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Actual situation

• Machinery Directive 2006/42/EC

• Over 800 harmonised standards in the Official Journal of the 

EU

• Ensuring a high level of safety and protection for users of 

machinery and other people exposed to it
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Why a new regulation

Establish a high level of trust in digital innovative 

technologies for consumers and users by addressing the 

risks of emerging digital technologies AI and ensuring 

cybersafety. 

Boosting innovation

Embrace digitalisation and reduce costs (€ 16.6 billion 

savings in printing costs of instructions, each year)
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REGULATION (EU) 2023/1230 

Article 1 

Subject matter

This Regulation lays down health and safety requirements for the
design and construction of machinery, related products and partly
completed machinery to allow them to be made available on the
market or put into service while ensuring a high level of protection of
the health and safety of persons, in particular consumers and
professional users, and, where appropriate, of domestic animals and
property, and, where applicable, of the environment. It also establishes
rules on the free movement of products within the scope of this
Regulation in the Union.

Structure
9 Chapters. 
54 Articles
12 Attachments
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Important changes

• Increased legal certainty, uniform application (e.g. substantial 

modification)

• Declaration of Conformity and Incorporation

• Mandatory Notified Body conformity assessment for 6 

product categories

• Common specifications as a fallback option when suitable 

harmonized standards are not available

• Streamlined Safeguard Procedures, aligned with other 

legislation
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Important changes

• Integration of Artificial Intelligence related provisions for 

safety functions

• Integration of Cyber Safety related provisions for safety 

control systems and compliance related software and data

• Autonomous and remote-controlled machinery

• Digitalisation of instructions for use, assembly instructions 

and EU
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Key Dates

Entry into force (20 days after publication) expected in July 2023

• Transitional period provided in the new Regulation is 42 months / 3½ 
years

• No voluntary application of Machinery Regulation before the 
application date

• Application date in January 2027

• Except for certain provisions that will apply before: 

✓ Reporting obligation for Member States (after 24 months)

✓ Safeguard Procedures (upon entry into force)
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Machinery

machinery’ means: 

(a) an assembly, fitted with or intended to be fitted with a drive system other than 

directly applied human or animal effort, consisting of linked parts or components, 

at least one of which moves, and which are joined together for a specific 

application; 

(b) an assembly referred to in point (a), missing only the components to connect it 

on site or to sources of energy and motion; 

(c) an assembly referred to points (a) and (b), ready to be installed and able to 

function as it stands only if mounted on a means of transport, or installed in a 

building or a structure; 

(d) assemblies of machinery referred to in points (a), (b) and (c), or of partly 

completed machinery, which, in order to achieve the same end, are arranged and 

controlled so that they function as an integral whole; 

(e) an assembly of linked parts or components, at least one of which moves, and 

which are joined together, intended for lifting loads and whose only power source 

is directly applied human effort; 

(f) an assembly as referred to in points (a) to (e) missing only the uploading of the 

software intended for the specific application foreseen by the manufacturer; 
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Assesment 
Procedure 

Article 9 

Specific Union harmonisation legislation 

Where, for a certain product within the scope of

this Regulation, the risks addressed by the

essential health and safety requirements set out

in Annex III are wholly or partly covered by Union

harmonisation legislation that is more specific

than this Regulation, this Regulation shall not

apply to that product to the extent that that

specific Union legislation covers such risks.
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Substantial 
modification

means a modification of machinery or a related product, by

physical or digital means after that machinery or related product

has been placed on the market or put into service, which is not

foreseen or planned by the manufacturer, and which affects the

safety of that machinery or related product, by creating a new

hazard, or by increasing an existing risk

Article 18

Other cases in which obligations of manufacturers apply 

A natural or legal person that carries out a substantial

modification of machinery or a related product shall be

considered to be a manufacturer for the purposes of this

Regulation and shall be subject to the obligations of the

manufacturer set out in Article 10 for that machinery or related

product or, if the substantial modification has an impact on the

safety of only machinery or a related product that is part of an

assembly of machinery, for that affected machinery or related

product, as demonstrated in the risk assessment.
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safety component

means a physical or digital component, including 
software, of a product within the scope of this 
Regulation, which is designed or intended to fulfil 
a safety function and which is independently 
placed on the market, the failure or malfunction of 
which endanger the safety of persons, but which 
is not necessary in order for that product to 
function or for which normal components may be 
substituted in order for that product to function
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Essential health and 
safety requirements

Article 8 

Machinery or related products shall only be

made available on the market or put into

service if, where properly installed and

maintained and used for their intended use or

under conditions which can reasonably be

foreseen, they meet the essential health and

safety requirements set out in Annex III.
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Essential health and 
safety requirements -

AI

1.1.6. Ergonomics

(f) 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;
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Essential health and 
safety requirements -

cobot

1.1.6. Ergonomics

(g) 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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Essential health and 
safety requirements –

Cybersecurity 

1.1.9. Protection against corruption 

The machinery or related product shall be
designed and constructed so that the
connection to it of another device, via any
feature of the connected device itself or via
any remote device that communicates with
the machinery or related product does not
lead to a hazardous situation.
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Conclusion

The new Machinery Regulation seeks to manage the risks emerging from the application of new 

technologies and to ensure the safety of machinery on the market in the European Union.

Project as Safety4Vet can support the companies that have to comply with the new regulation with 

tools and training material - developed in collaboration with industrial participants - that are able to 

simplify the transition to the new approach



Thank you
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