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PMS in software life cycle
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PMS for SaMD

« Software as a Medical Device (SaMD) = Medical Device
Software (MDSW) = Medical Device (MD) /In-vitro
Diagnostic medical device (VD)

« Active and passive PMS data collection

* Horizontal legislation: Al act, GDPR, Cyber resilience act,
Data governance act, EHDS
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SaMD specifics

__________|SaMDgeneral | App specific
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App PMS impact on manufacturer

* Faster life cycle ﬂ m

* More OS and device platforms g G
+  More passive input t
- Customer service contacts vs install base @ m -

* More sources for active input
« Social media

«  App store rating

Ratings & Reviews See All
« OS updates Ay =
4.7
outof 5 4,922,118 Ratings
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App PMS impact on manufacturer

* Increase In vigilance notifications

Relative number Absolute number

95%
confidence

interval

Install base
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App PMS impact on competent authorities

* Increase In vigilance notifications
* Resource considerations
« Understanding of app eco-system
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Topics to consider for PMS strategy

* Decentralization of care (apps) will increase significantly
« Guidance on SaMD/app PMS signal processing

 Harmonized approach in vigilance assessments by

competent authorities

e Standardization
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Disclaimer

This document was produced by the International Medical Device Regulators Forum. There are no restrictions on the reproduction or use of this document;
howev er, incorporation of this document, in part or in whole, into another document, or its translation into languages other than English, does not convey or
represent an endorsement of any kind by the International Medical Device Regulators Forum.
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