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&he New Nork Times The Boston Globe

o, . . . Documents raise alarm over Watson’s diagnostic
Artificial Intelligence Hits the Barrier of i &
Meanlng By CaseyRoss and Ike Swetlitz STAT July 30, 2018, 12442 m = f Y = 9

Machine learning algorithms don’t yet understand things the way
humans do — with sometimes disastrous consequences.

Warnings of a Dark Side to A.I in 3
Health Care e _q®
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Changing regulatory landscape

IVDR

2021 2022
May 26t May 26th
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»Updated - wider - definition of a "“medical device”

MDD

»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

* Bigmed report: Regulation of Clinical Decision Support Software
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Changing regulatory landscape ﬂ

IVDR

Medical device definition - article 2(1) MDR
software,
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,

* Bigmed report: Regulation of Clinical Decision Support Software
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Changing regulatory landscape ﬂ

Mandatory involvement of a Notified :

Body for class IIa and upward
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AI-Medical device software
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