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SaMDO)E &

SaMD ( Software as a Medical Device ) &l&

~

The International Medical Device Regulators Forum (IMDRF) M)EE

‘Software as a Medical Device (SaMD)’ as software intended to be used for one or more medical purposes (3X) that perform these
purposes without being part of a hardware medical device.
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Company

Product Name/Description

Class
Category

Review
Process

1 2014 AliveCor AFib algorithm Il 510(k)
2 2018 Excel Medical Clinical platform Il De Novo
3 2018 Viz.ai Stroke care application I De Novo
4 2018 IDx IDx-DR I De Novo
5 2018 ImagenTechnologies Wrist fracture detection software OsteoDetect Il De Novo
6 2018 DreaMed Diabetes DreaMed Advisor Pro Il De Novo
7 2018 Accipio MaxQ Al I 510(K)
8 2018 Qompium FibriCheck I 510(k)
9 2018 Apple an algorithm to detect irregular heart rates. Il De Novo
10 2018 Bay Labs EchoMD AutoEF software Il 510(k)
11 2018 Zebra Medical Vision coronary artery calcification algorithm I 510(k)

HF) https://www.scimmit.com/9-medical-artificial-intelligence-products-that-have-been-certified-by-the-us-fda/
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Dream up the future.



