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Changing regulatory landscape

Updated – wider - definition of a “medical device”

Re-classification of software to higher risk devices

More stringent control of Post-Market Surveillance activities

New requirements for in-house developed devices*

Lacking clear guidance for conformity assessment of AI-Medical 
Device Software
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* Bigmed report: Regulation of Clinical Decision Support Software 
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Medical device definition - article 2(1) MDR
‘medical device’ means 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. […];
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Annex VIII – Rule 11

Mandatory involvement of a Notified 
Body for class IIa and upward
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AI-Medical device software
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