive measures

The conformity assessment body shall establish procedures by which scope for
improvement may be identified and preventive measures taken, in order to
exclude potential causes of nonconformances. The preventive measures shall be
commensurate with the consequences of the potential problems. The procedures
for preventive measures shall establish requirements for

a) recognition of possible nonconformances and their causes,
b) establishment and implementation of the requisite preventive measures;
c) recording of the results from the measures taken;

body or its customers (based upon ISO/IEC DIS 17000); this also includes appeals, for which reason
this element has been included under this heading and not, although possible, under "common process
elements’. An "apped" is the desire on the part of the customer for renewed examination of a
negative decision on the part of the conformity assessment body (based upon prEN ISO/IEC 17011)
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1.2

7.3

8.2

d) examination of the efficacy of the preventive measures taken.

Internal audits

The conformity assessment body shall audit its activities in order to demonstrate
that they satisfy the requirements established for conformity assessment bodies
and that the management system is being implemented and maintained.

Note: 1SO 19011 provides guidance documents for the performance of internal
audits.

Internal audits must generally be performed at least annually. The frequency of
internal audits may be reduced should the conformity assessment body be able to
demonstrate that its management system has been implemented effectively and
has proved stable. An audit programme shall be planned which makes allowance
for the status and the significance of the areas to be audited and the results of past
audits.

The conformity assessment body shall ensure that:

a) Internal audits are performed by personnel possessing sound expertise in
conformity assessment issues, in the performance of audits and in the
requirements placed upon conformity assessment bodies,

b) internal audits are performed by persons other than those performing the
activity to be audited;

¢) the personnel responsible for the area to be audited is informed of the audit
results;

d) timely and appropriate measures are taken;
€) all possibilities for improvement are identified.

M anagement assessments

Top-level management of the conformity assessment body shall establish
procedures for regular assessment of its management system in order to assure the
latter's sustained suitability and efficacy with regard to fulfilment of the relevant
requirements and of the established quality policy and quality targets. These
assessments should normally be performed once each year.

The inputs for the management assessments shall contain, where available, the
current performance and the possibilities for improvement with regard to

a) audit results;

b) results of assessments, where applicable;

C) participation in international activities, where applicable;
d) feedback from interested parties;

€) performance of the conformity assessment process,

f) nonconformance trends,

g) follow-up measures from past management assessments;
h) attainment of targets,
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1) changes which may influence the management system;
J) analysis of complaints and appeals.

8.3  Theresults of the management assessment shall contain measures relating to:
a) improvement of the management system and its processes;

b) improvement of services and of the conformity assessment process in
compliance with the relevant standards and the expectations of the interested
parties;

¢) the need for resources,
d) definition or redefinition of fundamental arrangements and objectives.

5.3 Possibilitiesfor implementation

The terms set forth in the Modules Decision 93/465/EEC giving rise to the presumption
of conformity created by the EN 45000 series of standards are highly questionable and
that it cannot always be assumed at the present time that a body in possession of
accreditation in accordance with these standards satisfies the minimum criteria set forth
in the EU New Approach directives. Furthermore, the directives contain requirements
which in some cases differ, which has resulted in legal uncertainty and differences in
approach on the part of the designating authorities. Different means by which the
minimum criteria defined in Chapters 5.1 and 5.2 for notification of the body and for the
common elements are to be implemented will therefore be presented below. These means
have already been discussed in part in recent years within the European Commission's
Senior Officials Group.346

The following possibilities, which may also be employed in combination, may be
considered: firstly, direct establishment in European secondary legislation (directives,
regulations); secondly, establishment in the form of harmonized standards. An additional,
third possibility is the creation of a European guide, and a fourth possibility,
implementation by means of "common technical specifications’. The last of these options
is a class of documents which is more binding than the harmonized standards but less
binding than the EU directives. The relative merits and drawbacks of these possibilities
will be discussed below.

Only brief consideration will be given to the implementation of product-specific
requirements which must provide technica detail of the implementation, discussed
below, of the common el ements.

5.3.1 Direct implementation in European law

The experience now gathered with the New Approach in various product areas in the
course of over 15 years has also increasingly revealed its weaknesses. Discussions within
the Senior Officials Group on Standardisation have shown the concept to be in need of
reinforcement, particularly in the area of assessment, designation and monitoring of the

346 Cf.eg. SOGSN 426 EN of 28.01.2002
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notified bodies. The departments of the Commission therefore state in a working
paper347;

"The New Approach and the Global Approach are heavily influenced by the
principle of subsidiarity, i.e. the directives set out the obligations of Member States
but leave a wide margin of discretion to each Member State on how to implement
these obligations. Consequently, each Member State has devel oped its own systems
and procedures in accordance with its legal and administrative traditions. Such a
decentralised approach can only function effectively if all stakeholders are
confident that the different national systems can deliver a homogeneous degree of
safety and a level playing field throughout the Community.”

A possibility which may be derived from these considerations is that of not only
embodying the minimum criteria placed upon bodies to be notified348 directly in
European secondary legidation by means of directives or regulations, but also of
defining the much more comprehensive "common elements'349 and for that matter the
criteria for assessment, designation and surveillance350 at this level. This would however
constitute a departure from the philosophy of the New Approach:

A proposal to establish the comprehensive "common elements’ as binding provisionsin
directives or even in regulations would be rejected by many Member States, and also by
the European Commission. Such an adoption would not be compatible with the New
Approach and the Global Approach; it would contravene the system: the New Approach
and the Globa Approach are based upon a dedicated system according to which the
Single Market is to be implemented and its function maintained. This system makes
provision for harmonization of legislation only on a limited scale by the creation of
directives and regulations; indeed, the intention is for "foreign” rights to be recognized to
the greatest extent possible.

The feared weakness of this concept, namely that it may result in harmonization at alow
standard with negative consequences for occupational heath and safety and health and
consumer protection is to be prevented by further harmonization, to be achieved in this
case by uniform technical standards. As will be discussed in Chapter 5.3.2, these
standards do not constitute "legislation”, a fact stated by the Council in its Resolution of
7 May 1985351, Their observance nevertheless is not optional, as the burden of proof of
compliance with the directives is transferred to a manufacturer whose product does not
comply with the standards.

On the one hand, this system provides manufacturers and the individual Member States
on the one hand with a certain freedom of choice; on the other, it prevents them from
deviating excessively from the purpose of the standard. By establishing acceptance of
this system, the Commission and the Council have succeeded in implementing the free
movement of goods without having to accept tangible differencesin standards.

Binding establishment of comprehensive, detailed criteria for notified bodies or
designating authorities in a directive or regulation would constitute a return to the system

347 SOGSN 426 EN of the 28.01.2002
348 These can be found in Chapter 5.1.
349 These are defined in Chapter 5.2.
350 These can be found in Chapter 6.
351 0JC 136,4.6.1985
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of the greatest possible harmonization of legidation. This system proved unsuccessful in
the past; the Commission and Council are unlikely to revert toit.

Under the premise that the underlying concept is to be retained, the solution which
suggests itself is for criteria in directives to be limited to the minimum criteria for
bodies to be notified as harmonized and revised in the present study, and for the detailed
formulation of these criteria to be left or consigned to the sphere of standardization, in
accordance with the system of the New Approach (cf. Chapter 5.3.2).

Such a procedure would be suitable for sustained elimination of existing weaknesses.
Council Decision 93/465/EEC sets forth conditions for notified bodies which are not
currently addressed in the directives352. In addition, the directives often contain
requirements which are similar, but for generally unknown or incomprehensible reasons
are formulated differently353. This leads both to difficulties and to a certain level of legal
uncertainty, particularly for the bodies conducting activities in accordance with several
directives, and to differences between the procedures followed by different designating
authorities.

One possible solution to these deficiencies would be for the minimum criteria for bodies
to be notified354 to be standardized, as has been done in Chapter 5.1 - and either to
harmonize them in the form of standard formulations in all New Approach directives
(one article each for notified bodies and an annex containing minimum criteria), or - and
preferably - 355 to remove the requirements placed upon bodies to be notified from the
(individual) directives and to establish them in a horizontal directive which would
necessarily replace the minimum requirements formerly set forth in the individual
sectoral directives. Such a procedure would represent a significant step towards the
original intention of the New Approach, namely that of creating acommon legal basis.

The "stricter" requirements demanded by the supporters of individual product areas - and
declared opponents of a horizontal directive - could aso be enshrined ssmply and
transparently in this way. The supplementary or divergent conditions could, provided the
legal permissibility of such an arrangement were enshrined in the horizontal directive,
easily be established in the form of "specia conditions’ in the corresponding sectoral
directive.

5.3.2 Implementation by standards

The standards in the EN 45000 series embodied in the Modules Decision 93/465/EEC
and drafted in response to a European Commission mandate are neither up-to-date,
complete and free of difficulties of interpretation, nor are their terms sufficient, closer
examination, for assurance of the intended presumption of conformity. Furthermore, the

352 For instance, co-operation between notified bodies, or the transfer of documents when a notified body
ceases operations.

353 Cf. Chapter 5.1

354 The reader's attention is drawn again at this point to the fact that "minimum criteria’ may imply a
very low standard, which isin fact not the case in this context; cf. Footnote 110.

355 |n accordance with SOGSWG 1 and NQSZ; cf. Feitenhans, N.: Entwicklungen von
Anforderungsnormen fir den Bereich der Akkreditierung (KAN conference held on 11./12.10.2001 in
Dresden), p. 85f.
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European standards institutions CEN/CENELEC, who originally held overall control,
have transferred responsibility for standardization in the area of conformity assessment to
ISO/CASCO356, A danger therefore exists that the needs deriving from the requirements
of the European system may have to be put aside during continued standardization of
conformity assessment, in the interests of worldwide acceptance of standards.

It follows that close attention must be paid during the development or updating of
standards by ISO/CASCO that the standards concerned are suitable for sustained
specification of the requirements placed by the European system upon bodies to be
notified and their activities within the individual conformity assessment modules. Should
this not be the case, their terms would still fail to give rise to a presumption of
conformity with regard to the fulfilment of requirements set forth in the directives.

If the developments in ISO/CASCO are now considered and compared to the European
requirements, the following situation may be observed (cf. Fig. 13).

] —>’ Laboratories ‘

Common Elements {— *’Inspection bodies ‘

(Functional Approach)

ISO ! Certification bodies for products |

o7 CRIE) T s ] —" Certification bodies for systems ‘

| Basic requirements

—” Certification bodies for personnel ‘

| Basic requirements for DAs |
v : 2 2

General “standard(s)” for notified
EU bodies (NBs) and modules based
AllB]||C H
upon the common elements

Fig. 13: Possible implementation of the "common elements” in standardization

If these developments and requirements are linked to the "common elements” formulated
in Chapter 5.2, two essential alternatives to their implementation in the form of
standards are conceivable:

1) Exclusively I SO/CASCO solution

In this case, ISO/CASCO adopts the "common elements’ drawn up in the present study
into its body of standards. These standards thus also become applicable for the area
subject to statutory regulation in Europe. The advantage here would be a body of
standards harmonized worldwide for conformity assessment bodies which would take
into account both many needs of the area subject to (harmonized) statutory regulation
and those of the area not subject to statutory regulation. Such a concept would have
advantages

356 Cf. Chapter 2.1
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e for the conformity assessment bodies (no overlapping and contradictory
requirements),

e for MRASs, PECAs and other reciprocal agreements (national or regional
requirements would be superfluous).

Introduction of the "common elements’ proposed here into the ISO/CASCO body of
standards is certainly possible at the current time, as CASCO WG 23 is in the process of
drafting common elements for standards in the 17000 series which are to be updated in
the future, whilst at the same time WG 5 is introducing the planned standard governing
definitions (1SO 17000) and the functional approach.357

ISO/CASCO (upper half of Fig. 13) is currently defining its own "common elements’ for
all types of conformity assessment bodies358. To date, draft texts have existed for arange
of structural elements such as requirements concerning the structure, impartiaity,
confidentiality, and the management system.359 |SO/CASCO's objective is to define
uniformly the requirements elements applicable to all types of conformity assessment
body, in order to eliminate, in the ongoing development of standards for conformity
assessment bodies, the variations in formulation and to some degree also requirements
for factual issues which are essentially identical currently found in the requirements
standards for bodies360.

ISO/CASCO has however also declared its intention to retain the existing form of
standards geared to the assessment body, i.e. separate standards for laboratories,
inspection bodies, certification bodies for products, systems and personnel, and for
accreditation bodies. These standards should contain identical requirements in the form
of "common elements’. There is no intention to create a vertical standard or standards
structure, such as that suggested in the upper haf of Fig. 13, which would unite the
requirements common to the different bodiesin aform of "generic standard".

The adherence of 1SO/CASCO to separate standards for the different types of conformity
assessment body brings with it a danger that these standards may in future not be
suitable for satisfying the requirements of the EU New Approach.

The hope that 1ISO/CASCO might develop standards fulfilling the specification function
within the European system will be difficult to realize, despite the close co-operation of
CEN/CENELEC, as ISO/CASCO s interested first and foremost in a system of
conformity assessment activities which can be applied worldwide and find wide
acceptance. Local peculiarities such as those presented by the European system, even
though they enjoy a certain status externally361, may be taken into account only if they
are capable of attracting majority acceptance.

2) Supplementary European standards

357 Cf. Chapter 2.1.2

358 |SO/CASCO WG 23

359 Cf. for example |SO/CASCO Document WG 23/16 (Rev) June 2002
360 Cf. Chapters2.1.1 and 2.2.1

361 Cf. for example the third-country agreements (Chapter 3.4), or the Australian medical devices
legidation, which is almost identical in its underlying features to the European legidlation.
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Should the new 1SO/CASCO standards fail, in form or substance, to satisfy the needs of
the "common elements’ for the New Approach developed in the present study, a second
alternative would be to consider the drafting of supplementary European standards for
notified bodies by way of a corresponding mandate to CEN/CENELEC.

Despite the fact that (formally) uniform standards for conformity assessment bodies
worldwide would no longer then exist, this Eur opean solution may be beneficial for the
following reasons:. unambiguous standards are required for the European system which
specify, for all directives, the minimum criteria indicated in Chapter 5.1 and which set
forth in a clear and comprehensible manner the requirements placed upon bodies to be
notified with regard to both the structural and organizational aspects and the conformity
assessment activities to be performed by the body in the context of the individua
modules. The relationship required for the European system between the modules and the
standards is a particular argument in favour of this European solution.

Supplementary standards of this kind would then have to be drafted by CEN/CENELEC
on the basis of a clear mandate by the European Commission and, following adoption,
be published clearly as harmonized standards pursuant to the solution for directives as
described above.362363

As the bodies to be notified generally conduct activities not only in the area subject to
statutory regulation, but also in the area not subject to such regulation, no substantial
differences should exist in the substance of their requirements should exist between the
ISO standards and the European standards to be created. This could be achieved by
agreement by the two areas upon a set of "common elements’ ("common building
blocks') which would form the basis of both the 1ISO/CASCO and the European
standards.

To this end, the individual elements would have to share an identical core. They could,
however, according to the differences between the requirements in the areas stated above,
permit different alternatives, or differences in the level of depth of requirements. For
instance, the criteria for independence contained in requirements could be divided
between that for first, second and third parties, and supported by restrictions such as
"third parties only within the area subject to statutory regulation” for the New Approach.

Efforts should nevertheless be made internationally to establish harmonized common
elements for the areas of resources and, in particular, for the process/functions, in
addition to the elements aready discussed by ISO/CASCO (which are concerned
primarily with requirements placed upon the structure and the management system). This
would reinforce consistency of their respective terms and could thus pave the way to
greater acceptance of the system.

5.3.3 Implementation in the form of guidance documents

Besides direct implementation of the minimum criteriain European secondary legislation
by way of directives and the establishment of the "common elements’ in standards,
implementation is also conceivable in the form of a guidance document adopted by the
European Commission.

362 Cf. Chapter 5.3.1

363 The existing deficit, that of the questionable harmonization of standards in the EN 45000 series (cf.
Chapter 3.2.2.3), could thus be eliminated
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Closer ingpection quickly reveals the drawbacks, however, which clearly outweigh the
benefits such as comparatively swift and economic implementation. The most significant
point of criticism continues to be the dubious legal for ce of such a guidance document,
which is substantially inferior to that of standards. Even though standards are aways
voluntary in nature and their application is not absolutely mandatory, they nevertheless
define the "recognized state of the art". In accordance with the New Approach, a party
subject to the legidation is at liberty to apply standards, including standards giving rise to
a presumption of conformity. Should the party not apply the standard, it is obliged to
demonstrate how the requirements set forth in the laws and regulations are satisfied
(reversal of the burden of proof).

By contrast, guidance documents may only have a non-binding, recommendatory
character which can be presented by the Member States as a voluntary basis for the
activity. The declared objective, that of creating a coherent system of designation and
surveillance with identical or at least equivalent requirements throughout Europe, will
hardly be reached by this means.

Like guidelines and announcements, a guidance document enjoys only limited legidative
status: a guidance document is not based upon delegated powers and does not therefore
constitute secondary Community legidation in any form. In the form of published
administrative principles, it reflects the interpretation of the Commission and the
Council, in a similar manner to an announcement.364 Where the guidance document is
applied, the Commission reserves the right to conduct a review of individual cases, the
results of which may differ whilst at the same time not being arbitrary. The Commission
is at liberty to reach a substantiated, different result of assessment of each individual
case. In the motion for judgement of the "Miller International” case365 the Advocate-
General Warner draws the corresponding distinction with regard to the legally binding
effect: the Commission must adhere to an interpretation expressed in an announcement
and may not depart from it at will, but only for compelling reasons.

To this extent, they have a certain binding effect upon the Commission itself. In
business practice, guidance documents (and guidelines) fulfil an orientation function
which should not be underestimated. Conversely, the ECJ and the first-instance court are
not bound by the guidance documents/guidelines366. The same applies to the nationa
authorities and courts.367 This does not mean, in turn, that national courts and authorities
may not consider them in their rulings.368 The announcement does not however take
priority over national law, even where the corresponding agreement falls within the scope of
an announcement.

The legally binding effect of announcements and guidelines/guidance documents therefore
represents a grey area. Announcements certainly do not constitute a statutory basis; at the
same time, they constitute more than merely a comment by third parties, since the
Commission, which has a "legidative" function, may not act in contravention of its own
policy when acting in its executive capacity.

364 Lange, K.W.: EWS 2001, p. 19

365 AG Warner, Schlussantrage in der Sache 19/77 "Miller International” Digest 1978, p. 157.
366 Guidelines on Vertical Restraints, OJ C 291, 13.10.2000, No. 3f.

367 Refer in this respect to Geiger, A.: EuZW 2000, p. 325

368 BGH 15.3.1973, WuW/E BGH 1259 "Bremsrollen".
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The situation is different, however, in the case of guidelines to which reference is
made in the legisative measure.369 These guidelines do not constitute a grey area.
They supplement rules of law; a guideline is a binding reference in support of a rule of
law, constituting in that respect (as with the process by which the decision itself is
reached) part of a sui generis lega instrument of the Union. The guidelines in the
Modules Decision 93/465/EEC are closely associated with (technical) standards - to
which reference may be made; they govern the organization of these standards (their
involvement and the permissible use of alternatives). There is consequently no reason, in
legal terms, not to accord these "organizational provisions' legally binding status.

In conclusion, a guidance document is not a suitable instrument for binding
establishment of the requirements to be placed on bodies to be notified. Guidance
documents may nevertheless be useful for practical specification of the generic
principles for specific directives. An example of this usage is the guidance document
MEDDEV 2.10/2, "Designation and Monitoring of Notified Bodies within the
Framework of EC Directives on Medical Devices' drafted by the Member States in the
area of medical devices, which describes requirements placed upon bodies to be notified
within the scope of the medical devices directives and the process of designation and
surveillance, and, together with other documents, makes an important contribution
towards mutual alignment of the systems within the Member States. This became
particularly apparent during negotiations with representatives of designating authorities
of the third countries370, who had been critical in particular of the differences in
procedure in the Member States prior to adoption of this guidance document.

5.3.4 Implementation in the form of " common technical
specifications"

With adoption of Directive 98/79/EC on in vitro diagnostic medical devices, a new class
of normative documents was created by the European Parliament and the European
Council in the form of the "common technical specifications' (CTS), which rank above
harmonized standards but below the directives in terms of their legally binding force. The
CTS are generaly adopted by a committee comprising representatives of the Member
States and the European Commission371 and are as a general rule required to comply
with them;

"if for duly justified reasons manufacturers do not comply with those specifications
they must adopt solutions of a level at least equivalent thereto"372,

Were such a legal instrument also be put in place for the process of designation and
surveillance in the framework directive described in Chapter 5.3.1, documents containing
provisions could be created - on a level above standardization but still below direct
European lawmaking - adapted to the European system and satisfying its requirements,
which above all would reflect the responsibility of the Member States. Unlike statutory

369 Cf. Council Decision 93/465/EEC, Article 1 of which makes reference to the guidelines contained in
the annex; cf. also Chapter 3.2.2.3, Question 2)

370 |n particular with the US Food and Drug Administration (FDA), and Health Canada.

371 Cf. Directive 98/79/EC Articles5 and 7

372 Directive 98/79/EC Article 5 (3)
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provisions, standards are developed by private organizations and are not generally
subject to any control by a body representing public authority. This leads, among other
things, to standards being developed which specify the safety level prescribed by statute
only in part or unsatisfactorily. One reason for this is the lack of participation by the
authorities, and thus the frequent imbalance between the interested parties represented on
the standards committees.

As CTS are however adopted (jointly) by the Member States, they would be a suitable
instrument on the one hand, for recognizing the responsibility for the designation and
surveillance of the bodies responsible to a Member State, and on the other, for moving
much closer towards the goal of a coherent European system by the creation of a jointly
established catal ogue of requirements.
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6 Proposalsfor harmonization of the designation and
notification proceduresfor notified bodies

In addition to harmonization of the requirements placed upon bodies seeking notification,
a need also exists for the procedures of assessment and designation to be structured
uniformly and transparently. Chapter 3 described the designation systems which may
currently be found in the individual Member States, and the proposed improvements
which have already been put forward. It was shown that the presumption of conformity
created in Council Decision 93/465/EEC cannot be maintained by the terms and that the
designating authority is responsible for assessment of the body seeking notification. In
contrast to the mechanism created in the Modules Decision - according to Annex 1.A.m),
the body to be notified presents for example (proactively) an accreditation certificate
which the designating authority must then (in response) recognize - the initiative must be
taken by the Member State. The system of designation must therefore be operated under
the responsibility of the body established or charged by the Member State for the
purpose; these bodies must themselves express the requirements to the bodies seeking
notification.

In Chapter 4.3, this view was defined with general provisions for designating authorities,
assessment and designation; at the same time, the principle was established that in the
area subject to statutory regulation, key importance is attached to the act of designation
and to the authority responsible for conducting designation.

Legally binding provisions governing how designation and in particular the procedures
for assessment and surveillance of the notified bodies are to be performed do not exist at
the present time.373

In order for an equivalent, transparent system of designation374 to be put in place,
provisions are required at different levels. These provisions concern375

e designation itself (Chapter 6.1), comprising the application submitted by a
body seeking designation, assessment for establishment of the competence,
and based upon these procedures, designation proper (act between
designating authority and body seeking notification);

¢ the notification phase (Chapter 6.2), beginning with a request by a Member
State for issue of the identification number, up to notification proper (with
scope, identification number) of the other Member States and the European
Commission, and the publication phase, i.e. publication by the European
Commission in the Official Journal of the European Communities and
maintenance of the lists/databases of notified bodies;

e gurveillance (Chapter 6.3) of the notified bodies,

which will be addressed in more detail below. Chapter 6.4 also proposes requirements to
be placed upon the designating authorities.

373 Cf. Chapter 3.3
374 Cf. SOGSN 426 EN of the 28.1.2002
375 Cf. Fig. 5in Chapter 3.3.1.2
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6.1 Designation

6.1.1 Application procedure

The assessment procedure in the context of the EN 45000 standards embodies a
requirement for the bodies to be notified to submit a minimum set of documents prior to
on-site assessment.376 This principle is also to be applied to application by a body
seeking designation.

The designating authority must request a formal application signed by an authorized
representative from the body seeking designation. The documents to be submitted with
the application must be sufficient to permit assessment of whether the minimum criteria
(cf. Chapter 5.2) are observed, at least on a theoretical basis. The following information
in particular is required for this purpose, which may be structured into four groups as for
the common elements in Chapter 5.2:

1 General information on structure and organization

Name, address, person responsible

Declaration of the structure and ownership (certificate of registration of the
company/organization)

Purpose of business

Organization, organization chart(s), description of departments and
functions, responsibilities

List of authorized signatories for conformity assessment certificates

Basic arrangements/declarations of independence, impartiality, including
information on associated bodies

Basic arrangements for assurance of confidentiality
Certificate of liability insurance

Information on financial stability, sources of income
Existing recognitions, accreditations, designations

2 Information on resources (in particular the body's personnel)

Director/deputy of the body to be designated
Quality Manager
Signature arrangements (sample signatures)

Qualification criteria and basic regulations governing authorization of the
personnel charged with conformity assessment activities, authorization
matrix, where applicable detailed up-to-date records of qualifications,
vocational experience, training, and performance assessments of the
personnel (internal and external) charged with conformity assessment
activities, procedures for authorization

376 Cf. EN 45003, Section 6.1.4 and EN 45010 Section 3.1
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Criteria for the personal and vocational independence and impartiality of
the personnel charged with conformity assessment activities

Information on initial and further training

Information on subcontractors (laboratories, experts) with a description of
their qualificationg/activities and contractual arrangements

3 Information on the processes, i.e. information on the conformity assessment
activities for which application isbeing made

Description of the scope for which application is being made (directive,
modules, products, technologies)

Genera terms of business, rules of procedure for testing and certification,
charges/price list

Quotation (example), forms (application etc.), information for customers
Contractual arrangements with customers

Description of the procedure - arrangements concerning conformity
assessment activities (including monitoring), in particular description of
examination and evaluation with respect to the basic requirements, risk
analysis, EC design examination, EC type examination, EC examination
(where applicable)

Check lists
Reporting (example audit and assessment reports)

Basic arrangements for the issuing, extension, maintenance, suspension and
withdrawal of conformity assessment certificates

Sample conformity assessment certificates, arrangements for use, etc.

Arrangements concerning changes in the requirements for conformity
assessment

4 Information on the quality management system

Quality Manual

List of applicable supporting documents (procedural and work instructions,
SOPs, etc.)

Quality policy

Basic arrangements governing the control and retention of documents and
data

Basic arrangements governing the handling of complaints and appeals
Basic arrangements governing internal audits and management assessments

The designating authority should further require that the applicant377

377 Cf.inthisregard also Certif 97/1 Rev. 3 EN of the 17.07.1998
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o fulfil at all times the obligations arising from designation, in particular duty
to report, and the regulations set forth by the designating authority

e provide in a timely fashion the information necessary for performance of
the tasks of the designating authority and the market surveillance authorities

¢ inform the manufacturer of relevant information, in particular information
obtained through co-ordination activities and interpretations of EU
directives

e participate in the co-ordination activities of the notified bodies at national
and international level

o clearly separate activities conducted in its capacity as a notified body from
other activities, and reasonably inform the manufacturer of the latter.

These obligations may also be combined with designation; the body seeking designation
should however be informed of them prior to submission of the application, for reasons
of transparency.

6.1.2 Assessment

Assessment must establish whether the body seeking designation possesses the necessary
competence for performance of conformity assessment and has introduced a management
system. This applies both to initial applications and to subsequent applications for
extension of the scope of designation.

In accordance with Chapter 4.3, "assessment” refers to a procedure "by which the
designating authority assesses whether a body satisfies the requirements set forth in laws
and regulations regarding 1. competence for generic (non-product-specific) aspects, 2.
satisfies the specific technical competence|..]".

Whereas the competence for generic aspects (1.) should be described adequately by the
common elements defined in Chapter 5.2, additional provisions are required for the
second aspect. It is important that the designating authority lay down the clearest criteria
possible for the "specific technical competence" for the performance of conformity
assessment activities covered by a directive, in order to create a transparent standard for
al parties involved. For reasons relating to competition, these criteria should preferably
be drawn up in European co-ordination committees, as only by this means can the desire
be fulfilled for equivalent notified bodies to be created. One example is the Notified
Body Operations Group set up by the Member States in the area of medical devices,
whose activities include the establishment of specific competence criteria for the
personnel of the notified bodies for special conformity assessment activities.378

The assessing body must possess suitable, competent personnel and expertise in order to
be able to assess not only the generic aspects, but also fulfilment of the criteria for the
specific technical competence. These requirements and criteria are addressed in more
detail in Chapter 6.4.

Owing to the divergence of practices in the Member States, it would also appear
appropriate to establish provisions governing the type, scale and point in time of
assessment of a body seeking designation.

378 Cf. inthisregard also Chapter 3.2.2.4
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Differences exist to some degree with regard to on-site assessment, which in some cases
is not performed until after designation. The background to this procedure is the lack of
an opportunity to examine performed conformity assessment activities, and to evaluate
the efficacy in practice of the system set up by the body, prior to the body's designation.
It has nonetheless been shown to be good practice to observe the assessment steps set
out in EN 45003 and 45010:

e Preparation

e Document examination

e On-site assessment

e Assessment report

e Evaluation and decision (cf. in this regard Chapter 6.1.3)

A suitable, modern description of these steps in this context can be found in 1SO/IEC
17011, currently being drafted, in "Genera requirements for accreditation bodies
accrediting conformity assessment bodies"’, Sections 7.5 ,, Preparation for asssessment” to
7.8 “Anaysis of findings and assessment report”. For application to notified bodies, the
formul ations should however be adapted to the terminology set forth in Chapter 4.3.

6.1.3 Establishment of competence and designation

Assessment entails establishment of whether the body seeking designation satisfies the
general requirements for competence and the specific requirements for competence
applicable to the scope in respect of which application is being made (modules, products,
technologies).

The result of assessment must be recorded in a report which addresses the general and
specific requirements relating to the scope for which application has been made. Of
essential importance is that the systems implemented by the body and the essential
arrangements must be suitable for performance of conformity assessment activities with
the highest professional integrity and the utmost technical expertise. The report should
also contain a recommendation of whether and if so for what scope379 the body should
be designated.

Establishment of the competence and the decision concerning designation on the basis of
the assessment report is to be taken by the designating authority in observance of the
"four eyes better than two" principle. Basic arrangements are required for this purpose;
these will be considered in greater detail in Chapter 6.4.

Establishment of competence is accompanied by designation in accordance with the
arrangements of the Member State concerned.380 Designation — generaly in the form of
aact of administration in Germany - may be subject to obligations by which the duties of
the notified body are established in a comprehensible manner. Examples of such
obligations include stricter duties to report or the duty to eliminate detected (noncritical)
nonconformances within a specified period. Designation must however rule out essential
nonconformances from the established requirements.

379 With regard to the scope, see Chapter 6.2.1

380 Cf. in thisregard also Chapter 3.3.1.2; it is the Member State's prerogative whether it designates (all)
technically competent bodies.
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It is also appropriate for the obligations listed at the end of Chapter 6.1.1 also to be
included in the form of obligations or ancillary provisions in order for a comprehensive
catalogue of duties of the notified body to be embodied.

6.2 Notification phase
6.2.1 Scope

An important aspect and one closely linked to notification is the scope, as it must
describe the range of activities of the notified body clearly and unambiguously with
regard both to the modules and to the products/technologies.

For bodies to be notified for the first time, in particular, it is important that the scope is
established unambiguously with regard to the products and technologies covered. At
this point, products for which the body was not able to demonstrate adequate competence
must be prevented from being included owing to unclear information. The designating
authority has a particular responsibility in this regard which it must meet i.a. by fulfilling
suitable obligations.

Closer examination of the list of bodies notified to date in Europe38l reveds an
enormous need for improvement can be observed. The practice to date for
establishment of the scope has not been co-ordinated between the Member States, and is
not questioned by the European Commission. A harmonized practice of designation with
regard to statement of the scope has neither been called for, nor has it come about. This
area has however already attracted sporadic criticism.382

Under many directives, the bodies are designated for virtually all products (cf. e.g.
99/5/EC on radio equipment and telecommunications termina equipment, 97/23/EC
concerning pressure equipment or 90/385/EEC relating to active implantable medical
devices) without closer consideration of the different product categories, groups and
technologies covered by these directives. Somewhat more detailed designations can be
found (only) for directives which contain a direct classification of the products into
categories or groups (e.g. 98/79/EC on in vitro diagnostic medical devices, 98/37/EC
relating to machinery); even in these cases, however, different manufacturing or product
technologies are not addressed, even though the requirements for testing and assessment
may vary widely.

It would appear necessary and desirable in this context for the Member States to agree on
a nomenclature or on classification of products/technologies falling under a given EU
directive prior to designation and notification, in order both to create clarity and
transparency at designation, and to contribute towards fair competition among the
notified bodies.

6.2.2 Notification

381 http://europa.eu.int/comm/enterprise/newapproach/l egisl ati on/nb/notified-bodies.htm

382 Cf. "Report on the Functioning of the Medical Devices Directive (93/42/EEC of 14 June 1993)" of the
Medical Devices Experts  Group, Section 7.3.1, in the Internet at:
http://europa.eu.int/comm/enterprise/medical _devices/finalreport5-6-02corl 3-july02.pdf
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The act of designation conducted between designating authority and conformity
assessment body is followed by notification383 of the body to the other Member States
and to the European Commission.

The procedure followed in the past384 together with the form employed has been
shown, upon closer consideration, not to have been effective, and should be revised.
Thisform contains only a small number of mandatory items:

e Name, company logo, address, telephone number, fax number of the body
e |dentification number of the body

e Period of validity of notification (unlimited, date valid until)

e Technical competence of the body (accreditation or other evidence)385

e Tasks of the body (product/product range, procedures/modules,
articles/annexes of the directive)

Interestingly, the European Commission386 was not originally stated officially as the
party to which the form is directed, but received only a copy of the notification, which
was directed in the first instance at the Member States. Only in the more recent editions
does the European Commission appear before the other Member States (which are
treated equally).

The Commission must however be accorded the central role, not least as intended by the
above definition, as a consistent list may be maintained only through centralized
administration of both the identification numbers and the bodies notified under the
various directives. In the era of electronic communications, it should be considered
whether and to what extent an electronic, database-oriented notification procedure can be
set up by the Commission, by which a publicly accessible online database can be
operated and maintained up-to-date.

The procedure followed to date presents a danger that bodies designated under different
directives may be assigned multiple identification numbers, contrary to the
provisions387, or that an identification number assigned to a body may be assigned to
severa legal persons when parts of the business are set up as separate units. An online
process would also enable changes of address or the relatively frequent changes of names
and/or legal form of a notified body to be effected centrally and for al areas of directives,
which would result in a substantial enhancement of data integrity in comparison with the
present system.

383 Refer also to the definition in Chapter 4.3

384 Described in: Certif 93/1 Rev. 3 and in Commission document Directorate-General Industry 111 B/3
EMP of 7.2.1994

385 The form was subject in this regard to interim revision in 1997 by a "Note for the Attention of the
Senior Officials Group on Standardisation* (DG Industry 111/B/4/AL D(97)), and now makes
provision for statement of the standard(s) in the EN 45000 series or other basis for an accreditation or
the assessment. The terms of this revised form are also employed for the MRAS; in this case, it is
extended by the item "Designation Procedure used to determine the competence of the proposed CAB
to apply conformity assessment requirements and procedures identified in the legidative, regulatory
and administrative provision of the EU" (Certif 96/3 Rev. 4.03 EN of 1.3.1999). Cf. however the
commentsin Chapter 3.3.

386 Cf. Commission document DG Industry |11/B/3 EMP of 7.2.1994, annex

387 For example, Prif- und Forschungsinstitut fir die Schuhherstellung e.V. has been assigned the
identification numbers 193 and 713, and LGA Bayern the identification numbers 125 and 780.
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Here too, issuing of the identification number could be controlled easily, as each body
not yet notified could be "automatically" assigned the next "free" identification number.

A procedure would have to be set up for this purpose in conjunction with the Member
States by which the designation/notification authority concerned388 makes recourse to
the data already available for the body concerned when notifying. Should discrepancies
be noted between the existing and the new notification data, they must be clarified
between the institutions invol ved within the notifying country, as this country alone bears
responsibility for the bodies within its jurisdiction. A procedure of this kind would have
the benefit that the database would always contain relatively up-to-date data.

Revision of the system should also include discussion of the aspect of the period for
which designation is valid. The practice of many Member States of permanent
designation leads to a risk that once designated, the standards of bodies may not be
maintained. In the interests of alignment with international practice, the practice of
permanent designation should be abandoned, as is already the norm for conformity
assessments and also for accreditation and recognition procedures.389

6.2.3 Publication

As they result in data being much more up-to-date than that available through the
traditional mechanism of publication in official organs, publicly accessible online
databases or at least frequently updatable extracts (reports) from such databases are
gaining ground in certain areas3%0. Such a process should be added to the duty of
publication in the Official Journa of the European Communities required by the New
Approach Directives.

The two modes of publication should exist in parallel. However, since in practice
consolidated lists of notified bodies are currently published only sporadically in the
Official Journal of the European Communities391, concerted efforts should be made to
revive this traditional process and to enhance itslegal statusin order for it to be regarded
(once again) as an official announcement and thus as formal conclusion of a legal
instrument.

6.3 Monitoring

388 The tasks and responsibilities for designation and notification may be organized separately or
combined within the same body in the Member States.

389 Cf. e.g. § 15 Paragraph 1 of the MPG in Annex C.

390 cf. for example the lists of the responsible authorities in the area of medical devices, the latest status
of which is now accessible following creation of an electronic notification procedure at
www.dimdi.de

391 Cf. http://europa.eu.int/commy/enterprise/newapproach/legislation/nb/notified-bodieshtm. The most
recent publications in OJ C 292, 13.10.2000 and OJ C 129, 30.04.2001 contain notifications only up
to 15.03.2001.
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The Member States are obliged to satisfy themselves that the notified bodies permanently
meet the applicable requirements.392 This means that designation must be followed by a
system of surveillance.

6.3.1 General provisions

The provisions established in standards EN 45003 and 45010393 provide a sound basis
for surveillance in this context. Upon closer inspection, however, they are seen not to be
adequate for assurance of a uniform standard of surveillance, owing to differences
between conformity assessment activities and products/technologies. This aspect was
addressed during revision of this standard in prEN 1SO/IEC 17011, Section 7.11 of
which makes conscious provision for "andere Uberwachungstitigkeiten" in addition to
the regular on-site inspections. Examples stated include questionnaires presented to the
conformity assessment body, the examination of declarations made by the conformity
assessment body, and the making available of documents and records or the viewing of
results of participation in qualification tests.

With regard to the intervals of on-site inspections, too, prEN 1SO/IEC 17011 makes
provision for an arrangement more suited to practical circumstances than was the case in
EN 45010. Whereas previously, a period of over a year was hardly considered
suitable394, the new draft standard includes the provision that the intervals between on-
site inspections depend upon the stability demonstrated for the services of the conformity
assessment body. A note contains the sensible recommendation that the first on-site
ingpection should be performed not later than 12 months after establishment of
competence.395

6.3.2 Dedicated arrangementsfor specific directives

The above provisions may certainly be regarded as a suitable basis. In the interests of
harmonized designation and surveillance practice throughout Europe, however, specific
provisions would appear necessary which should be dependent upon the nature of the
conformity assessment activities (conformity with the basic requirements or with
standards, product inspections or assessments of QA systems) and the hazards presented
by the products; alignment extending across al areas of the directives might result in
arrangements being harmonized at alow standard.

Based upon the minimum requirements contained in the standards, dedicated provisions
for specific directives should preferably be drafted in co-ordination groups3% of the
designating authorities responsible for the directive concerned. In addition to the specific
requirements placed upon the specific technical competence of the bodies, the
arrangements for assessment and monitoring should also be established. These should in
particular describe

¢ the nature of the surveillance measures, e.g.

392 See Chapter 3.3.1.3

393 Cf. e.g. EN 45010 Section 3.5

394 Cf. EN 45010, note to Section 3.5.1

395 Cf. prEN ISO/IEC 17011: 2002 7.11.2

396 Cf. the Notified Body Operations Group in the area of medical devices.
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» (regular) on-site
» observed audits (in the case of modules for assessment of QA systems)
» witness tests (in the case of modules for product examination)

o their scope (for example specification of the minimum duration, scale and
depth of sampling, inclusion of subsidiaries - including activities in foreign
countries - and subcontractors in surveillance), and

e their frequency (e.g. routine surveillance, surveillance under special
circumstances).

The performance or initiation of qualification testsis also possible.

6.3.3 Measuresin responseto surveillance measures

The objective of surveillance is for the Member States to satisfy themselves that the
notified bodies meet at all times the requirements applicable to them and that conformity
assessment certificates are rightfully being issued by the designated bodies.

Depending upon the result of the surveillance activity, different measur es to be taken by
the designating authority may be necessary in order to assure the desired situation. The
scale of these measures ranges from simple corrective action to be taken by the notified
body (e.g. the revison of procedural instructions) through rework (repeat of
examinations/audits), to partial (restriction of the scope) or complete revocation of
designation.

Once again, the objective must be to establish harmonized requirements throughout
Europe to the extent possible in order to guarantee a quality standard suitable for the
product concerned, and also to create a level playing-field for competing notified bodies.
The provisions of prEN ISO/IEC 17011 may serve as a basis, but are hardly adequate on
their own for a uniform Europe-wide monitoring system.

It appears once again advisable to draw up catalogues of criteriain co-ordinating groups
for designating authorities and specific directives. In order to create a collection of
examples, these catalogues of criteria should list provisions with comparable
consequences and describe the reasonable measures of the designating authority. The
"Designating Authorities Handbook" of the Notified Body Operations Group in the area
of medical devices, currently being developed, which pursues this philosophy in an
exemplary fashion, is cited here as an example.

6.4 Requirements placed upon designating authorities

Chapter 3.3.3 described the requirements placed to date upon designating authorities, and
stated that these are not generally binding. As a first step towards improvement of the
situation, the term "designating authority” was defined in Chapter 4.3. The term
"designation” presupposes that assessment must have been completed successfully prior
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to the act of designation. For the purpose of assessment and monitoring, this body may
also be an accreditation body397.

In the interests of a uniform and transparent system of designation and monitoring it
appears appropriate to establish minimum requirements for the designating authorities.
The common elements for conformity assessment bodies described in Chapter 5.2,
divided into requirements to be placed upon

e thestructure,

e theresources,

e the process and

e the management system

may for the greater part be adopted for the activities of the designating authority. For
the most part, these requirements also essentially address the terms of the future EN
ISO/IEC 17011, even though the latter have been adapted both in terminology and in
certain provisions to the requirements and particular features of the designating
authorities within the context of the New Approach.

With the change to "designating authority” in place of "conformity assessment body" and
the adaptations under "conformity assessment activities' and the "issuing ... of
conformity assessment certificates' to the terminology of the "designation”, the
formulations in Chapter 5.2 are aso largely valid in this case. Discrepancies or
particular features derive in particular in the case of requirements concerning legal
responsibility, independence and impartiality (see Chapter 6.4.1, structure) and in the
description of the common process elements (see Chapter 6.4.3). Where changes are
required in particular paragraphs only, the remaining requirements listed in Chapter 5.2
have not been repeated, and should therefore be consulted there.

6.4.1 Structure

1 Legal responsibility

The designating authority shall be alegal person established by or representing a
Member State or a part of such alega person. Should the designating authority be
part of a larger governmental entity, the Member State shall be responsible for
ensuring that no conflicts of interest with the conformity assessment bodies to be
notified or with market surveillance authorities may arise during the performance
of the designating authority's activities. Pursuant to the following provisions, the
designating authority is regarded as a "registered legal person”.

Note: should in exceptional cases the designating authority, the conformity
assessment bodies to be notified or the market surveillance authorities in a
Member State be responsible to the same authority, the areas of competence shall
be organized such that no conflict of interest exists between the two bodies.398

2 Organization and responsibilities

397 The statements below applicable to designating authorities may therefore also be applied to
accreditation bodies in the case of assessment and monitoring.

398 Based upon Blue Guide, Section 8.1, p. 54
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2.2

3.2

3.3

34

3.5

3.6

3.7

3.8

The designating authority shall possess the authority and responsibility to
designate, monitor, suspend designation, lift suspension or withdraw or revoke
designation for the conformity assessment bodies falling within its jurisdiction.

Independence and impartiality

The designating authority shall be organized and operated in such a manner that
the independence, objectivity and impartiality in its activities are assured, and
shall possess a documented structure for assurance of itsimpartiality.

The arrangements and procedures of the designating authority shall not be
discriminatory and shall be carried out in a nondiscriminatory manner. The
designating authority shall make its services available to all applicants whose
wish for conformity assessment falls within the body's area of responsibility.

Note: political decisions by the Member State may lead to restrictions regarding
the type or number of the bodies to be notified.

The designating authority, its top-level management, and the personnel charged
with performing assessment and surveillance shall be independent of the bodies to
be notified.

Note: observe in thisregard the note to 1, Legal responsibility.

The designating authority and its personnel shall perform their tasks independent
of any influence, particularly of a financial nature, upon their evaluation and its
results, in particular influence by persons or groups of persons with an interest in
the results of the activities.

The designating authority shall ensure that all decisions are reached by competent
persons or bodies who are not identical to those who performed the corresponding
assessment activities.

The designating authority and other parts of the legal person of which it forms a
part and their personnel shall not perform or offer to perform any activity which
jeopardizes their impartiality or cals into question the confidence in their
competence, objectivity, impartiality or independence.

Note: observe in thisregard the note to 1, Legal responsibility.

The activities of the designating authority shall not be presented as if they were
related to a consultancy function. No statement or implication may be issued
which could suggest that designation might be effected more simply, more easily,
more quickly or more economically were use to be made of a certain person or
certain persons or consultancy.

The designating authority shall ensure that the activities of associated bodies do
not jeopardize the confidentiality, objectivity or impartiality of its activities. An
associated body may however offer or deliver conformity assessment services
which fall within the competence of the designating authority, provided the
associated body has (vis-a-vis the designating authority):

a) adifferent top-level management for the activities described in Chapter 6.4.4;

b) at its disposal personnel different to those involved in the designation
processes,

¢) no means of influencing the result of an assessment.
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Note: in the context of Section 1, a separate part of the public administration
outside the designating authority shall be regarded as an associated body.

Confidentiality and secrecy

Confidentia information may be passed on only within the scope of the statutory
arrangements.

Liability
- to beregulated at Member State level -

Financial stability

The designating authority shall have at its disposal the financial resources
required for performance of its business operations. The designating authority
shall be in possession of a description of its source(s) of income.

Participation in co-ordination activities

The designating authority shall participate in co-ordination groups organized by
Member States or by the European Commission within the context of directivesin
order to attain maximum coherence of the designation and surveillance activities.

6.4.2 Resources

requirements contained in Chapter 5.2.2 concerning the resources of the body to be
notified correspond largely to those for the designating authorities; the requirements need
not therefore be repeated here.

6.4.3 Process

The process of designation is based upon the conformity assessment procedures
established in the relevant directives and the criteria applicable to notified bodies. In the
performance of the designation procedures the designating authority must satisfy the
following generic requirements, which correspond largely to the common process
elements listed in Chapter 5.2.3:

1

Contractual arrangement with the customer

The designating authority shall require a formal application signed by an
authorized representative of the applicant. This application shall contain the
information required by law and necessary for performance of designation.

Subcontracting

In the absence of provisions to the contrary in laws and regulations, the
designating authority may transfer certain activities - such as assessments - to
subcontractors. With the exception of Section 2.7, the requirements set forth in
Chapter 5.2.3 are applicable.
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4.3

4.4

6.2

Use of reports submitted by the applicant

The designating authority may consider reports submitted by the applicant in its
assessment procedure. This does not however absolve it of its responsibility for
establishing either the competence for generic (non-product-specific) aspects or
the technical competence pertaining to the directive concerned (cf. Chapter 6.1.2).
The requirements proposed for conformity assessment bodies in Chapter 5.2.3
may thus be applied here accordingly.

Decision-making process
The requirements proposed in Chapter 5.2.3, Sections 4.1 and 4.2 for conformity
assessment bodies apply accordingly for designating authorities.

Provided the requirements are met, the conformity assessment body shall be
designated by the designating authority, and notified by the Member State to the
European Commission and the other Member States in accordance with the
established procedure.

Designation and notification must satisfy the provisions set forth in the laws and
regulations or agreed in co-ordination groups in accordance with Chapter 6.4.1
Section 7.

Records

The requirements proposed for conformity assessment bodies shall apply
accordingly for designating authorities.

Referenceto designation

The designating authority shall take effective measures to ensure that the notified
bodies

a) satisfy in full the requirements of the designating authority where reference is
made to their designation in communication media such as the Internet,
documents, brochures or publicity material;

b) make no reference to designation for branches or activities which are not
covered by designation;

¢) make no statement with regard to their designation which could be regarded by
the designating authority as misleading or unjustified;

d) ensure that no report or certificate or part thereof is used in a misleading
manner;

e) where their designation is suspended or withdrawn (irrespective of the
circumstances of such a decision), thereafter make no further use of any
publicity drawing attention to their former status;

f) do not exploit their designation in a manner from which it may be concluded
that the designating authority has deemed a product, process, system or person
to be compliant with directives.

The designating authority must take suitable measures to deal with improper
references to the designated status or abuse of the use of markings in
advertisements, catal ogues, etc.
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7 Duty toreport

The requirements proposed for conformity assessment bodies with regard to
information vis-a-vis applicants (Chapter 5.2.3 Section 7.1 vis-&Vvis customers)
and Third Parties (Section 7.3) apply accordingly to designating authorities. The
corresponding requirements vis-a-vis authorities (Section 7.2) are subject to the
relevant national statutory arrangements.

6.4.4 Management systems

The designating authority shall introduce, implement and maintain a management system
and continually improve the latter's effectiveness in compliance with the requirements
laid down for designating authorities.

The genera requirements placed upon the management systems of conformity
assessment bodies defined in Chapter 5.2.4 apply aso and correspondingly to
designating authorities. The requirements need not therefore be repeated here.

6.4.5 Detailed provisionsin support of individual directives

As already discussed at several pointsin previous sections, it would appear imperative in
the interests of a Europe-wide harmonized and transparent designation and surveillance
system to create detailed provisions in support of specific directives for the work of the
designating authorities, in addition to the general requirements formulated here.

Such provisions, governing for example specific competence criteria, assessment and
monitoring arrangements, scale and interval of sampling399, should where possible be
established in European co-ordination committees of the designating authorities
responsible for the directive concerned and, where necessary, with the involvement of the
interested parties.

According to the arrangements for the notification system400, structures must in addition
be created in the Member States which ensure that notification can be performed in a
timely fashion and in consideration of the data already in existence for the body
concerned under individual directives and that clarification between the institutions
involved is possible in the event of discrepancies of the data. Details of these structures
cannot however be discussed until the procedure has been re-established.

399 Cf. Chapter 6.3.2
400 Cf. Chapter 6.2.2
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7 " Common elements' in EU agreementswith third
countriesand in other international agreements

The "common elements’ proposed in the present study for conformity assessment bodies
describe minimum requirements for their assessment. These requirements may be
implemented in the form of EU directives, standards, guidance documents, or "common
technical specifications'. The benefits and drawbacks of the various aternatives have
been discussed in Chapter 5.3.

Should the "common elements' be described in the form of a standard, the provisions of
the WTO-TBT Agreement must be observed. A standard should be introduced in line
with the standards of the international standards organizations which already exist or are
in preparation. As the "common elements’ proposed in the present study are aimed at
conformity assessment bodies on the European Single Market and their terms may not
conform to the international standard in development, Chapter 7.1 is to address the
question of whether a European standard may be introduced in competition with an
international standard.

The terminology employed was defined in the course of drafting of the "common
elements’ for conformity assessment bodies?0l. Attention was paid to compatibility
between the definitions and the terms of the agreements between the EU and third
countries. This is particularly important, as provision is made in the MRAs - eg.
according to Article 1 (2) of the MRA-USA framework agreement - that the terminology
in the agreements should take priority should contradictions arise to the terminology used
in internationally recognized documents. Should the terminology of the "common
elements’ and their definitions depart from those of the agreement, a risk consequently
exists of their not being implemented in agreements.

Chapter 7.2 examines first and foremost the extent to which "common elements® for
conformity assessment bodies?02 and the uniform definitions may contribute towards
solution of the essential problems associated with particular agreements.403 As the
"common elements’ naturally contribute to the resolving of problems only if they are
considered in the agreements and if in the process the structure and substantial
framework of the agreements is preserved, these aspects will also be considered in the
present chapter.

7.1 WTO-TBT Agreement

Should the "common elements’ be implemented in the form of a standard, it must be
ensured that this standard conforms, where possible, to the relevant international
standards aready in existence or currently under development. Local exceptions are

401 See Chapter 4.3

402 The "common elements’ for designating authorities proposed in Chapter 6.4 are also considered (in
Chapter 7.2.1.2); the focus is however upon the "common elements’ for conformity assessment
bodies.

403 Only the most significant problems will be addressed at this stage. Numerous benefits, including for
the agreements, can be derived directly from the discussions in Chapters 5 and 6.
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however possible for cases in which the international standards do not make allowance
for essential local requirements404,

The standards organization 1 SO/CASCO, which is aso active in the area of "common
elements’, is interested in a system of conformity assessment activities which may be
applied worldwide. this could result in the body of standards currently undergoing
development not satisfying the requirements of the EU's New Approach.405 One
potential reason for thisisthat the international standards organization intends to adhere
to the former concept by which standards are oriented towards the different bodies, i.e.
dedicated standards for accreditation bodies, laboratories, inspection bodies and
certification bodies for products, systems and personnel.

Conversely, the European system requires solutions which unite the requirements for
test and calibration laboratories, inspection bodies, and product, system and personnel
certification bodies an a form of basic standard. These solutions should specify in detail
the minimum criteria placed by EU directives upon bodies to be notified, and establish in
a comprehensible manner the requirements for bodies to be notified with regard both to
the structural and organizational aspects, and to the conformity assessments to be
performed by the body within the concept of the individual modules. Only by this means
can the safety of products distributed within the European Single Market be assured.

The "common elements’ as proposed in the present study underpin the New Approach
and thus contribute towards the safety of products distributed within the European Single
Market. According to Article 2.4. of the WTO-TBT Agreement, a European standard in
competition with the international body of standards may be developed should the latter
fail to provide adequate means for attainment of the justified objectives of the EU406,

Where it publishes a European standard which departs from the international standard,
the EU must publish its introduction at a suitable point in time in order for the parties to
the WTO-TBT Agreement to become aware of the fact407. In addition, it must make the
standard available to other parties to the WTO-TBT Agreement upon request, and mark
the parts which depart from the relevant international standard.408

7.2 EU agreementswith third countries

Analysis of the agreements has revealed the possibility of difficulties of interpretation
of these agreements, in particular the MRAs. Chapter 7.2.1 examines the extent to
which the "common elements’ and the definitions proposed for the terms employed may
contribute towards the solution of essential problems. This is possible only if they are
given consideration in the agreements - in the form of a standard, an EU directive, a
guidance document, or Common Technical Specifications. This possible procedure for
implementation is described in Chapter 7.2.2. Attention should be paid to observance of
the structure and substantial framework of the agreements. Whether this is possible is
discussed in Chapter 7.2.3.

404 See Article 2.4 of the WTO-TBT Agreement, and also Chapter 1.3.2.1
405 See also Chapter 5.3.2

406 See Chapter 1.3.2.1

407 See Article. 2.9.1. of the WTO-TBT Agreement

408 See Article 2.9.3. of the WTO-TBT Agreement
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7.2.1 Solution of existing problems

In the context of analysis of agreements between the EU and third countries,
uncertainties have arisen with regard to assessment, the area of activity of the designating
authority, and the act of designation. The extent to which the "common elements” and the
definitions proposed for the terminology employed may contribute towards resolving the
problems is discussed below.

7.2.1.1 Assessment

The designating authorities designate bodies for the performance of conformity
assessments within the context of the MRA only when they understand the requirements
and procedures for conformity assessment set forth in the laws and regulations of the
opposite party to the agreement, have experience with them, and are capable of applying
them409, They must therefore be technically competent. With the exception of the
assessment of conformity assessment bodies for the area of medical devices within the
territory subject to the MRA-USA, the competence is evaluated410 on the basis of
relevant international documents, the EN 45000 series of standards, and the 1SO/IEC
guidance documents.

Assessment on the basis of the normative documents stated above results in the
possibility of different standards for conformity assessment systems arising within the
territory subject to an MRA, asin the European Single Market.

Assessment may be performed by accreditation or by other means, according to the text
of the agreements.411l Successful accreditation is assumed in the context of the
MRAs#12

e when the accreditation procedure is performed in accordance with the
relevant international documents, and either

e the accreditation bodies are party to an agreement upon reciprocal
recognition (MLA), or

e in the absence of an MLA, the accreditation bodies are involved in
procedures for comparative programmes and the exchange of technical
information in accordance with procedures to be agreed.

The agreements therefore require the accreditation bodies to be party to an MLA or
corresponding procedure in order to assure the most uniform standard possible for
accreditation systems. This is to permit the presumption that a uniform standard also
exists for the conformity assessment systems.

409 See Article 2 of the annex to the MRA-Australia

410 Cf. Chapter 3.4.1.3

411 The principle proposed in Chapter 6, i.e. that the designating authority itself should formulate the
requirements for an assessment, should however also be adopted in the MRA. The concept also
followed in the MRA by which the body to be notified proactively submits evidence of accreditation
and the designating authority is obliged to accept such evidence would not appear to be conducive to
attainment of the objective. No conclusion may however be drawn regarding whether and to what
extent this new principle can be implemented in the MRAS.

412 cf. eg. Article 6 Item @) of the annex to the MRA-Australia
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The introduction of the "common elements’ for conformity assessment bodies
establishes a uniform standard for the requirements for bodies to be notified. Should the
conformity assessment bodies be examined on the basis of the "common elements’, this
thereby contributes towards any disparity between the standards of the conformity
assessment systems being eliminated.

An MLA could therefore render the "common elements’ for conformity assessment
bodies superfluous should this represent the sole reason for its legal validity, as the
requirements for bodies to be notified would be examined differently according to the
party to the agreement. The accreditation bodies are however subject to additional
evaluation by recognized experts in the field concerned (peer evaluation) during their in
an MLA. The technical competence of the accreditation bodies and the establishment of
this competence is necessary in order for the system of reciprocal recognition of the
conformity assessment bodies to be able to function. The MLA will thus continue to be
an essential component of the system.

Should the accreditation bodies not have acceded to an MLA, they must take part in
progranmes for comparison of their activity and for the exchange of technical
experience. In this case, too, these programmes should be retained. The accreditation
bodies aim for close co-operation in the course of these programmes and are also subject
here to peer evaluation.

In the absence of an accreditation system?13, the designating authority requires
alternative evidence from the conformity assessment bodies of their competence. Such
evidence may take the form of414:

e accession to regional/international agreements governing reciprocal
recognition;

e participation in conformity assessment systems;
e regular examination by experts (peer evaluation);
e qualifying examinations,

e comparison of conformity assessment bodies.

In this context, the " common elements’ may serve the conformity assessment bodies,
where they accede to agreements on the reciprocal recognition of their activity or
collaborate in international conformity assessment systems, as a basis for negotiation.
The "common elements’ may serve as a standard in examinations or comparisons of
conformity assessment bodies. This will lead to a largely harmonized standard for
conformity assessment systems.

7.2.1.2 Designating authority

A significant area of difficulty with regard to the designating authorities are the
contradictions in the MRAs concerning their authority and competence. On the one
hand, the parties to the contract ensure — for example in accordance with Article VI (1) of
the MRA-Canada framework agreement — that the designating authorities possess the
requisite authority and technical competence to designate or monitor conformity

413 cf. aso footnote in this regard 152
414 Cf. inthisregard Article 6 Item b) of the annex to the MRA-Australia
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assessment bodies, to delete them from the sectoral annexes, or to suspend them.
Conversely, the definitions in the respective Article 1 of the MRASs require only that the
designating authority415 be authorized to designate conformity assessment bodies, to
monitor them, to suspend them, to lift suspension, or to withdraw or revoke their
designation416

The "common elements’ for designating authorities and the definitions proposed in
Chapter 4.3 for the designating authorities har monize the contradicting provisionsin the
agreements. This enables the ambiguities concerning the area of activity of the
designating authority in practice to be eliminated. The designating authority must - as in
the European Single Market - satisfy certain requirements in order for a uniform,
transparent system of designation and monitoring to be created. These requirements
relate to the structure, the resources, the processes and the management system of the
designating authority417. A further recommendation is that, smilar to the proposals for
the New Approach in Chapter 6, the existing principle - by which the body to be
designated presents evidence of accreditation and the designating authority is obliged to
accept it - be reversed. An arrangement in the MRASs by which the designating authority
presents its requirements would also be appropriate418,

7.2.1.3 Act of designation

According to Article 1 of the MRA-Australia framework directive, the conformity
assessment body is empowered by the designating authority to perform conformity
assessments. Accordingly, it may assume its activities following designation. This
interpretation is to be deemed unacceptable, as the body is authorized to perform
assessments only once the Joint Committee has given its unanimous approval and the
conformity assessment body has been included in the sectoral annex419,

The designating authority thus formally recognizes by the act of designation that the
conformity assessment body possesses adequate technical competence to perform its
activities#20. It is not able to authorize the body to perform conformity assessments
within the scope of the agreement.

The definition contained in the MRA concerning designation departs from the terms of
the agreement. In order to avoid ambiguity regarding the point in time from which the
conformity assessment body may commence its activities within the scope of the
agreement, the definition must be brought into line with the content. The definition of
designation proposed during development of the "common elements’ should also
provide orientation in this context421,

7.2.2 Process of implementation

415 Seefor example Article 1 (1) of the MRA-Australia framework agreement

416 For details, see Chapter 3.4.1.3

417 See Chapter 6.4

418 cf. Also footnote 152

419 See Chapter 3.4.1.2

420 This issue has been addressed only in the MRA-Canada; see Article VII (3) of the MRA-Canada
framework agreement.

421 See Chapter 4.3
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The "common elements’ may serve as a solution to the problems of third-country
agreements only if they are addressed within the MRA and PECA agreements, either in
the form of an EU directive, standards, a guidance document, or "common technical
specifications'. This possible implementation differs according to whether it is applied to
an MRA or PECA, and according to the implementation of the "common elements’.

7221 MRAs

The EU has concluded MRAs with selected third countries. The MRAS have been
concluded solely in order to formalize the reciprocal acceptance of the conformity
assessments. Reciprocal recognition of the laws and regulations is not intended.

In order for the system of reciprocal recognition of conformity assessments to function,
the parties to the agreement must observe the laws and regulations of the opposite party
to the agreement as listed in the sectoral annexes of the MRA. In addition, reference is
made in the sectoral annexes and the supplementary separate annexes of the MRAS to
relevant international documents such as the EN 45000 series of standards and the
ISO/IEC guidance documents and to documents for their interpretation which are to be
observed in equal measure by the two parties to the agreement. These documents are
however subordinate to the relevant laws and regulations of the parties to the agreement.
In general, the MRAs explicitly identify all laws and regulations and internationally
recognized documents which are to be observed by the parties to the agreement. Only the
documents concerning interpretation of the internationally recognized documents are not
referred to explicitly.

The consideration of the "common elements’ in the MRASs is thus dependent upon
their implementation:

in theform of EU directives,

in the form of standards,

in the form of guidance documents, or

in the form of "common technical specifications' (CTS)422,

Where the "common elements' are implemented in the form of an EU directive423, the
EU must inform the opposite party to the MRA concerned of the change to the laws and
regulations not later than 60 days prior to entry into force of the EU directive424. As the
changes concerning introduction of the "common elements” do not concern safety or the
protection of health or the environment, no urgent measures are necessary which require
the party to the agreement to be informed earlier42s,

The question arises as to whether the amended or new laws and regulations relevant
within the context of the MRA come into force at the same point in time as on the
territory of the party to the agreement which passed them. The framework agreement

422 CTS may be classified as laws and regulations, as they are subordinate to a specific EU directive;
conversely, they may be classified as standards, as they constitute a normative document; cf. Chapter
5.3. Depending upon their classification, the conclusions of the present chapter concerning EU
directives or standards respectively should be consulted.

423 |mplementation may be effected either by harmonization of the existing directives, or by the creation
of across-sector framework directive; see Chapter 5.3

424 Seefor example Article 12 (2) of the MRA-USA framework agreement

425 Seefor example Article 12 (2) of the MRA-USA framework agreement
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contains no corresponding provision in this respect; a specific provision of this kind
would have to be made in the sectoral annexes.

This issue has barely been addressed in the arrangements for the sectoral annexes. In
accordance with Article 5 (VII) of the sectoral annex of the MRA-USA governing
telecommuni cations equipment, the amended or new laws and regulations which concern
the sectoral annexes thus come into force at the same point in time as on the territory of
the party to the agreement responsible for issuing them. As they are brought into force
the sectoral annex governing telecommunications equipment is adapted by the parties to
the agreement.

An arrangement of this kind is testimony to the parties confidence in the respective
safety standards of the opposing party to the agreement, and is comparatively rare.
Should such an arrangement not be documented in the sectoral annex, the Joint
Committee must rule upon the amendment or introduction of the laws and regulations
and the associated change to the sectoral annex426. A unanimous decision must be
reached in the Joint Committee. Each party to the agreement has one vote427. As the EU
must inform the opposite party to the agreement of the introduction of the "common
elements’ in the form of an EU directive 60 days prior to their coming into force, ajoint
decision may still be reached in the Joint Committee prior to the EU directive coming
into force, in order for the directive also to be relevant for the MRA when it takes effect
in the EU. This depends, however, upon the Joint Committee convening in time.

The frequency at which the Joint Committee convenes is not governed in all MRAs428,
As it can be assumed that uniform arrangements exist for all MRAS, however429, it can
be assumed, in accordance with Article 12 (3) of the MRA-Australia framework
agreement, that the Joint Committee convenes annually, and that additional sessions may
be convened at the request of the parties to the agreement. This being the case, the
amendment or introduction of laws and regulations with a bearing upon the conformity
assessment procedure of a party to the agreement within the context of the MRA could,
in the absence in the sectoral annex of a provision governing simultaneous entry into
force, come into force at the same point in time as on the territory of the opposite party,
provided assent is given by the Joint Committee.

Provided they are implemented in the form of a standard, the "common elements’ are
included in the MRA when the Joint Committee unanimously assents to the change.430
The standards listed to date in the agreements are internationally recognized documents.
These standards have therefore come into being through standardization activity by
ISO/CASCO. Should the "common elements’ now be implemented in a European
standard, a possibility exists of the request by the EU to have this European standard
included in the MRA being rejected by the third country, despite the far-reaching
agreement of the "common elements’ of the present study with those of 1SO/CASCO431,

426 Seefor example Article 21 (2) of the MRA-USA framework agreement.
427 Seefor example Article 14 (3) of the MRA-USA framework agreement
428 A corresponding provision is not found in the MRA-USA.

429 Harmonized system within the EU; see Certif. 96/3 Rev. 6 EN.

430 Seefor example Article 21 (2) of the MRA-USA framework agreement.
431 For further reasons, see Chapter 7.2.3.
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In contrast to EU directives, standards or CTS, guidance documents are not included in
the MRA by joint decision of the Joint Committee.

The guidance document is not binding upon the parties to the agreement. As shown by
practical experience in the case of the MEDDEV 2.10/2 guidance document drafted by
the EU, the guidance document nevertheless constitutes an important document for
alignment of the conformity assessment systems. The document was created for the
assessment of conformity assessment bodies for the European Single Market, and is an
important instrument, even in the absence of legal force and explicit reference, for
examination of the requirements placed upon conformity assessment bodies within the
scope of the MRA.

The relevance of the guidance document can also be seen from the fact that the criteria
provided as examples for demonstration of the technical competence of the conformity
assessment bodies are based both upon internationally recognized documents, and upon
specific documents concerning their interpretation, which are drawn upon the basis of
need432, These specific documents are guidance documents, in the sense referred to here.
The abstract reference to them indicates that the guidance documents are not binding, but
that the responsible bodies and authorities are nevertheless advised to observe them
during their activities.

7222 PECAs

As third countries with each of which the EU has concluded a PECA in the context of the
bilateral Europe Agreement, Hungary and the Czech Republic must bring their relevant
regulations into line with the technical regulations of the Community and with the
European standards#33. These countries further undertake to maintain Community law,
including in the areas of standardization, conformity assessment, market surveillance,
and general product safety434. The reason for this is the progressive political and
economic integration of these third countries into the EU.

They must therefore transpose into national law the changes in community law which
arise subsequent to conclusion of the PECA. With the implementation of the "common
elements” within the EU, Hungary and the Czech Republic must likewise observe them
in their national regulations.

7.2.3 Influence upon structure and content

In the implementation of the "common elements’ in the MRAS as described above43s it
must be assured that the existing structure and the substantial framework of the MRASs is
retained, as both are the expression of negotiations, in some cases protracted, between the
parties to the agreement. Should this requirement not be observed, the result may be that

432 Cf. for example Article 4 of the annex of MRA-Australia

433 Refer for example to Article 75 (1) of the EA-CZ

434 seefor example Article 3 of the PECA-CZ

435 The procedures for designation and surveillance of the conformity assessment bodies are not
established in the PECAs owing to the particular situation whereby the third countries adopt
Community legidation in their national regulations. The requirements placed upon bodies to be
notified do not therefore form a direct component of the agreement. The PECA will not therefore be
considered further in the study.
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the "common elements’ are not observed by the third countries in the context of the
MRAs.

7.2.3.1 Basic structure

The agreements between the EU and third countries for reciprocal recognition of
conformity assessment systems are based upon the specimen agreement drawn up on
the basis of Council Decision of 21 September 1992436. This specimen agreement served
as a negotiating directive during drafting of the agreements, and has been adopted largely
verbatim. According to the specimen agreement, two alter natives exist for the point in
the agreement at which the requirements to be placed upon bodies to be notified, which
are described in detail by the "common elements’, may be defined.

Firstly, the requirements to be placed upon the bodies to be notified may be
implemented — asis the case in the MRA-Australia, MRA-Canada and MRA-Switzerland
— as follows: in a separate annex to the framework, "procedures for the designation and
monitoring of conformity assessment bodies’, which draws no distinction between the
parties to the agreement; and additionally in a corresponding section in the sectoral
annexes concerning the "procedures for designating conformity assessment bodies’,
which in this case does distinguish between the parties to the agreement.

The advantage here is that the general requirements to be placed upon bodies to be
notified can be described in detail in the separate annex. The drawback is that the
separate annex refers to "internationally recognized documents' and the facility is thus
excluded - owing to the presence of contradictions - for the listing in the sectoral annexes
of specific documents, such as European standards, which are relevant only to one of the
two parties to the agreement. By virtue of the fact that the separate annex contains all
relevant documents and that no additional documents may be listed in the sectoral annex
which are to be observed by only one of the parties, many sectoral annexes lack a
corresponding section.

Secondly — as implemented in the MRA-USA - the requirements to be placed upon
bodies to be notified may be established in each sectoral annex of the agreement only in a
section governing designation, inclusion, suspension, revocation of designation and
monitoring of conformity assessment bodies. This section draws a distinction between
the parties to the agreement. The advantage is that in contrast to the form described
above, specific documents may be listed which are to be observed by only one of the
parties to the agreement. The drawback is that the requirements to be placed upon bodies
to be notified are not defined in the terms; the reason for this is doubtless the scale of
such a definition.

7.2.3.2 Examination of the substantial framework

The substantial framework must be examined in order to determine the probability of the
terms of the new "common elements’ - a part of which has been reformulated within the
context of the present study - being implemented in a form generally acceptable to the
parties to the agreement; for the sake of expediency, this implementation should be
geared towards the existing structure. If the basic terms of the "common elements” are
already present in the MRAS, their acceptance appears likely.

436 Council Decision of 21 September 1992 authorising the Commission to negotiate agreements
between the community and certain non-member countries on mutual recognition, Doc. 8300/92,
28.9.92; see also Osterheld, B.: Abkommen der EG, p. 129ff.
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As dready mentioned, the terms of the MRA-USA lack detailed requirements for
notified bodies; reference is made only to relevant |SO/IEC guidance documents and to
comparable standards in the EN 45000 series, in some cases cited as examples. As the
"common elements' developed in the present study are based in large measure upon
requirements already defined there, resulting in major overlaps, consideration of the
"common elements” in the MRA-USA appears probable.

In contrast to the MRA-USA, the MRA-Australia, MRA-Canada and MRA-
Switzer land describe the requirements upon the bodies to be notified, in somewhat more
detail, in a separate annex governing the procedure for designation of the conformity
assessment body. These requirements are general criteriawhich are to be observed during
assessment of the conformity assessment bodies.

These general criteria are based, for example in accordance with Article 4 of the annex
"Procedures for the designation and monitoring of conformity assessment bodies’ in the
MRA-Australia, upon internationally recognized documents and upon specific
documents concerning their interpretation. In accordance with Article 4 of Annex 2 of
the MRA-Switzerland, internationally recognized documents are deemed in particular to
mean the EN 45000 series or equivalent standards. These documents are however to be
interpreted in consideration of the applicable laws and regulations listed in the relevant
sectoral annexes.

This means that these MRAS, in contrast to the MRA-USA, also refer to internationally
recognized documents, but makes explicit reference in the annex to important
requirements placed upon bodies to be notified. This simplifies examination of whether
the "common elements" are also contained in the terms of the MRAS (in this case, the
MRA Australia). This examination (see Fig. 14) takes the form of a comparison as shown
in the example.

-159 -



General criteria

(Article 3 of the annex of the MRA-Australia -

example)

e Structure e Any other requirements for assurance that conformity
assessments will continue to be conducted in a proper
manner

e Resources e Technical expertise in the products, processes or

> Personnd services concerned

" Common elements’ of the
study

> Facilities e Understanding of the technical standards and of the
general requirements concerning protection against
risks
e Experience with the applicable laws and regulations

e Material requirements for the conducting of the
requisite conformity assessment activity
e Process e Any other requirements for assurance that conformity
assessments will continue to be conducted in a proper
manner
Suitable management for the conformity assessment
activities concerned

Fig. 14 Comparison of "common elements" and general criteria, MRA-Australia
serving as an example

e Management systems

Examination of the substantial framework shows that the "common elements’ are in
harmony with the general criteria which must be observed during assessment of the
conformity assessment bodies. The effects of their implementation upon the structure of
the MRA in question can therefore be discussed below.

7.2.3.3 Effect of implementation upon the structure of the MRA

Case1l: MRA-Australia, MRA-Switzerland and MRA-Canada

Asthe general criteria are based upon the internationally recognized documents, laws and
regulations, and documents dealing with their interpretation, the structure of the
agreement can be retained if the implementation of the "common elements’ takes the
form of an EU directive, an ISO/IEC standard, or a guidance document.

Owing to lack of experience with the "common technical specifications' (CTS), they
cannot yet be classified clearly. On the one hand, they can be classified with European
standards owing to their normative character; on the other, they may also be classified
with the relevant laws and regulations, as they are subordinate to a certain EU
directive.437 Depending upon the classification, the corresponding comments concerning
implementation and effects upon the structure should be consulted.

If the "common elements" are to be implemented in the form of a European standard, the
separate annex must be amended if the structure of the agreement is to be retained. The
separate annex applies to both parties to the agreement. It makes reference to
internationally recognized documents which a European standard for "common
elements’ would not satisfy. If a European standard is nevertheless to be considered, the

437 See Chapters5.3.4and 7.2.2.1

-160 -



phrase "internationally recognized documents’ in the annex must be replaced by a
reference to a section in the sectoral annexes concerning the documents relevant to the
procedures for designation. This would enable a European standard to be438 |isted at the
corresponding point in the sectora annex, and the structure of the agreement to be
retained.

In the MRAs in which the procedure for the designation and surveillance of the
conformity assessment body is established in a separate annex, however, the relevant
sectoral annexes rarely contain an additional section. If the "common elements’ cannot
be implemented in the form of an international standard or EU directive, a section
concerning the procedures for the designation and surveillance of the conformity
assessment bodies, to which reference is made in the separate annex governing the
procedures for the designation and surveillance of the conformity assessment bodies,
must be inserted in each of the sectoral annexes.

Case2: MRA-USA

In the MRA-USA, the procedures for designation of the conformity assessment body are
formulated in one section only, which is assigned to each sectoral annex and to which
reference is made in Article 7 of the MRA-USA framework agreement. An assessment in
accordance with Article 7 of the MRA-USA framework agreement must be performed in
accordance with the procedures and criteria established in the sectoral annexes. The
sectoral annexes exhibit two different arrangements in this context:

With the exception of the sectoral annex governing medical devices of the MRA-USA,
all sectoral annexes require the parties to the agreement to observe the laws and
regulations of the opposite party to the agreement on the basis of observance of the
relevant ISO/IEC guidance documents or the comparable standards of the EN 45000
series during their assessment of the conformity assessment bodies in the context of the
agreement439,

The structure of the agreement is thus retained when the "common elements’ are
implemented in the form of an EU directive or an ISO/IEC standard and the latter are
inserted at the relevant point440, Should it not be possible to define the "common
elements’ in an internationally recognized standard and should a European standard
therefore need to be created, this standard can be indicated at the same point. CTS can,
for the reasons aready stated, be classified either as laws and regulations or as European
standards and can therefore also be listed in the corresponding section441 of the sectoral
annex.

A guidance document such as that considered under the alternatives for implementation
of the "common elements’442 need not be listed, as its observance remains voluntary. As

438 See eg. Section IV of the sectoral annexes governing telecommunications equipment, MRA-
Australia.

439 See for example Section VI of the sectoral annexes concerning telecommunications equipment,
MRA-USA.

440 See for example "U.S access to EC market" in Section VI, Sectoral Annex for Telecommunication
Equipment, MRA-USA.

441 See for example "U.S access to EC market" in Section VI, Sectoral Annex for Telecommunication
Equipment, MRA-USA.

442 This is not an 1SO/IEC guidance document, normative in nature, but a guidance document in the
sense of the MEDDEV document, which is not binding and which is provided for assistance.
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the "common elements” are based upon the minimum requirements of the EU directives
and the corresponding ISO/IEC standards, which they implement and supplement, it can
be anticipated that a guidance document which contains the "common elements” will be
observed, despite its voluntary nature.

By contrast, where assessments are performed of bodies conducting conformity
assessments in the area of medical devices, only those laws and regulations of the parties
to the agreement are relevant which concern the area of medical devices are relevant. A
detailed description of the requirements placed upon bodies to be notified does not exist,
however. The criteria are derived from review of the documents stated.

The complete EU directives have not been considered in the development of this sectoral
annex. The annexes governing the minimum criteria for the notification of bodies do not
constitute part of the agreement. This procedure employed for the development of the
sectoral annex gives rise to the assumption that the "common elements’ will not be
considered in the sectoral annex if they are implemented in the form of an EU directive,
in the form of CTS or in the form of a standard.

The "common elements’ may initially be considered in the sectoral annex governing
medical devices of the MRA-USA only if they are implemented in the form of a
guidance document which provides supplementary interpretation of the laws and
regulations. This conclusion is justified by standard practice. The MEDDEV 2.10/2
guidance document, for example, is recognized in particular by the parties to the
agreement for interpretation of the sector-specific laws and regulations in the area of
medical devices.

If the sectoral annex governing medical devices of the MRA-USA s retained in its
current form, the "common elements’, should they not be implemented in the form of a
guidance document, may consequently be considered only in the remaining sectora
annexes of the MRA.. This presents no further problem, asthe MEDDEV 2.10/2 guidance
document is aready in existence, which defines the requirements placed upon conformity
assessment bodies in the area of medical devices to the satisfaction of both parties.
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List of abbreviations

AG Advocate-General

APLAC Asia Pacific Accreditation Co-operation

BGH Bundesgerichtshof, German Federal Supreme Court

BMG Bundesministerium fir Gesundheit, German Federa Ministry of
Heatlh

BMWA Bundesministerium fir Wirtschaft und Arbeit, German Federal
Ministry of Economics and Labour

CAB Conformity Assessment Body

CAPM Conformity Assessment and Product Marking

CASCO Conformity Assessment Committee

CB Certification Body

CCA Cenelec Certification Agreement

CCIP Customs Codex Implementation Provisions

CEN Comité Européen de Normalisation

CENELEC Comité Européen de Normalisation Electrotechnique

CEO Chief Executive Officer

CTS Common Technical Sepcifications

Ccz Czech Republic

DAR Deutscher Akkreditierungsrat (German Accreditation Council)

DIBt Deutsches Institut fuor Bautechnik (German Institute for Civil
Engineering)

DIN Deutsches Institut fiir Normung

DTI Department for Trade and Industry (UK)

EA Europe Agreement

EA European co-operation for Accreditation

EC European Commission

ECJ European Court of Justice

ECOSOC Economic and Socia Council

EFTA European Free Trade Association

EN European Standard

EU European Union

Euzw Européische Zeitschrift fir Wirtschaftsrecht (journal)

EEC European Economic Community

EWS Européi sches Wirtschafts- und Steuerrecht (journal)

FDA Food and Drug Administration (US)

GATS Genera Agreement on Tariffs and Services

GATT Genera Agreement on Tariffsand Trade

GCP Good Clinical Practice
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DG
GG
GLP
GMP
HU
IAAC
IAF
IEC
ILAC

KAN

MDA
MLA
MPG
MRA
MS
NIW
NQSZ

NTA
OECD
OEEC
0oJ
OLAS

PAC
PECA
prEN
QA
RegTP

rev.

SOGS

START
TABD
TGA
TRIPS
UKAS

Directorate-General

Grundgesetz (German Basic Law)

Good Laboratory Practice

Good Manufacturing Practice

Hungary

International Accreditation Co-operation
International Accreditation Forum

International Electrotechnical Commission
International Laboratory Accreditation Cooperation
International Organization for Standardization

Kommission Arbeitsschutz und Normung (Commission for OH&S
and Standardization)

Medical Devices Agency

Multilateral Agreement

M edi zinproduktegesetz (German Medical Devices Act)
Mutual Recognition Agreement

Member State

Neue Juristische Wochenschrift (journal)

Normenausschuf3 fir Qualitatssicherung, Statistik und Zertifizierung
(standards committee for quality assurance, statistics and certification
in Germany)

New Trandatlantic Agenda

Organisation for Economic Co-operation and Development
Organization for European Economic Cooperation

Official Journa

Office Luxembourgeois d'Accréditation et de Surveillance
(Luxembourg Office of Accreditation and Surveillance)

Pacific Accreditation Co-operation

Protocols to the Europe Agreements on Conformity Assessment
Projet EN (draft for an EN standard)

Quality Assurance

Regulierungsbehdorde  fir ~ Telekommunikation  und  Post
(telecommunications and postal regulatory authority)

Revision

Page

Senior Officials Group on Standardisation and Conformity
Assessment Policy

Standardization and Regulatory Techniques
Transatlantic Business Dialogue

Trégergemeinschaft fur Akkreditierung GmbH

Trade Related Aspects of Intellectual Property Rights
United Kingdom Accreditation Service
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UN ECE
UN
VwVTG

WHO
WP
WTO
LG

ZLS

UN - Economic Commission for Europe

United Nations

Verwatungsverfahrensgesetz (German Administrative Procedures
Act)

World Health Organisation

Working Party

World Trade Organisation

Zentralstelle der Lander fur Gesundheitsschutz bei Arzneimitteln und
Medizinprodukten (central body of the German regions for health
protection in connection with pharmaceutical products and medical
devices)

Zentralstelle der Lander fur Sicherheitstechnik (central body of the
German regions for safety)
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Annex

Annex A List of ISO/CASCO standards and guidance documents

Annex B Criteria for the designation and assessment of notified bodies
(examples from the New Approach Directives)

B1— Medica Devices Directive 93/42/EEC

B2 — Pressure Equipment Directive 97/23/EC

B3 — Appliances burning gaseous fuels Directive 90/396/EEC
B4 — Lifts Directive 95/16/EC

B5— Personal Protective Equipment Directive 89/686/EEC

B6— Directive 98/13/EC on telecommunications terminal
equipment

B7 — Machinery Directive 8/37/EC

B8 — Simple Pressure Vessels Directive 87/404/EEC

B9 — Directive 98/79/EC relating to in vitro diagnostic medical
devices

Annex C  Extract from the MPG
Annex D Table of national designation systems of the Member States

Annex E  SOGS N377 EN — German Accreditation, Designation and
Notification Procedures under the EC Treaty (extract)
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