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REPORT CR 1100 : 1993
RAPPORT
BERICHT September 1993

English version

Memorandum on health and safety standardization in
support of ‘New Approach’ Directives —
Application in the field of machinery

Mémorandum sur la normalisation en Memorandum zur Normung im Bereich
matiere de santé et de sécurité destinée a Sicherheit und Gesundheit in Ausfiillung
appuyer les directives von Richtlinien nach der

‘Nouvelle Approche’ — ‘Neuen Konzeption’ —

Application au domaine des machines Anwendung im Bereich Maschinen

This CEN REPORT has been established by the CEN/BT Working Group 60
and has been approved by CEN on 1993-01-18.

CEN members are the national standards bodies of Austria, Belgium,
Denmark, Finland, France, Germany, Greece, Iceland, Ireland, Italy,
Luxembourg, Netherlands, Norway, Portugal, Spain, Sweden, Switzerland
and United Kingdom.

CEN

European Committee for Standardization
Comité Européen de Normalisation
Européisches Komitee fiir Normung

Central Secretariat: rue de Stassart 36, B-1050 Brussels

© 1993 Copyright reserved to CEN members

Ref. . CR 1100 : 1993 E
' BocuMehts

Document Sharing Hub

Full document details: PD 6576:1995


http://www.avadocuments.com/doc/pd-6576-1995
http://www.avadocuments.com/doc/pd-6576-1995

Page 2
CR 1100 : 1993

Contents list

..................................................... 3
2 Documents to which reference is made in this Memorandum ... ............. ... 6
3 Overall approach and legal background
3.1 The European market . .. ........... ... ... 7
3.2 The "New Approach® ... ... ... ... ... .. 7
3.2.1 Role of "New Approach” directives in the field of health and safety .............. 8
3.2.2 Role of standards in the "New Approach® .. ................ ... ... .. .. .. . 9
3.3 EC-EFTA -EEA . . . 9
4 Standards
4.1 Fundamental nature of standards - Basic statements . ........................ 9
4.1.1 Definition . . ... ... 9
4.1.2 Taking into account the state of the art when preparing standards . . ........... .. 10
4.1.3 Taking into account users’experience when defining the intended use of a product . ... 10
4.1.4 Different types of provisions expressed instandards . . ..................... . . 1
4.1.5 Limit values of exposure - Achievable values . .................... .. .. ... .. 12
4.2 The concept of “harmonized standard”™ . ........................ ... ..., .. 12
4.2.1 Definition . . .. ... 12
4.2.2 Publication of the reference by the Commission .. ................. ... ... ... 14
4.2.3 Responsibility of the European standards bodies, of the Commission

and of the Member States . . ............ ... ... 14
4.2.4 Use of the "safeguard clauses” in relation tostandards . . ..................... 14
5 Standardization - General operational issues
5.1 Original aspects of "New Approach” standardization . ... .................. ... 15
5.2 Role of national member bodies .. ............... ... .. .. .. 16
5.3 Involvement of interested parties . . .............. ... ... ... 16
5.3.1 Economic and social partners . . ... ... ... .. .. ... 16
5.3.2 National public authorities . ... .............. ... ... . 17
5.3.3 CEC and EFTA . . . . 17
5.4 Normative reference to international (ISO/IEC) standards in European Standards . ... .. 17
5.5 Procedure to convey towards CEC all issues raised by difficulties

in interpreting the essential requirements . .. . ................ ... ... .. ..., 17
5.6 Preparation of the 3 official language versions . ................. ... .. .. ... 18
5.7 Management of standardization work . . .. .. ...... ... ... .. 19
6 Standardization - Machinery-related issues
6.1 Machinery-related operational issues . . .................... .. ... ... ... 20
6.2 Structure of the programme . . . . ........ .. ... 20
6.3 The drafting of the different types (A,B,C) of standards . . ..................... 20
6.3.1 The drafting of Aand Bstandards . .. ..................... . .. .. . ... .. .. 20
6.3.2 The drafting of Cstandards . ... .................. ... ... . . . . . ... 21
6.4 Standards dealing with constituent parts of complex installations ... ......... ... .. 23
6.5 Standards dealing with tools . . .. ............... . ... ... ... 24
6.6 Guidance on how to use and coordinate information given in A and B standards . . . . .. 24
6.6.1 Guidance documents ON NOISE . . . . .. ...t v e 24
6.6.2 Guidance documents on the design of electrical equipment of machinery . . ... ...... 24
7 Index . . . . 25
Annexes . ... 26

Documents

Document Sharing Hub

Full document details: PD 6576:1995


http://www.avadocuments.com/doc/pd-6576-1995
http://www.avadocuments.com/doc/pd-6576-1995

Page 3
CR 1100 : 1993

1 INTRODUCTION

This Memorandum has been prepared by CEN/BT/WG 60, in response to CEN/BT
Resolution 14/1991.

It is primarily intended to give standardizers! a clear understanding of the role of standards in
relationship to the European directives made under the "New Approach™2.

Several directives with a health and safety dimension have been adopted or are in preparation under
the "New Approach®, such as the “Machinery directive” 89/392/EEC (including its amendment relating to the
specific risks due to mobility and ability to lift loads), the directive 89/686/EEC relating to the design of
personal protective equipment (known as “PPE directive”), the directive on toys, the directive on gas
appliances, the directive on simple pressure vessels, etc. Others have been proposed, relating to pressure

equipment or equipment used in potentially explosive atmospheres. Each of these directives is — or will be —
supported by harmonized standards.

The “"Machinery directive" has given rise to a large programme of standards with a structure and
hierarchy intended to aid the production of effective standards. This programme has also yielded valuable
information on the management of such programmes and the need for identifying and setting priorities. The
experience gained in this programme has been used in this Memorandum to illustrate and to help solve :

- general problems of standardization in relation to the New Approach (see sections 3 to 5),

anda L : : achinery safety (see section 6
"Machinery-related issues”, which deals notably with the "A,B,C hierarchy of standards”, as created for
machinery design.

The basic approach described in sections 3 to 5 of this Memorandum can be applied in the field of
other directives.

Separate Memorandum dealing with specific issues for each directive may be prepared at a later time.

1 For the purposes of this Memorandum, standardizers include all those taking part in the preparation of standards, e. g. :

- chairmen, conveners, secretaries and members of technical committees (TCs), sub-committees (SCs) and working groups
(WGs);

- manufacturers and users of products and their representatives;
- public authorities;
- testing, inspection and certification bodies.

2 The present Memorandum should not be confused with the Vademecum (or Guide) being prepared by the EC Commission. This
Vademecum concems the ‘New Approach® in general — not limited to standardization issues — and is intended for all parties
concemed by the application of the *New Approach*, and not only for standardizers.

Examples of issues dealt with in the Vademecum are the use of safeguard clauses, the role of Mﬁﬁemm i §
the role of standards, etc. It is of interest to public authorities, industry, standardization urganizati :
etc.

) . Document Sharing Hub
The first parts of this Vademecum have been made available at the end of 1992.
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NOTE

The "Machinery directive" was made under Article
100 A of the EEC Treaty and deals with the design

The yse of machinery is subject to several directives
made under Article 118 A which relate to health and
safety at work — notably the directive 89/655/EEC
concerning the minimum safety and health
requirements for the use of work equipment by workers
at work.

It is important that standardizers are aware of the
existence of these “use” directives. Machines
manufactured to harmonized standards mandated
under the “Machinery directive” will be subject to the
“use” directives after being put into service.

Table 1, page 4, shows the main features of

the Article 100 A and 118 A directives and of
the associated standards, if any.
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Table 1 : Main features of the “New Approach” system (based on Art. 100 A of the EEC Treaty) compared with those of the

instrument adopted on the basis of Art 118 A

“New Approach"

to technical harmonization

~and standards
(Scope of the present Memorandum)

Instrument adopted on the basis of
Art. 118 A of the EEC Treaty

(Out of the scope of the present
Memorandum)

Basic article in the Article 100 A Article 118 A
EEC Treaty (see annex A) (see annex A)
CEC/DG DG il DG V
in charge of the task Intemal market and industrial affairs Employment, industrial relations
g and social affairs
Aims * Design and construction (or | Progressively higher levels of

manufacturing) of safe
products

* Removal of technical
~barriers to trade

occupational health and safety
by means of harmonizing
legislation

Beneficiaries of

Persons and, where Workers
safety requirements | appropriate, domestic animals
and specifications and property
“Covered” DESIGN, USE
activities CONSTRUCTION/MANUFACTURING, of
PLACING ON THE MARKET PRODUCTS/EQUIPMENT
and PUTTING INTO SERVICE at work

of PRODUCTS/EQUIPMENT
for professional and
non-professional purposes

Expression mode

ESSENTIAL REQUIREMENTS
established by DIRECTIVES
and
TECHNICAL SPECIFICATIONS
in the form of HARMONIZED STANDARDS

MINIMUM REQUIREMENTS
established by DIRECTIVES

(known as “social directives”)

Comments

* Harmonized standards give
presumption of conformity with
essential requirements (see 3.2.2).

* The essential requirements take
as a basis a high level of safety.

* Member States shall neither
adopt nor keep contlicting national
regulations and further
specifications.

* Standards may be developed,

except for the establishment of limit
values of exposure for workers.

* The "social directives” may refer
explicitly to standards (e. g.
standards for measuring methods).

* Each Member State is left free to
fix more stringent requirements
under thase direEh@E; prividadhiey
are coipativle with the. Treatyying 1

[=3
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2 DOCUMENTS TO WHICH REFERENCE IS MADE IN THIS MEMORANDUM

Part of the . quoted/
Document document... referred to/
reproduced
in :
¢ EEC Treaty Articles Annex A
100Aand 118 A
* Council Resolution of May 7th 1985 on a new approach to technical harmonization and Extract from 321,
standards Annex I Annex B
+ Council Directive 8%/392/EEC of 14 June 1989 on the approximation of the laws of the Introduction,
Member States relating to machinery (amended by directive 91/368/EEC) 6?33214 6614
* Council directive 89/655/EEC of 30 November 1989 conceming the minimum health and Note, p. 3
safety requirements for the use of work equipment by workers at work
* EN 414 “Safety of machinery — Rules for the drafting and presentation of safety Numerous 413, 4.14,
standards® references 54,6.2,6.2,
6.3
* EN 45020 : 1991 (ISO/IEC Guide 2) ‘General terms and their definitions conceming 3.2 411
standardization and related activities® 1.4 412
* EN 292 “Safety of machinery - Basic concepts, general principles for design Note 2 of 6.1 of
- Part 1 : Basic terminology, methodology EN 262-1 e
- Part 2 : Technical principles and specifications” )
* EN 60204-1 : 1992 “Safety of machinery - Electrical equipment of machines — Part 1: 6.1
General requirements”®
» CEN/CENELEC Intemal Regulations — Part 2 : “Common rules for standards work” 421
» CEN/CENELEC Intemal Regulations — Part 3 : “Rules for the drafting 4.2.1,
and presentation of European Standards (PNE-Rules)” 414,54
» CEN/CENELEC Memorandum 4 “General Guidelines for cooperation between the 5.3
Commission of the European Communities (CEC) and the European Free Trade
Association (EFTA) and the European standards institutions”
* EFTA-EC ‘“Luxembourg declaration” AnnexE
* European Economic Area (EEA) Agreement Summary AnnexD
* Document CENELEC/TC 44X N 22 C “Guidance for Sectoral Committees 6.6.2
and Working Groups - Electrotechnical aspects of machinery safety — Revision 4"
*“Safety of machinery - Guidance for the drafting of the noise clauses of safety 6.6.1
standards”®
(Document prepared by CEN'TC 211)
*“Rules for the drafting and presentation of a noise test code” 6.6.1
(Document prepared by CEN'TC 211)
* Reminder to some essentials for CEN work in the field of machinery safety Annex F
(Edition 1 : 1992-01-14)
— ments

Extracts of official documents inserted into the text are printed t1aligscumbnt Sharing Hub
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3 OVERALL APPROACH AND LEGAL BACKGROUND:

3.1 The European market
The Member States of the European Community agreed in 1987 that :

“The Community shall adopt measures with the aim of progressively establishing the internal market
over a period expiring on 31 December 1992". .

and that :

“The internal market shall comprise an area without internal frontiers, in which the free movement of
goods, persons, services and capital is ensured in accordance with the provisions of the EEC Treaty”
(article 8 A inserted into the EEC Treaty by the European Single Act of 1987).

Standards play a key role in the completion of the European market .

3.2 The “New Approach”

In the past, Member States imposed a wide range of obligations on business in the interests of safety,
consumer protection and the like. However well justified, these obligations gave rise to technical barriers to
trade because of differing requirements and procedures in different Member States.

The traditional solution was to adopt Directives setting out the detailed requirements a product must
satisfy in order to be entitled to be sold freely throughout the Community. This was a slow process, because

of the detailed nature of the requirements and the need for unanimity required by Article 100 of the EEC
Treaty.

The “New Approach to technical harmonization and standards” introduces new methods for technical
rule making at the level of the European Community.

Its primary purpose is to remove the technical barriers to trade referred to above. It is set out in a
resolution adopted on the 7th May 1985 by the Council of Ministers of the European Communities. This
resolution emphasized ‘the importance and desirability of the new approach which provides for reference to

standards - primarily European Standards ~ ...for the purposes of defining the technical characteristics of
products...”.

Additionally, it stresses that the free movement of goods has to be ensured “without lowering existing
and justified levels of protection in the Member States”,

The new Article 100 A introduced into the EEC Treaty by the European Single Act replaces unanimity
by qualified majority in the voting procedures.
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The four fundamental principles for this new approach can be summed up as follows (see
in Annex B the part of the Council resolution of 7 May 1985 which defines those principles) :

Directives contain essential safety requirements or other requirements in the general interest (all
referred to hereafter as “essential requirements”);

Hamonized standards set out technical provisions that allow compliance of the products with the
essential requirements;

The technical provisions set out in harmonized standards are pot mandatory; applying them is a
means of meeting the corresponding essential requirements;

A product complying with the provisions of a harmonized standard the reference of which has
been published in the Official Journal of the EC is presumed to comply with the corresponding
essential requirement(s).

3.2.1 Role of “New Approach” directives in the field of health and safety

Many of the non-tariff barriers to trade which the New Approach is designed to remove have their
justification in the protection of health and safety. There is thus a close relationship between the directives
setting out general requirements on manufacturers and health and safety.

Usually, the field of application of a New Approach directive is a large range of products and hazards
generated by those products. In a few cases, adopted or proposed directives focus on a physical
phenomenon (e. g. electromagnetic radiation, pressure...) which may be a hazard in itself, or which may
generate a hazard.

This means that a product may have to comply with (some of) the requirements of more than one

directive.
New Approach directives set out the obligations (essential requireme which the relevant product
must fulfill before it is put on the market, and fix the procedure(s) for the EC declaration of conformity of the

relevant product with respect to the hazards covered by the directive.

In paragraph B.III of its Annex |I, the Council Resolution of 7 May 1985 states that :

“The essential safety requirements... should be so formulated as to enable the certification bodies
straight away to certify products as being in conformity having regard to those requirements in the absence
of standards. The degree of detail of the wording will depend on the subject matter.™

It is the responsibility of the manufacturer, his authorized representative established in the

Community, or the person placing the product on the market, to ensure that the product complies with the
relevant directive(s).

The “CE”™ mark expresses the compliance with the requirements of directives and not with the

provisions of standards.
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