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https://www.amed.go.jp/koubo/medical_device_check.html
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• SaMD (Software as a Medical Device, )

““Software as a Medical Device” (SaMD) is defined as software intended to be used for one 
or more medical purposes that perform these purposes without being part of a hardware 
medical device.″ 
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IMDRF (International Medical Device Regulators Forum) Software as a Medical Device (SaMD): Key Definitions
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10https://www.igaku-shoin.co.jp/paper/archive/y2022/3458_01
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• for kids

https://www.soumu.go.jp/hakusho-kids/use/economy/economy_06.html

https://www.aist.go.jp/aist_j/magazine/20220525.html#:~:text=%E3%80%8C%E5%8C%BB%E7%99%82AI%E3
%80%8D%E3%81%A8%E3%81%AF%E3%80%81,%E3%81%AB%E3%82%88%E3%82%8B%E7%94%BB%E5
%83%8F%E8%A8%BA%E6%96%AD%E6%94%AF%E6%8F%B4%E3%81%A7%E3%81%99%E3%80%8213
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AI WISE VISION AI
AI ― AI 2022 119 642―650

artificial intelligence AI Pharmaceuticals and  Medical Devices Agency PMDA
Gastroenterological Endoscopy 2021 63 2297-307
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WISE VISION AI https://www.ncc.go.jp/jp/information/pr_release/2020/20210112/index.html
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https://www.ncc.go.jp/jp/about/research_promotion/study/list/index.html

78(11)831-836.
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Larson DB, et al. Ethics of Using and Sharing Clinical Imaging Data for Artificial Intelligence: A Proposed Framework. Radiology. 2020 Jun;295(3):675-682. 
Monah SR, et al. Data governance functions to support responsible data stewardship in pediatric radiology research studies using artificial intelligence. Pediatr
Radiol. 2022 Oct;52(11):2111-2119. 
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Larson DB, Magnus DC, Lungren MP, Shah NH, Langlotz CP. Ethics of Using and Sharing Clinical Imaging Data for Artificial Intelligence: A 
Proposed Framework. Radiology. 2020 Jun;295(3):675-682. 
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Larson DB, Magnus DC, Lungren MP, Shah NH, Langlotz CP. Ethics of Using and Sharing Clinical Imaging Data for Artificial Intelligence: A 
Proposed Framework. Radiology. 2020 Jun;295(3):675-682. 
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Putting Good into Practice (National Data Guardian, UK, 2022)
https://www.gov.uk/government/publications/putting-good-into-practice-a-public-dialogue-on-
making-public-benefit-assessments-when-using-health-and-care-data
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Putting Good into Practice (National Data Guardian, UK, 2022)
https://www.gov.uk/government/publications/putting-good-into-practice-a-public-dialogue-on-
making-public-benefit-assessments-when-using-health-and-care-data
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Putting Good into Practice (National Data Guardian, UK, 2022)
https://www.gov.uk/government/publications/putting-good-into-practice-a-public-dialogue-on-
making-public-benefit-assessments-when-using-health-and-care-data
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Ferretti A, et al. Ethics review of big data research: What should stay and what should be reformed? 
BMC Med Ethics. 2021 Apr 30;22(1):51
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35Ienca M, et al. Considerations for ethics review of big data health research: A scoping review. PLoS One. 2018 
Oct 11;13(10):e0204937. 

Frequency of ethical considerations associated with health-related big data studies.








IT

 AI

 AI



36

Rahimzadeh V, Serpico K, Gelinas L. Institutional review boards need new skills to review data sharing and management plans. 
Nat Med. 2023 Jun;29(6):1307-1309.
Ferretti A, et al. Ethics review of big data research: What should stay and what should be reformed? BMC Med Ethics. 2021 Apr
30;22(1):51
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Ferretti A, et al. Ethics review of big data research: What should stay and what should be reformed? 
BMC Med Ethics. 2021 Apr 30;22(1):51
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