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CAGR: Compound Annual Growth Rate (9 + A4 &)

CDRH: Center for Devices and Radiological Health (2]5.7]7] 2 #IAFA A 74-A1E)
CMS: Center for Medicare & Medicaid Service (®EZ1e] 5 214 %)

EN: European Norm (F9 %)

EU: European Union (+% <3%)

FDA: Food and Drug Administration (7]=F 2]3% 9] ok=r)

G7: Group of Seven (F8& 7/H= A3

GDPR: General Data Protection Regulation (3% 4wt dlolg B3 1)
HIPAA: Health Insurance Portability and Accountability Act (W= o]5 FH HSH)
ICT: Information and Communications Technology (X &217]<)
IEC: International Electrotechnical Commission (= #]% 7] 7] 3])
IMDREF: Intemational Medical Device Regulators Forum (574 2] 2717 |71 A = A2 H)
IVDR: In Vitro Diagnostic Regulation (3 AL o577 +4)
MCIT: The Medicare Coverage of Innovative Technology ([T #|0] s1417]4 4714 =)
MDR: Medical Device Regulation (3 9J27]7] 7A)

MEDDEV: Medical Devices Directive (+%8 <] 57]7] =)

NB: Notified Body (3 <157]%)

L

Pre-Cert: Precertification (A€ &2~ AZE o] APHRISA %)
SaMD: Software As a Medcd Device (1577|241 A3ZES o, Q15A|57]RF 9)57]7))

)

WEF: World Economic Forum (XA 7 A £3)
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Abstract

A Study on Artificial Intelligence-based Medical Device system
Improvement Plan in Korea

- Focusing on Comparative Study with USA and EU -

Min Gu Kang
Department of Medicine

The Graduate School, Yonser University

(Directed by Professor So Yoon Kim)

Recently, there is high interest in the overall digital healthcare
industry including Artificial Intelligence-based Medical Devices
around the world.

In this study, a comparative study was conducted with the United
States and the European Union. In addition, improvement plans were
derived through In-Depth interviews with policies such as Korea's
Artificial Intelligence-based Medical Device regulations and Insurance
Rates and Healthcare Data.

By solving these major problems, it 1s possible to preoccupy the
Artificial Intelligence-based Medical Device market by using

high-level IT and medical technology in Korea.

Key Words: Digital Healthcare, Artificial Intelligence, Medical Device
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