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Axon Lawyers and Erik Vollebregt

• Axon Lawyers is a medtech specialized law firm, with a lot of expertise and experience in M&A, 
investments, contracts, litigation and regulatory advice in (among others)

• AI and software
• Personal data concerning health, genetic data and biometric data
• Imaging, imaging platforms, PACS systems and pathology platforms
• 3D printing, modeling and customization of devices
• Robotic surgery, surgical planning systems 

• Erik Vollebregt: founding partner of Axon Lawyers, decades long background in EU and NL law 
in medtech (CE –> Call Erik) and pharma law and regulation
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VR and MDR / IVDR

• For fun – not a medical device

• For (clinical) training – not a medical device

• Providing information to be used in/for treatment or diagnosis – medical device (MDR)

• For analysis of a human derived sample – in vitro diagnostic medical device (IVDR)

• Direct diagnosis by software is not a requirement – providing information to inform 
treatment or diagnostic decisions is sufficient to qualify

• Drive or influence the use of a medical device (no medical intended purpose claimed)

• E.g. VR app to control navigation of a medical device in the body, control or program a 
surgical robot

• VR apps = software

• MDCG 2020-1 Clinical / performance evaluation of software

• MDCG 2019-11 Qualification and classification of software under MDR / IVDR

• MDCG 2021-24 Guidance on classification of medical devices
• MDCG 2020-16 Guidance on Classification Rules for IVDs

• MDCG 2019-16 Cybersecurity

• Other MDCG guidance relevant insofar as regulatory application

MDR / IVDR guidance
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MDR / IVDR

• It all starts with intended purpose

• Clinical evaluation / performance evaluation

• What is the clinical benefit of the software?

• Normally providing accurate medical information on patients, where appropriate, 
assessed against medical information obtained through the use of other diagnostic 
options and technologies

• Clinical outcome for the patient is dependent on further diagnostic and/or therapeutic 
options which could be available

• specify and justify the level of clinical evidence necessary to demonstrate conformity with 
the relevant general safety and performance requirements (article 61 (1) MDR / 56 (1) 
IVDR) (sufficient amount + sufficient quality)

• level of clinical evidence must be appropriate in view of the characteristics of the device 
and its intended purpose (article 2 (51) MDR / 2 (36) IVDR)

Some examples of clinical benefits

Physical therapy
Reduction of pain 
and anxiety Pain reduction
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Generation of clinical 
evidence
• Process of clinical (MDR) / performance (IVDR) evaluation

• Provide sufficient clinical evidence

• Valid association (MDR) / scientific validity (IVDR)
• Can you measure this way?

• Technical performance (MDR) / analytical 
performance (IVDR)
• Does it generate the output accurately, 

precisely and reliably?
• Clinical performance (MDR + IVDR)

• Does it yield clinically relevant output in 
accordance with the intended purpose?

• Demonstrate conformity with GSPRs in Annex I based 
on clinical evidence

Clinical evaluation of software
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GSPRs

• Risk reduction: Annex I 1-8 MDR and IVDR
• Interaction with environment: Annex I 14 MDR and Annex I 13 IVDR
• Devices with measuring function: Annex I 15 and Annex I 14 IVDR
• Software, network and cyber: Annex I 17 MDR and Annex I 16
• Active devices and devices connected to them: Annex I 18 MDR and Annex I 17 IVDR
• Devices for lay persons: Annex I 22 MDR and Annex I 19 IVDR (plus near patient testing)
• Labeling and IFU: Annex I 23 MDR and Annex I 20 IVDR

• Article 5 (5) MDR and IVDR – health institution exemption: no conformity assessments and CE 
marking but ‘CE light’

9

10



18-2-2022

6

PMCF / PMPF

Other (highly relevant) EU legislation

• GDPR / ePrivacy regulation

• Collection, processing and international transfer of personal data, with special attention to 
health data, genetic data and biometric data

• Draft AI Act

• All software currently in scope of MDR and IVDR will also be regulated under AI Act 
requiring additional CE marking for AI Act Essential Requirements and obligations

• MDR and IVDR health institution exemption does not apply to AI Act scope aspects

• Draft Data Governance Act

• Gives patients more control over their data and regulating data exchange services, but 
also provides framework for data donation (e.g. for training AI or making VR models)

• European Health Data Space initiatives
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Thanks for your attention!

Erik Vollebregt
Axon Lawyers
Piet Heinkade 183
1019 HC Amsterdam
T +31 88 650 6500
M +31 6 47 180 683

E erik.vollebregt@axonlawyers.com
@meddevlegal
B http://medicaldeviceslegal.com

READ MY BLOG:
http://medicaldeviceslegal.com

READ MY BLOG:
http://medicaldeviceslegal.com
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