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SaMD Software as a Medical Device 

2014
11 25

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

SaMD

medical purpose
FDA
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2011.10 IMDRF International Medical Device Regulators Forum

IMDRF Software as a Medical Device(SaMD):Key Definitions”

GHTF Global Harmonization Task Force

2011 10 EU
WHO

2013.12
SaMD

2017.7 FDA Digital Health Innovation Action Plan

2017.8 FDA The Software Precertification (Pre-Cert) Program

9

National Artificial Intelligence Research and Development Strategic Plan”2016.10
AI

The 21st Century Cures Act 21 ”2016.12

2017.12 FDA Software as a Medical Device (SAMD):Clinical Evaluation(SaMD )

SaMD IMDRF SaMD
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a Software Precertification Program: A Working Model (v0.1- April 2018)
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Software as a Medical Device (SAMD): FDA
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a Software Precertification Program: A Working Model (v0.1- April 2018)
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Apple Apple Watch Series 4
2018 8 14 ECG De Novo
2018 9 11 II OTC

1
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No. Date Company Product Name/Description Class
Category Pre-Cert Review

Process

1 2014 AliveCor AFib algorithm II 510(k)

2 2018 Excel Medical Clinical platform II De Novo

3 2018 Viz.ai Stroke care application II De Novo

4 2018 IDx IDx-DR II De Novo

5 2018 ImagenTechnologies Wrist fracture detection software OsteoDetect II De Novo

6 2018 DreaMed Diabetes DreaMed Advisor Pro II De Novo

7 2018 Accipio MaxQ AI II 510(k)

8 2018 Qompium FibriCheck II 510(k)

9 2018 Apple an algorithm to detect irregular heart rates. II De Novo

10 2018 Bay Labs EchoMD AutoEF software II 510(k)

11 2018 Zebra Medical Vision coronary artery calcification algorithm II 510(k)

https://www.scimmit.com/9-medical-artificial-intelligence-products-that-have-been-certified-by-the-us-fda/
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Arterys AI
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( )
1207 1 23 12 7

1114 26 11 14
1120 5 26 11 20

1120 1 26 11 20
1121 33 1121 1 1121 29 26 11 21

26 11 25
27 9 30 2
27 12 21

1125 6 26 11 25
28 3 31

0517 1 29 5 17 12 2
1020 1 29 10 20
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No.

1 2014 Join PACS

2 2019 OPTiM
Doctor Eye

3 CureApp CureApp




