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72D, REFEREZYFR— T 20ELH 5,

A.5 SBOM n=Efl

A.5.1 SBOM ik (7—%72F v—DRHR)
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supplier/Microsaoft/Micros 8e2385%azallbf k a1
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(Common Platform Enumeration) £%#BW25H5HH 35,

33



1)

EE

2)
3)

10)

11)
12)

13)

14)
15)
16)
17)
18)

19)

X 73

IMDRF, N60:2020 Principles and Practices for Medical Device Cybersecurity
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https://dmd.nihs.go.jp/cybersecurity/IMDRF_Guidance Japanese_version.pdf

ANSI/NEMA, HN 1-2019 Manufacturer Disclosure Statement for Medical Device Security

IEC. IEC TR 80001-2-2:2012 Application of risk management for IT-networks incorporating
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security needs, risks and controls
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IEC. IEC 62304:2006+A1:2015 Medical device software — Software life cycle processes

AAMI, AAMI TIR 57:2016 Principles For Medical Device Security - Risk Management

AAMI, AAMITIR 97:2019, Principles for medical device security — Postmarket risk management
for device manufacturers
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ISO/IEC, ISO/IEC GUIDE 51:2014 Safety aspects — Guidelines for their inclusion in Standards
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ISO/IEC. ISO/IEC Guide 63:2019 Guide to the development and inclusion of aspects of safety
in International Standards for medical devices

BAESBIHR. JIST 14971:2020 EEMt— U R/ v 2T X b OEFEESR~DER
ISO, IS0 14971:2019 Medical devices — Application of risk management to medical devices
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ISO, ISO/TR 24971:2020 Medical devices — Guidance on the application of ISO 14971

NIST, Cybersecurity Framework 2018

NIST . Mitigating the Risk of Software Vulnerabilities by Adopting a Secure Software
Development Framework (SSDF) 2020

HSCC/JCWG. MEDICAL DEVICE AND HEALTH IT JOINT SECURITY PLAN 2019
https://healthsectorcouncil.org/the=joint=security=plan/

IPA, RESSMEXTALIC A - B RBEARERIT 4 F 2020
MITRE, Rubric for Applying CVSS to Medical Devices 2019

IPA, MEEsMs2rH — 'R https://www.ipa.go.jp/files/000067318.pdf
NTIA. How to Guide for SBOM Generation 2021

NTIA, Framing Software Component Transparency: Establishing a Common Software Bill of
Materials (SBOM) Second Edition 2021

NTIA. The Minimum Elements For a Software Bill of Materials (SBOM) 2021
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