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데이터 수집
(개인정보 결정권 등)

데이터 활용
(의료기기 인허가 등)

데이터 관리
(불법행위 책임 소재 등)

예방 진단 치료 관리

1차
데이터

유전
정보

병원 솔루션
(Ex. 뷰노, 루닛)

건강
정보

개인건강관리
(Ex. 프리비, ADA)

전자의무
기록

국민건강
정보

보험
(Ex. 교보생명 바로)

2차 데이터
신약개발

(Ex. 신테카바이오)
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II. 국내외헬스케어 AI 규제 현황

개인정보보호법

제2조(정의)이법에서사용하는용어의뜻은다음과같다.

1.“개인정보”란살아있는개인에관한정보로서다음각목의어느하나에해당하는정보를말한다.

다.가목또는나목을제1호의2에따라가명처리함으로써원래의상태로복원하기위한추가정보의사용ㆍ결합없이는

특정개인을알아볼수없는정보(이하“가명정보”라한다)

제28조의2(가명정보의처리등)①개인정보처리자는통계작성,과학적연구, 공익적기록보존등을위하여정보주체의

동의없이가명정보를처리할수있다.②개인정보처리자는제1항에따라가명정보를제3자에게제공하는경우에는특정

개인을알아보기위하여사용될수있는정보를포함해서는아니된다.
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II. 국내외헬스케어 AI 규제 및 정책 동향
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II. 국내외헬스케어 AI 규제 현황

Civil liability regime for artificial intelligence European Parliament resolution of 20 October 2020 with

recommendations to the Commission on a civil liability regime for artificial intelligence (2020/2014(INL))

Different liability rules for different risks

(16) This Regulation should cover harm or damage to life, health, physical integrity, property and

significant immaterial harm that results in a verifiable economic loss above a threshold, harmonised in

Union liability law, that balances the access to justice of affected persons with the interests of other involved

persons. The Commission should re-evaluate and align the thresholds for damages in Union law.

…

This Regulation should set out a significantly lower ceiling for compensation than that provided for in the

Product Liability Directive, as this Regulation only refers to the harm or damage of a single person resulting

from a single operation of an AI-system, while the former refers to a number of products or even a product

line with the same defect.



II. 국내외헬스케어 AI 규제 현황

Civil liability regime for artificial intelligence European Parliament resolution of 20 October 2020 with

recommendations to the Commission on a civil liability regime for artificial intelligence (2020/2014(INL))

Different liability rules for different risks

14. Recognises that the type of AI-system the operator is exercising control over is a determining factor

regarding liability; notes that an AI-system that entails an inherent high risk and acts autonomously

potentially endangers the general public to a much higher degree; considers that, based on the legal

challenges that AI-systems pose to the existing civil liability regimes, it seems reasonable to set up a

common strict liability regime for those high-risk autonomous AI-systems; underlines that such a risk-

based approach, that might encompass several levels of risk, should be based on clear criteria and an

appropriate definition of high risk and provide for legal certainty;





III. 시사점

 핀란드등의해외사례를참조하여기관중심으로헬스케어데이터관리통합



III. 시사점

 독일등의해외사례를참조하여 ‘잠정적‘보험등재논의필요
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 EU등의해외사례를참조하여의료기기AI부터가이드라인논의필요
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