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Regulatory Framework
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Regulation (EU) 2017/745 on medical devices (MDR) 
• applicable since 26 May 2021, plus extra transitional period for ‚legacy devices‘

Regulation (EU) 2017/746 on in vitro diagnostic medical devices (IVDR) 
• applicable since 26 May 2022, plus extra transitional period for ‚legacy devices‘



Definitions of a medical device & IVD
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any instrument, apparatus, appliance, software, implant, reagent, material 
or other article intended by the manufacturer to be used, alone or in 
combination, for human beings for one or more of the following specific 
medical purposes:

• diagnosis, prevention, monitoring, prediction, prognosis, treatment or 
alleviation of disease,

• diagnosis, monitoring, treatment, alleviation of, or compensation for, an 
injury or disability,

• investigation, replacement or modification of the anatomy or of a 
physiological or pathological process or state,

• providing information by means of in vitro examination of specimens 
derived from the human body, including organ, blood and tissue 
donations,

and which does not achieve its principal intended action by 
pharmacological, immunological or metabolic means, in or on the human 
body, but which may be assisted in its function by such means.

The following products shall also be deemed to be medical devices:
• devices for the control or support of conception;
• products specifically intended for the cleaning, disinfection or sterilisation 

of devices as referred to in Article 1(4) and of those referred to in the first 
paragraph of this point.

MDR Article 2 (1)

any medical device which is a reagent, reagent product, calibrator, 
control material, kit, instrument, apparatus, piece of equipment, 
software or system, whether used alone or in combination, intended by 
the manufacturer to be used in vitro for the examination of specimens, 
including blood and tissue donations, derived from the human body, 
solely or principally for the purpose of providing information on one or 
more of the following:

• concerning a physiological or pathological process or state;
• concerning congenital physical or mental impairments;
• concerning the predisposition to a medical condition or a disease;
• to determine the safety and compatibility with potential recipients;
• to predict treatment response or reactions;
• to define or monitoring therapeutic measures.

Specimen receptacles shall also be deemed to be in vitro diagnostic 
medical devices.

IVDR Article 2 (2)



Classification of products
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The classification reflects the risk 
associated with:
• using the product, 
• the vulnerability of the body 

parts on which the device is 
used, 

• and for how long the device is to 
be used. 

The manufacturer is responsible for 
the classification of devices in 
accordance with the applicable 
legislation. 
For products classified higher than 
class I/class A, the classification of 
products is carried out in 
collaboration with a notified body.



The road to CE marking is an on-going process
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Class I/A



‘putting into service’
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“the stage at which a device, other than an investigational device, has been made available to the final user as 

being ready for use on the Union market for the first time for its intended purpose” – MDR article 2.29

“the supply of an AI system for first use directly to the deployer or for own use in the Union for its intended 

purpose” – AIA article 3.11

“Putting into service takes place at the moment of first use within the Union by the end user for the purposes for 

which it was intended” – The Blue Guide 2022, page 23



Current regulation of AI/ML
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• Neither AI or ML is specified in regulations
• Regulated as Medical Device Software 

(MDSW)

• MDSW is generally class IIa or higher
• Requires third party assessment

• The requirements for notification on 
significant changes limits post-market learning

“Changes to the approved device shall require approval from the notified body which issued the 
EU technical documentation assessment certificate where such changes could affect the safety 
and performance of the device or the conditions prescribed for use of the device. Where the 
manufacturer plans to introduce any of the above-mentioned changes it shall inform the 
notified body which issued the EU technical documentation assessment certificate thereof. The 
notified body shall assess the planned changes and decide whether the planned changes require 
a new conformity assessment…” - Annex IX, 4.10 MDR



The EU AI Act - Scope
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• Posted in the Official Journey on the 12th July 2024

• Affecting all Medical device AI systems from the 2nd 
August 2027

• Regulates primarily ”High-risk” devices for our sector
• High-risk are AI systems requiring certification under 

harmonized legislation (MDR & IVDR) 

• Relies heavily on standards, which hopefully are
internationally adopted

Definition
‘AI system’ means a machine-based system that is designed to operate with varying levels of 
autonomy and that may exhibit adaptiveness after deployment, and that, for explicit or implicit 
objectives, infers, from the input it receives, how to generate outputs such as predictions, 
content, recommendations, or decisions that can influence physical or virtual environments;



High-risk AI exemptions (so far)
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“With the exception of the relevant general safety and performance requirements set out in Annex I, the 
requirements of this Regulation shall not apply to devices, manufactured and used only within health 
institutions established in the Union, provided that all of the following conditions are met” – MDR, Article 5.5

“Irrespective of whether an AI system is placed on the market or put into service independently of the products 
referred to in points (a) and (b), that AI system shall be considered to be high-risk where both of the following 
conditions are fulfilled:

(a)
the AI system is intended to be used as a safety component of a product, or the AI system is itself a product, 
covered by the Union harmonisation legislation listed in Annex I;

(b)
the product whose safety component pursuant to point (a) is the AI system, or the AI system itself as a product, 
is required to undergo a third-party conformity assessment, with a view to the placing on the market or the 
putting into service of that product pursuant to the Union harmonisation legislation listed in Annex I.”



High-risk AI exemptions (so far)
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“This Regulation does not apply to AI systems or AI models, including their output, specifically developed and 
put into service for the sole purpose of scientific research and development.” – AIA, Article 2.6

“This Regulation does not apply to any research, testing or development activity regarding AI systems or AI 
models prior to their being placed on the market or put into service. Such activities shall be conducted in 
accordance with applicable Union law. Testing in real world conditions shall not be covered by that exclusion.” –
AIA, Article 2.8



The EU AI Act – Horizontal approach
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• Adds additional requirements for sectorial
legislation

• MDR & IVDR primarily regulates Medical 
devices
• AI Act regulates the addition of AI

• GDPR (General Data Protection Regulation) 
regulates the data
• Certain use-cases to avoid bias allows for 

exceptional data treatment

Medical 
device

MDR AI Act GDPR Other



The EU AI Act – New requirements
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• Transparency obligations
• Information on AI interaction
• Description of data sets

• Fundamental rights
• Impact assessment
• Infringement

• Post-market log generation for use and 
changes

• Human oversight features



The EU AI Act – New posibilites
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• ”Unlocked” learning of AI systems

• Locally adapted devices at different
levels:
• Regional
• Hospital
• Personal

• Transfer learning from existing
models
• Upstream providers role in compliance
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