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New machinery regulation: What are the changes for machinery safety when exporting to Europe?
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European conformity process - CE marking

With the CE marking a manufacturer declares, in particular to the market surveillance and customs authorities, that a
product is in conformity with all applicable legal provisions which provide for the affixing of the CE mark.

The CE marking is the result of an extensive and elaborate conformity assessment procedure by the manufacturer.
In addition, there are also requirements for importers and distributors to the European market.
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Regulation replaces Directive - Timeline

Machinery directive 2006/42/EG | Machinery regulation 2023/1230

December 29, 2009 January 20, 2027

= The machinery regulation will be valid without any delay as an “EU law” for all EU countries!
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Main changes

The main changes want to cover innovations

O New risks related to digital technologies (e.g. Cyber security, Software based safety functions, ...)

0 Re-assessment of high-risk machines (e.g. Al Technologies, Software based safety functions, ...)

O Reduction of paper-based documentation requirements (Electronic User Manual)
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Substantial modification

The newly included term substantial change refers to a physical or digital modification of a machine or associated product.
This shall answer the question, when will it be necessary to repeat the CE marking conformity assessment procedure.

The answer is modifications which affect the safety of the machine or associated product in question by creating new
hazards or increasing an existing hazard.

This is currently a common understanding in the industry also for machinery directive, but not yet defined in the directive.
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High Risk Machines PART A

These are machines and associated products which, taking into account their design and intended use, present a high risk
to human health!

These machines are listed in Annex | and are divided in two parts (A and B).
O Part A requires a CE conformity compliance process related to

MODULE B (EC-Type approval) in combination with MODULE C (conformity of type approval based on internal
production control)

MODULE H (conformity based on full quality assurance)
or

MODULE G (conformity based on unit verification).
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High Risk Machines PART B

Part B requires a CE conformity compliance process related to

MODULE B (EC-Type approval) in combination with MODULE C (conformity of type approval based on internal
production control)

or
MODULE H (conformity based on full quality assurance)
or

MODULE G (conformity based on unit verification)

or, if harmonized standards are available,

MODULE A (internal production control).
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High risk machinery or related products of PART A

1. Removable mechanical transmission devices including their guards

uuuuuuuuu

2. Guards for removable mechanical transmission devices

3. Vehicle servicing lifts

4. Portable cartridge-operated fixing and other impact machinery

5. Safety components with fully or partially self-evolving behaviour using machine learning approaches ensuring
safety functions

6. Machinery that has embedded systems with fully or partially self-evolving behaviour using machine learning
approaches ensuring safety functions that have not been placed independently on the market, in respect of those
systems only
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High risk machinery or related products of PART B

- different saw types: circular saws, band-saws, portable chainsaws, ...
- several tools for woodworking e.g. thicknessers
- different type of presses

- plastic or rubber moulding machines

- locomotives and brake-vans, hydraulic-powered roof supports for underground working
- manually loaded trucks for the collection of household refuse incorporating a compression mechanism
- devices for lifting persons or goods more than 3m

- protective devices designed to detect the presence of persons

- logic units to ensure safety functions

- roll-over protective structures

- falling-objective structures
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Instruction for use in digital format

—)

U Additionally, the instruction for use and the EC-Conformity declaration can also be supplied in digital format.

O The digital documents have to be available for 10 years after last production of machine type.

O The paper format must be provided by the manufacturer within 1 month on request for free.
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Cyber Security / Protection against corruption

O Manufacturers of machines must take precautions against risks that may arise from malicious acts of third parties and
affect machine safety.

O Any kind of communication or connection to other device does not lead to hazardous situation.
O Safety requirements shall be designed so that they are adequately protected against accidental or intentional corruption.
O The software which is necessary to operate safely has to be easy identifiable.

O All modification or illegal access to the software shall be traceable.
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Safety and reliability of control systems 1.2

U The limits of the safety functions are to be established as part of the risk assessment performed by the manufacturer
and no modifications are allowed to the settings or rules generated by the machinery or related product or by operators,

including during the machinery or related product learning phase, where such modifications could lead to hazardous
situations.

O The tracing log of the data generated in relation to an intervention and of the versions of safety software uploaded
after the machinery or related product has been placed on the market or put into service is enabled for five years
after such upload, exclusively to demonstrate the conformity of the machinery or related product.

O Modifications to the settings or rules, generated by the machinery or related product or by operators, including during

the machinery or related product learning phase, shall be prevented, where such modifications could lead to
hazardous situations.
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Ergonomics

U Adapting the human-machine interface to the foreseeable characteristics of the operators, including with respect to

machinery or a related product with intended fully or partially self-evolving behaviour or logic that is designed to operate
with varying levels of autonomy.

O Where relevant, adapting machinery or a related product with intended fully or partially self-evolving behaviour or
logic that is designed to operate with varying levels of autonomy to respond to people adequately and
appropriately (such as verbally through words and non-verbally through gestures, facial expressions or body

movement) and to communicate its planned actions (such as what it is going to do and why) to operators in a
comprehensible manner.
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New health and safety requirements
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Safety of systems that have safety related functions with self-evolving behaviour

N

Protection against corruption of safety functions in machinery products with digital elements

w

That the user of machinery products, where applicable, can test the safety functions

AN
~— N~ ~—

Avoidance of the need of demanding work posures or movements and manual force exertions that exceed the
operator‘s capacity

&)

Avoidance of contact risk case of human machine interaction or coexistence in a shared space

(0))

Adequate machine access dimensioning

N

Appropriate contents and format of instructions for use

oo

Portable hand-held or hand guided machinery products having exhaust fume provisions

©

Safety of autonomous mobile machinery
Safety belt reminder or inhibition of operating certain mobile machinery when the safety belt is not used

)
)
)
)
)
0
1
2) Prevention of risk of contact with overhead powerlines for mobile machinery
3

10)
11) Filtration of hazardous substances for operators ride on mobile machinery applying such substances
12)
13) Inclusion of provisions covering reasonably foreseeable misuse
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