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 Overview



Declaration of 
Conformity



Links between Regulations, Standards & 
Certification
(EU ‘New Legislative Framework’, NLF – previously called ‘new approach’)
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Harmonised
Standards 
(‘hENs’, listed in OJEU)
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EA & National Accreditation Bodies
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NSAI Market Surveillance @ MS level (e.g. HPRA is ‘Market Surveillance Authority’ for Ireland for Medical Devices)  





Current Status
 Harmonized standards with 

current machinery directive LINK 

 Notified bodies Links

 The Blue Guide LINK

 Standardization requests LINKs

 Market Surveillance LINKS

https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/machinery-md_en
https://www.inab.ie/news-resources/news/notified-bodies-in-ireland.html
https://single-market-economy.ec.europa.eu/news/blue-guide-implementation-product-rules-2022-published-2022-06-29_en
https://single-market-economy.ec.europa.eu/single-market/european-standards/standardisation-requests_en
https://enterprise.gov.ie/en/publications/irish-market-surveillance-authorities.html


 Successor to the Machinery Directive 2006/42/EC

 Publication in the EU Official Journal on the 29.06.2023

 Come into force 20th January 2027

 No National transposing legislation required



 Main Changes

Regulation VS Directive

Alignment to the New Legislative Framework

Integration of Artificial Intelligence and Cyber Safety 

related provisions for safety control systems

Autonomous and remote-controlled Machinery

Commission empowerment to issue technical specifications

Mandatory Notified Body conformity assessment for 6 

product categories

Regulation through Essential Health and Safety 

Requirements supported by harmonised standards cited in 

the EU Official Journal



 Changes concerning structure at a first glance
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Digital Technologies



 “AI” is not defined by name but is included 
in the Machinery Regulation:

− … fully or partially self-evolving behaviour[..]
− … machine learning [..]
− … varying levels of autonomy […]
− … self-evolving behaviour or logic […]
− … problem solving[…]
− … learning, adaptability […]



If those risks 
cannot be 
foreseen, the 
machinery 
cannot be 
placed on the 
market

The risk assessment 
shall include hazards 
that might arise 
during the lifecycle of 
the machinery that 
are foreseeable
at  the time of 
placing the 
machinery on the 
market as an 
intended evolution 
of its fully or 
partially self-
evolving behaviour



Cybersecurity
With a view to addressing the risks stemming 
from malicious third-party actions that have an 
impact on the safety of products within the 
scope of this Regulation

Intended and unintended external influences, 
including reasonably foreseeable malicious 
attempts from third parties leading to 
hazardous situation

Other risks to new digital technologies are 
those provoked by malicious third parties that 
have an impact on the safety of products



Autonomous mobile machinery 

Autonomous mobile machinery are now specified 
in the Annex III

The requirement  for  supervisory function specific 
to the autonomous mode is stated 

Safety functions need to perform independently of 
the supervisory function is specified

The condition  for a risk assessment on the area 
where autonomous mobile machinery are intended 
to operate is set out 

The direction for Protective systems or devices to 
be considered in relation to travelling function 

Failure in the steering system shall not have an 
impact on the safety





Removable mechanical 
transmission devices including 
their guards. 

Guards for removable 
mechanical transmission 
devices. 

Vehicle servicing lifts. 

Portable cartridge-operated 
fixing and other impact 
machinery 

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

 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 only of 
those systems

Remaining machine types from former Annex IV, are now in Annex 1 Part B



03
Key Technical Changes



“Substantial Modification”
 A modification of machinery may be a 

substantial modification if
− New hazards or higher risks are created
− The existing safety concept is not sufficient
− Substantial modification can be software 

driven

 Substantial modification is the 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

− The existing documentation shall remain 
valid for the unmodified part



“Authorised representative”
 An authorised representative (person or legal 

entity) may represent the manufacturer in 
the European Market, this role includes the 
provision of documents ( DoC, machine 
documentation)



“Duties for distributors, importers & 
economic operators”
 Economic operators are typically 

manufacturers, authorised representatives, 
importers, distributors or a person that is 
part of the product supply chain

− The Regulation specifies the obligations of 
“Economic operators” 

− Distributors and importers have a more 
active role in the machinery safety process

− If no AR is present for non-EU manufactures, 
the economic operator need to provide 
access to the technical documentation and 
cooperate with the relevant Market 
Surveillance Authority 



“Testing of Safety Functions” by the user
 Definition of “Safety function” was added into the 

regulation 

− safety function’ means a function that serves to 
fulfil a protective measure designed to eliminate, 
or, if that is not possible, to reduce, a risk, which, if 
it fails, could result in an increase of that 
risk;Substantial modification can be software driven

 Obligations of Economic Operators:

− When deemed appropriate with regard to the risks 
presented by machinery or related products, 
manufacturers shall, in order to protect the health 
and safety of users, carry out sample testing of 
machinery or related products made available on 
the market and investigate their results.



Essential Health and Safety Requirements
 Machinery or related products shall be designed 

and constructed in such a way that it is possible for 
the user, where applicable, to test the safety 
functions. 

 The Machinery or related product shall be supplied 
− with all the special equipment and accessories
− Where appropriate, description of specific functional 

test procedures



“Digital instructions” for documentation
 When the instructions for use are provided in 

digital format, the manufacturer shall Mark on the 
machinery or related product, or, where that is 
not possible, on its packaging or in an 
accompanying document, how to access the 
digital instructions. 

− It will be only possible to deliver machinery with 
digital instructions

− Paper version will be provided on request

 The EC Declaration of Conformity can also be 
provided in digital form

 Partly completed machinery can be delivered with 
digital assembly instructions as well as with a 
digital declaration of incorporation

 Kept available for at least 10 years in digital 
format
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Standards
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Standards

Next Steps
• Harmonised standards published in the Official Journal of the European 

Union will provide the presumption of conformity
• How to achieve?
 Option 1 – Update all harmonised standards to comply with the new 

Machinery Regulation EHSRs, before 20 January 2027
 Option 2- Wait for old harmonised standards to be updated, when 

finalised to include in the new list one-by-one, over time beyond 
2027.2028

 Option 3- Understand and identify the shortcomings of the current stock 
of harmonised standards, and (re)-publish them with the relevant 
restrictions, before 20 January 2027



04
Standards

Gap Analysis

• In principle three possible outcome scenarios for each Gap analysis:
 hEN is not affected by the new/modified EHSRs:
− Likely to be cited in the OJEU under MR as it is
 hEN is affected by some of the new/modified EHSRs, but already covers 

them:
− Likely to be cited in the OJEU under MR as it is
 hEN is affected by some of the new/modified EHSRs, but is not 

(sufficiently) Addressing them:  
− Citation in the OJEU possible, but with restriction(s)

Gap analysis being carried out by TC through an online tool, it is 
expected to be carried out until end of October 2024 



• Each year the European Commission 
publishes an Annual Work 
Programme for European 
standardisation. It lays down the 
Commission’s intentions to use 
standardisation in support of new or 
existing legislation and policies, and 
mandate the development of new 
standardisation deliverables to the 
European Standardisation 
Organisations CEN, CENELEC and 
ETSI. 



Annual Union Work Programme 2024

https://single-market-economy.ec.europa.eu/news/commission-publishes-its-annual-union-
work-programme-european-standardisation-2024-2024-02-02_en

https://single-market-economy.ec.europa.eu/news/commission-publishes-its-annual-union-work-programme-european-standardisation-2024-2024-02-02_en
https://single-market-economy.ec.europa.eu/news/commission-publishes-its-annual-union-work-programme-european-standardisation-2024-2024-02-02_en
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Key Take aways



Points to Note
 User test of the safety functions 

 Avoiding demanding work postures or movements and manual force exertions 
that exceed the operator's capacity 

 AI use of adapting human-machine interface . and responses 

 AI use in control systems, data recording, reliability and safety (Including 
reasonably foreseeable malicious attacks) 

 Avoiding avoidance of risk of contact in case of human machine interaction or 
coexistence in a shared space 

 Adequate machine access dimensioning 



Points to Note
 Portable hand-held or hand-guided machinery having fume exhausts 

 Seating as regards safety-belt reminder or inhibition of operating certain 
mobile machinery when the safety-belt is not used 

 AI Autonomous and remote-controlled mobile machinery 

 Filtration of hazardous substances for operators of ride –on mobile 
machinery applying such substances 



Points to Note
 Portable hand-held or hand-guided machinery having fume exhausts 

 Seating as regards safety-belt reminder or inhibition of operating certain mobile 
machinery when the safety-belt is not used 

 AI Autonomous and remote-controlled mobile machinery 

 Filtration of hazardous substances for operators of ride –on mobile machinery 
applying such substances 
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Standards

Points to Note
 Standardization Request (SReq) for MR will very likely be adopted later than 

mid-2024. Exact timeframe is not known yet

 TCs shall prepare gap analysis will help to draft Annex Z For MR 

 Template of Annex Z for MR is available on CEN and CENELEC Boss

 HAS assessments of draft hENs for MR are already now allowed

 Each TC shall decide how to organise the work in this TC on gap-analysis

  European TC shall agree with International TC who shall make gap-analysis
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Resources



Resources
Introduction 
to NSAI/TC 
49/SC 2 & 

standardizatio
n for Additive 
Manufacturing

LINK

Sectoral 
Study of 

Standards in 
Manufacturing

LINK

https://www.nsai.ie/images/uploads/standards/Introduction_To_additive_manufacturing___VER_2_FINAL.pdf
https://www.nsai.ie/images/uploads/standards/Sectoral_Study_of_Standards_in_Manufacturing.pdf


Advanced Manufacturing Technologies

Scan to 
visit!



Input to  draft 
Standards

Your Standards,
Your Say
Review, Read & 
Comment on drafts
www.nsainep.ie

http://www.nsainep.ie/


StandIct Landscape reports

LINKLINKLINKLINK

https://www.standict.eu/digital-product-passport-standards-report
https://zenodo.org/records/6556917
https://zenodo.org/records/7193436
https://zenodo.org/record/5011179#.YhvgLOjMK5c
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Standards?

You can see the 
Standards as they 

develop

You can be part of 
the Standard as it 

develops

National Standard 
Bodies are here to 

help you



Thank You. 
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WWW.NSAI.IE
info@nsai.ie Search 

“NSAI”
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