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Ref.: Guide to application of the Machinery Directive 2006/42/EC, Edition 2.3 — April 2024
(Update of 2nd Edition) Last update: 13/06/2024

The European Association for Technical Communication — tekom Europe welcomes Edition
2.3 of the EC Guide to application of the Machinery Directive, as we advocate the digital
delivery of information for use for products.

Nevertheless, we would like to propose some clarifications to Edition 2.3 of the EC Guide to
make the interpretation of its provisions more unambiguous and therefore easier to apply
for creators of information for use and other parties involved in the application of the
Machinery Directive.

In the interest of further improvement, we propose adding the following considerations to
the next possible revision of the Guide:

e Risk assessment as basis and starting point for the decision on the provision of
instructions for use in the appropriate format/media (digital, electronic, paper)

e Consistency with the requirements and terms of Machinery Regulation 2023/1230

e More guidance in terms of the breadth and depth of safety information that is
essential

e Delete the recommended statement that is not covered by Machinery Regulation
2023/1230

With more than 9,000 members, tekom Europe represents the creators of information
products which are necessary for the safe, efficient, effective, and sustainable use of
products?. Technical communicators are in charge of preparation of instructions for use,
technical files and technical documentation and are one of the most concerned parties in
the application of Machinery Directive 2006/42/EC and Machinery Regulation 2023/1230.

For more detailed argumentation, see the full text below.
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Introduction

Machinery Directive 2006/42/EC sets provisions for instructions, technical files, technical
documentation and assembly instructions for machinery. These provisions are e.g. in Article
5 “Placing in the market and putting into service”, Article 13 “Procedure for partly
completed machinery”, Annex | “Essential health and safety requirements relating to the
design and construction of machinery”, Annex VI “Assembly instructions for partly
completed machinery” and Annex VIl “Technical file for machinery”.

The European Commission (EC) agreed to publish the “Guide to application of the
Machinery Directive 2006/42/EC” as a 1% Edition in December 2009. The Guide aimed “to
provide explanations of the concept and requirements of Directive 2006/42/EC in order to
ensure uniform interpretation and application throughout the Community”.

The Guide emphasizes that only the Machinery Directive and the text implementing its
provisions into national law are legally binding.

The Guide is addressed to all parties involved in applying the Machinery Directive, including
machinery manufacturers, importers and distributors, Notified Bodies, standardizers,
occupational health and safety and consumer protection agencies, and officials of the
relevant national administrations and market surveillance authorities.

It was planned from the outset to publish regular updates of the Guide in order to introduce
answers to questions agreed upon by the Machinery committee and the Machinery Working
Group.

Consideration of the changes between Edition 2.2 and 2.3

In April 2024, Edition 2.3 of the Guide was published with the intention to address
“provisions on instructions for use and EC Declaration of Conformity, as well as the assembly
instructions for partly completed machinery and Declaration of Incorporation when
provided in digital format. They refer to Articles in the Machinery Regulation (EU)
2023/1230".

tekom Europe welcomes Edition 2.3 with its entry into the provision of digital formats. We
take a critical view of some changes made with Edition 2.3 of the EC Guide to the
application of the Machinery Directive 2006/42/EC and would like to express and explain
our concerns and initiate a discussion to resolve these points.

We begin with a review of the previous edition 2.2 of the EC Guide, as the explanations in
the new edition 2.3 should also be seen in context.
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Machinery Directive 2006/42/EC does not set any provisions regarding the medium? or
format? of the instructions, technical files or technical documentation. It leaves the choice
of medium for providing the information to the risk assessment, which ensures that the
information must be accessible to users. Machinery Directive 2006/42/EC is neutral as to
medium/format regarding the information provisions addressed, not taking a stand either
for or against paper, digital or electronic forms or media. Edition 2.2 has been cautious
regarding the wording of § 255 “The form of the instructions”.

Edition 2.2, published in October 2019, states:

§ 255 The form of the instructions

Section 1.7.4 does not specify the form of the instructions. It is generally agreed that all
health and safety related instructions must be supplied in paper form, since it cannot be
assumed that the user has access to the means of reading instructions supplied in electronic
form or made available on an Internet site. However, it is often useful for the instructions to
be made available in electronic form and on the Internet as well as in paper form, since this
enables the user to download the electronic file if he so wishes and to recover the
instructions if the paper copy has been lost. This practice also facilitates the updating of the
instructions when this is necessary.

In this paper, quotes taken from the EC Guides Edition 2.2 and 2.3 appear in red framed boxes.

In Edition 2.2, § 255 attempted to balance the advantages and disadvantages of different
media. Market surveillance authorities regarded this cautious wording of the EC Guide as a
given and assumed that printed instructions were necessary — which, as stated, Machinery
Directive 2006/42/EC never required.

Unfortunately, there has never been a case before the Court of Justice of the European
Union to clarify this.

With EC Guide 2.3, the wording of §255 more decisively promotes a specific format. It
indicates and explains “provisions” regarding digital formats and paper form that are not in
Machinery Directive 2006/42/EC. By addressing specific formats, EC Guide Edition 2.3 has
also gone beyond Machinery Directive 2006/42/EC, which is not the task of the Guide.

1 “Medium” is defined as different specific forms of presenting information to the human user (SOURCE: EN
ISO 14915-1:2002).

2 “Format” is a defined arrangement of information. Examples of formats are paper, digital, and electronic (e.g.
PDF, Word.doc, XML).
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Overview of the wording of 8 255 of EC Guide Edition 2.3

§255 The form of the instructions

In 2023 no less than 93% of EU households had internet access (source: Eurostat?®?). Under
these circumstances, and in light of the new Machinery Regulation’s provisions on the
format of the instructions, one can consider that respecting those provisions, including the
obligation to provide the essential safety information in paper format in the case of non-
professional use, also ensures compliance with the corresponding provisions of the
Machinery Directive.

Instructions for use when they are provided in digital format

When the instructions for use are provided in digital format, the provisions of Article 10(7)
of the new Machinery Regulation can ensure compliance.

Compliance with Article 10(7) of that Regulation is appropriate given that the Regulation
sets out specific obligations on the manufacturers when they provide the instructions for
use in digital format.

In addition, in case of machinery for non-professional use made physically available in
Member States, it is recommended that the following statement is provided in the essential
safety information or on the packaging or on the machinery itself: “The purchaser has the
right to request to obtain, free of charge, the instructions for use in paper format’.

This statement should be in a language which can be easily understood by the purchasers in
those Member States, as determined by those Member States (see §246). It should be
complemented with contact information (postal address and/or telephone) and indicate
how those instructions can be requested.

Meaning of ‘safety information that is essential’ mentioned in the fourth subparagraph of

Article 10(7) of the new Machinery Regulation

It is understood that such information should, as a minimum, consist of information relating
to assembly, start-up, use, maintenance and transport of the machinery, ensuring that, by
following those instructions, the safety or health of the user or a third person is not at risk.
This information should be consistent with the instructions for use.

Based on the risk assessment of the manufacturer, it might be necessary to provide
additional information within the safety information that is deemed essential.

205 https://ec.europa.eu/eurostat/databrowser/bookmark/4747b5a6-24ea-4f0b-8b39-
de751bc4f2d3
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tekom Europe's comments on § 255 (section by section)

§255 The form of the instructions

In 2023 no less than 93% of EU households had internet access (source: Eurostat?%?). Under
these circumstances, and in light of the new Machinery Regulation’s provisions on the
format of the instructions, one can consider that respecting those provisions, including the
obligation to provide the essential safety information in paper format in the case of non-
professional use, also ensures compliance with the corresponding provisions of the
Machinery Directive.

205 https://ec.europa.eu/eurostat/databrowser/bookmark/4747b5a6-24ea-4f0b-8b39-
de751bc4f2d3

This section uses contradictory logic and limits the rationale to make the instruction for
machinery available to users in households (with internet) by ignoring other users of
machinery, e.g. users of the plant engineering industry:

1. At first glance, the reference to the wide use of the internet in private households
appears to be an argument to follow the provisions of Machinery Regulation 2023/1230 to a
certain extent. However, the second half of the sentence states that the provision of digital
instructions for private households is limited. This gives the impression that this paragraph
is not concerned with the 93% of households with an internet connection, but with the 7%
of households without an internet connection.

2. In addition, with regard to the provisions of Machinery Regulation 2023/1230 for the
format of instructions, the explicit possibility of providing instructions in a digital format
stands above all others. Therefore, it is irritating that this paragraph does not refer to the
digital format and its provision. In contrast, it refers to the paper form of essential safety
information for non-professional use, which is an exception and not the rule.

3. With regard to the essential safety information, non-professional use is also emphasized
here, thereby underscoring the fact that the essential safety information is not the
instructions for use, but only a part of them. This is important for the question as to what
extent the parts of the instructions for use in paper form can be reduced and parts in digital
formats can be expanded.

4. Compared to the text of Machinery Regulation 2023/1230, EC Guide 2.3 is not consistent:
Machinery Regulation 2023/1230 addresses the “non-professional user” with its provisions.
However, EC Guide 2.3 refers to “households” and “non-professional use”.
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tekom Europe proposes more clarification on the following topics in the next edition of the

guide:

Keep the reference to households with internet access, and consistently widen the
provision of information in digital formats to include non-professional users as well.
Decisions on the provision of instructions for use, technical documentation, and
assembly instructions in appropriate format/media (digital, electronic, paper) shall
be based on the risk assessment. The decisions and selections made on this basis can
assure that the target audience (user/market surveillance authority/...) has
guaranteed access to the instructions.

Regarding machinery for non-professional users, the next edition gives

IH

recommendations to characterize “safety information that is essential” to make it
easier to differentiate this information from other information in instructions for
use. The former must then be provided in paper form, while the latter may be in
digital/electronic formats.

At first glance, this is perhaps only a minor inadequacy, but making the next edition
of the EC Guide consistent with the Machinery Regulation/Machinery Directive

would clarify application.

Instructions for use when they are provided in digital format

When the instructions for use are provided in digital format, the provisions of Article 10(7)

of the new Machinery Regulation can ensure compliance.

tekom Europe remarks that the header and the sentence refer to Machinery Regulation

2023/1230, applicable from 20-01-2027 on. Its early application is phrased as optional,

which is adequate. However, it needs to be emphasized that Machinery Directive

2006/42/EC, with its media-/format-neutral approach to instructions for use, is still in force.

In addition, in case of machinery for non-professional use made physically available in

Member States, it is recommended that the following statement is provided in the essential

safety information or on the packaging or on the machinery itself: ‘The purchaser has the

right to request to obtain, free of charge, the instructions for use in paper format’.

This statement should be in a language which can easily be understood by the purchasers in

those Member States, as determined by those Member States (see §246). It should be

complemented with contact information (postal address and/or telephone) and indicate

how those instructions can be requested.
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tekom Europe’s concerns are as follows:

e The text of the guide states: “The purchaser has the right to request to obtain, free
of charge, the instructions for use in paper format”, which is not covered by the
Regulation itself, which stipulates, “However, at the request of the user at the time
of the purchase, the manufacturer shall provide the instructions for use in paper
format free of charge within one month.” The Guide does not refer to the time of
purchase. This gives the impression that the user can request printed instructions for
use at any time. In addition, the statement does not set the time limit “within one
month”.

e Machinery Regulation 2023/1230 refers to the “non-professional user”, EC Guide
2.3, however, to “non-professional use”.

e The wording in Edition 2.3 of the Guide does not mention machinery intended for
professional use. This does not appear to be the intention of the regulation.

e The recommendation of the statement “The purchaser has the right to request to
obtain, free of charge, the instructions for use in paper format” might be interpreted
by market surveillance authorities or their Administrative Cooperation Group as an
obligation, because it is easy to check.

e The recommendation “This statement should be in a language which can be easily
understood by the purchasers in those Member States, as determined by those
Member States (see §246)” can be misunderstood, for example by market
surveillance authorities. A similar expression is used in Machinery Regulation
2023/1230 with the crucial difference that “should” is replaced by “shall”:

The instructions for use, the safety information and the information set out in
Annex lll shall be in a language which can be easily understood by users, as
determined by the Member State concerned, and shall be clear,
understandable and legible.

This information in the Machinery Regulation is important for the safe use of the machinery.
But the EC Guide 2.3 statement only valid at the time of purchase does not have this
importance and is therefore not necessary.

This recommended statement raises the risk of being overinterpreted, e.g. by market
surveillance authorities, as a “requirement” for compliance with Machinery Regulation
2023/1230 or Machinery Directive 2006/42/EC.

tekom Europe emphasizes that the next edition of the EC Guide should adhere closely to
the specifications/provisions and terminology of Machinery Regulation 2023/1230. The
terms and provisions in the Guide should be consistent with the Machinery Regulation.

tekom Europe recommends highlighting that the recommended statement is not an
obligation. This helps to prevent this statement from being seen as a requirement.
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tekom Europe proposes deleting the recommendation made in the Guide for such a

statement.

Meaning of ‘safety information that is essential’ mentioned in the fourth subparagraph of

Article 10(7) of the new Machinery Regulation

It is understood that such information should, as a minimum, consist of information relating

to assembly, start-up, use, maintenance and transport of the machinery, ensuring that, by

following those instructions, the safety or health of the user or a third person is not at risk.

This information should be consistent with the instructions for use.

tekom Europe raises the following serious concerns:

Here, EC Guide Edition 2.3 deviates from Machinery Regulation 2023/1230, which
mentions “the safety information that is essential for putting the machinery or
related product into service and for using it in a safe way.” EC Guide 2.3 causes
confusion by mentioning “information relating to assembly, start-up, use,
maintenance and transport of the machinery” without mentioning other phases of
the machinery’s lifecycle. It is the Guide's task to explain the directive or regulation,
but not to go beyond the directive or regulation in its requirements.

In particular, information on maintenance is clearly not covered by the regulation.
Considering the fact that maintenance information can be very extensive, the Guide
goes far beyond the requirements of the regulation. On the other hand, it remains

III IH

unclear what is meant by “essential”. For example, “information that is essentia
could mean information that is sufficient for a person with a certain level of prior
knowledge, so that digital instructions for use could offer a more detailed version,
resulting in important savings potential for printing costs, paper consumption and
thus environmental protection.

The EC Guide’s text can be read in such a way that, as a result, a reduction of the
printed instructions for use for non-professional users is not possible at all. This
certainly cannot be the intention, because why would the Machinery Regulation
2023/1230 have created different rules for the digital format and paper form of
instructions for use?

The use of accessories, whether supplied or not, often makes up a considerable part
of “safety information that is essential” in paper form.

For the requirements to cover assembly, commissioning, operation/use,
maintenance, and transportation of the machinery with the safety information that
is essential, it is not clear which breadth and depth of information is necessary —
though this is crucial.
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tekom Europe points out that the EC Guide should

e Be consistent with the wording of Machinery Regulation 2023/1230. It would be
better to leave it up to the manufacturer's risk assessment to determine the
necessary phases of product use with the necessary information.

e Omit the obligation to print out information on maintenance.

e Clarify which information in paper format/printed information is required for
optional accessories.

e Give more guidance regarding the scope and depth of information to be provided in
paper format as safety information that is essential for putting the machinery into
service and using it safely.

Based on the risk assessment of the manufacturer, it might be necessary to provide
additional information within the safety information that is deemed essential.

tekom Europe highlights this sentence and emphasizes the importance of using the
manufacturer's risk assessment in general to decide what information needs to be provided.

This approach of using the risk assessment should be expanded to all information which is
necessary for the safe use of the machinery as well as to the choice of the adequate
medium and format — either digital, electronic or printed on paper or other materials.

The European Association for Technical Communication —tekom Europe e.V. is the largest
professional and technical association for technical communication worldwide. It was
founded in 2013 and represents around 9,500 members in 11 country organizations and
three corporate members. It aims at promoting the professional interests of all persons
involved in technical communication. Technical communication is the process of defining,
creating, and delivering information products of information for use — for the safe, efficient,
effective, and sustainable use of products (goods, technical systems, software, and services).

European Association for Technical Communication —tekom Europe e.V.
European Transparency Register identification number: 786849753139-77
Heilbronner Strasse 86

70191 Stuttgart

GERMANY

President: Dr. Tiziana Sicilia

Executive Director: Dr. Michael Fritz

Contact: Dr. Gabriela Fleischer g.fleischer@tekom.org




