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What will be the menu today ?

1. Some aspects of today’s situation
— Impact of the applicable standard

— Some existing practices in the definition
of the scope

2. The possible ways forward
— Basic principles
— Practical consequences



1. Some aspects of Today’s situation

Impact of the applicable standard (1)

- Since thereis no perfect match between the EN ISO 17000 series and
the modules, a lot of combinations have been found adequate by the
national authorities and/or the accreditation bodies. The nature of the
standard will often have an effect on the formulation of the scope.

A first illustration of the taken options can be given by an enquiry
organised by the Commission (possibilities for module B)
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1. Some aspects of Today’s situation

Impact of the applicable standard (2)

Similar situation for the Module B of the Machinery Directive (Results

of the enquiry of the European Coordination “machinery” — 2006 — 46
notified bodies from 15 countries). The applicable standards are

- EN 45011+17020+17025 : A, FIN, SP

- EN 45011+17025: D, SL

- EN45011+17020: 1 (1)

- EN 17020 : B, F, UK

- EN 17020+17025 : UK

- EN45011:1(1),CH

- EN45012: 1(1)

— Principles of the 17000 series standards : I, LI, PL
- 1SO 9001 (part of the requirements) : SK, PL (1)



1. Some aspects of Today’s situation

Some existing practices in the definition of
the scope

DISCLAIMER

- This exercise is based on information publicly available on
internet.

- The exercise was an opportunity to discover that very few explicit
references to European Directives are made in the databases of
the European Accreditation bodies. It is thus almost impossible
to make a somewhat exhaustive study.

- The examples provided are for practical illustration only. The
purpose is to initiate a discussion based on facts instead of
general principles and or feelings.



1. Some aspects of Today’s situation

Some existing practices in the definition of
the scope

First example : the Low Voltage Directive
(2006/95/EC)

- The activities of notified bodies are very specific.
Article 8.2 reads “In the event of a challenge, the manufacturer or
importer may submit a report, drawn up by a body, which is
notified in accordance with Article 11, first paragraph, point (b),
on the conformity of the electrical equipment with the provisions
of Article 2”. The notified body may also be requested to provide
an opinion to the Commission according to Article 9.
Basically it goes about testing activities according to harmonised
standards. The issue is that there are hundreds of standards
changing frequently.



1. Some aspects of Today’s situation

Some existing practices in the definition of
the scope (LVD)
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1. Some aspects of Today’s situation

Some existing practices in the definition of
the scope (LVD)

Example 2 : A laboratory with a selected scope of
accreditation (6 pages). The basic idea is that if the laboratory
IS able to demonstrate its capacity for the most
difficult/representative test, it can be assumed to be
competent for the other ones.
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1. Some aspects of Today’s situation

Some existing practices in the definition of
the scope (LVD)

Example 3: A product certification body with a very generic

scope
{Standard / HNormative
Product’/ Product Group Certificatie Scheme ' Document
Electrical and electronic equipment EMC (Electromagnetic Compatibility) directive
= Rewiew of lechaical documentation . European drescive 2004M08EC
(annex |, subclause 3) i
= Rewew of lechnical documentation § European direcihe: SYMVEC
{art. 10.2) :
Elecincal equipment LR (Lo Vaoltage) direschive European drechve TUZVEC

= Review of iechnical documentation
(art. 8.2 en9.3)



1. Some aspects of Today’s situation

Some existing practices in the definition of
the scope

Second example : the directive 2006/42/EC
(Machinery).

- Historically, the machinery directive had only one module (type
examination — module B). There were two very specific modules (check of
correct application of the standards or filing) which will disappear in the
new directive. Technically, the assessment is very often based on
engineering judgement and the activity can be considered as inspection.
It is also reasonable to consider it is elated to product certification.

For some very specific products, ROPS, FOPS.... the activity is pure
testing (with, in addition, the intellectual capacity to fill a certificate).
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1. Some aspects of Today’s situation

Some existing practices in the definition of
the scope (Machinery)

Example 4. An inspection body with direct reference to the
category of product identified in the Annex IV.
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1. Some aspects of Today’s situation

Some existing practices in the definition of
the scope (Machinery)

Example 5. A product certification body with direct reference
to 93 harmonised standards. This certificate is still valid and
was issued in 2005.

Safety of machinery:

No | Standard Year Title

1. | EN 282-1 1851 Safety of machinery - Basic concepts, general principles
for design - Part 1: Basic terminology, methodology.

2 EN 292-2 1991 Safety of machinery - Basic concepts, general principles
for design - Part 2. Technical principles and specifications.

3 EMN 292-2/A1 19585 Safety of machinery - Basic concepts, general principles
for design - Part 2: Technical principles — Amendment A1.

4 EM 254 1992 Safety of machinery - Safety distance fo prevent danges

| - Zones being reached by the upper limbs.

2 EM 345 1883 Safety of machinery - Minimum gaps to avoid crushing of

parts of the human body.
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2. The Possible ways forward

Basic principles
A. Therelation between the scope of accreditation and the
scope of notification should be unambiguous. The notifying

authorities should not have to guess which modules and
which products are covered by the accreditation.

B. The direct reference to harmonised product standards in the
accreditation scope may be possible for some directives
(there are only 9 harmonised standards for the toys
directive) but is highly hypothetical when it goes about
directives supported by 1, 2 or 3 hundred standards.

c. The identification of categories of products covered is
sometimes possible and useful (Construction
products,machinery, PPE....) sometimes irrelevant (PED...)

D. Since none of the accreditation standards is perfectly fit for
any module, several combinations are possible for the same
purpose. The important issue is principle A.



2. The Possible ways forward

Practical consequences

Content of the scope of accreditation (NoBos)

A Reference to the European (and possibly national) regulatory
acts

B. Reference to the applicable modules. Depending on the
policy of the accreditation bodies/notifying authorities,
several accreditation standards may be needed to support
an accreditation on a wide range of modules.

c. Reference (when applicable) to the categories of product
covered. Use of the wording of the directive to define the
category.

D. Reference to harmonised standards if and when it brings
added value.



CONCLUSIONS

The proposed model is more based on a generic scope
than on a flexible scope

The issue is a strong challenge for the accreditation
bodies, for the national authorities and for EA

Have no fear of perfection — you’ll never reach it
(Salvadore Dali)




