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https://medicalfuturist.com/fda-approved-ai-based-algorithms/
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http://www.pref.kyoto.jp/yakumu/documents/kouen1.pdf
https://ccs.ncgm.go.jp/news/2018/20181218.html
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2020 9 FDA Digital Health Center of Excellence

DHCoE

• Center for Devices and Radiological Health CDRH
• CDRH
•
• AI UI/UX

https://www.fda.gov/medical-devices/digital-health-center-excellence/about-digital-health-center-excellence
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Digital Health Innovation Action Plan Digital Healthcare Act
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https://www.jri.co.jp/MediaLibrary/file/column/opinion/detail/20200207_kawasaki.pdf
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https://answers.ten-navi.com/newsplus/16087/
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https://www.pmda.go.jp/files/000160517.pdf
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https://kyodonewsprwire.jp/release/202009104203



All rights reserved micin.jp 25https://www.mhlw.go.jp/file/06-Seisakujouhou-12400000-Hokenkyoku/0000118805.pdf

…

SaMD

…



Thank You!

FOR ALL TO LIVE OUT
THEIR LIVES WITH DIGNITY
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Business Market Insights Mordor Intelligence, Allied Market Research

0.8

3.4

US market size in 2027
3.4 , CAGR=22.2%

Global market size in 2026
12.4 , CARG=28.7%
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FDA PMDA

FDA PMDA

17,114 2019 954 2020

2300 2019 150

Office of Policy

Office of Strategic Partnership and 
Technology Innovation

Office of Communication and Education

Office of Management

Office of Science and Engeering
Laboratories

Office of Product Evaluation and Quality

FDA https://www.fda.gov/media/135078/download
PMDA https://www.pmda.go.jp/about-pmda/info-about-pmda/0010.html?print
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IDATEN ( ) SaMD

( ) Improvement Design within Approval for Timely Evaluation and Notice

AI RWD
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FDA Precertification Program 2019

• FDA Precertification
•

•

https://www.fda.gov/media/119722/download




