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Standardization Trends on Artificial Intelligence in Medicine
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ABSTRACT

Based on the accumulation of medical big data, advances in medical artificial intelligence technology
facilitate the timely treatment of disease through the reading the medical images and the increase of
prediction speed and accuracy of diagnoses. In addition, these advances are expected to spark significant
innovations in reducing medical costs and improving care quality. There are already approximately 40
FDA approved products in the US, and more than 10 products with K-FDA approval in Korea. Medical
applications and services based on artificial intelligence are expected to spread rapidly in the future.
Furthermore, the evolution of medical artificial intelligence technology is expanding the boundaries
or limits of various related issues such as reference standards and specifications, ethical and clinical

validation issues, and the harmonization of international regulatory systems.
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ISO(International Organization for Standardization)

9} TEC(International Electrotechnical Commission) =+
Al 3} 7|19 s 71 9193 (Joint Technical

ATH3] Committee)¢1 JTC 19]4= 200 FZF 71241 IT
H 1 ISO/IEC JTC1 SC42 XHOE gt
Th= s Title Convenor Type
AHG 1 Dissemination and outreach Wael William Diab (US) AHG
AHG 2 Liaison with SC 38 Peter Deussen (Germany) AHG
AHG 3 Intelligent systems engineering Luigi Troiano (ltaly) AHG
WG 1 Joint Working Group ISO/IEC JTC1/SC 42 — ISO/IEC | Janna Lingenfelder (Germany), JWG
JTC1/SC 40: Governance implications of Al Gyeung—min Kim (Korea)
WG 1 Foundational standards Paul Cotton (Canada) WG
WG 2 Big Data Wo Chang (US) WG
WG 3 Trustworthiness David Filip (Ireland) WG
WG 4 Use cases and applications Fumihiro Maruyama (JP) WG
WG 5 Computational ap?rqaches and computational Tangli Liu (China) WG
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Information technology — Governance of IT — Governance
JWG1 ISO/IEC NP 38507 implications of the use of artificial intelligence by Peter Brown (UK)
organizations
e . . Wei Wei
ISO/IEC WD 22989 Artificial intelligence — Concepts and terminology
WG1 (Germany)
ISO/IEC WD 23053 Framework for Artificial Intelligence (Al) Systems Using Milan Patel (UK)
Machine Learning (ML)
ISO/IEC 20546:2019 Information technology — Big data — Overview and M etz
vocabulary
1 | Information technology — Big data reference architecture David Boyd
ISO/IEC AWI TR 205471 — Part 1: Framework and application process (United States)
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— Part 3: Reference architecture (Ireland)
5. Information technology — Big data reference architecture | o
ISO/IEC TR 20547-2:2018 — Part 2: Use cases and derived requirements MY 2=
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— Part 5: Standards roadmap
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Information technology — Artificial intelli - Mikael
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Overview of ethical and societal concerns
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Regulatory considerations on Al
for health (WG—RC)

Chair: Naomi Lee (The Lancet, UK)
Vice—chairs: Paolo Alcini (European Medicines Agency,
EU) Khair ElZarrad (FDA, USA) Wolfgang Lauer (Federal
Institute for Drugs and Medical Devices, Germany) Peng
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Outbreak detection (TG—Outbreaks) Zioty 4% Martina Fischer, a.i (Robert Koch Institute,
Germany)
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Psychiatry (TG—Psy) PN ===t = Nicholas Langer (ETH Zurich, Switzerland)
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Rafael Ruiz (University of Geneva,

Snake) Switzerland)
Symptom assessment (TG—Symptom) Aot Henry Hoffmann (ADA Health, Germany)
Tuberculosis (TG-TB) Zst o, 2t 2 oS Manjula Singh (ICMR, India)
Volumetric chest computed tomography S AT 7 .. .
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