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The Medical Data Utilization in the Case of Japan
“Next Generation Medical Infrastructure Act”
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Data is as important as petroleum under the digital
economy generation. Similarly in the medical field, medical
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RE#EEA ¢ =AMt (de-identified) ~ XA EEEEE (Next Generation
Medical Infrastructure Act) ~ 1 A & ¥ & #& /% (Personal
Information Protection Act)  EE&EXl (medical data)
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data is the most important source of the research and
development in smart healthcare industry. Therefore, the
utilization of medical data with the protection of privacy
and personal information becomes world focus issue. This
article introduces the legislative background and structure
of Japan “Next Generation Medical Infrastructure Act”
and compares it with Taiwan legal system of medical
data utilization to explore the feasibility of value added

utilization of medical data in Taiwan.
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' Regulation (EU) 2016/679 of the European Parliament and of the
Council of 27 April 2016 on the protection of natural persons with
regard to the processing of personal data and on the free movement
of such data, and repealing Directive 95/46/EC (General Data
Protection Regulation) (Text with EEA relevance), art. 9, 2016 O.J. (L
119/1) 1, 38.
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"THRIMEEABR? ) X T HEEE ) M EIMNERINRE
A REEENENERE  FNRTEEREEERERNE
28 ELUREEAEZR LEANER - ARERERTER
BEERCWINEER A EHZRERE LLNEEERE -

FLFEE L HRZERKTEERELARITERWME
ZEERFE - LIERAS - ARER L ABHANBEAER
REE  HNERERNNEREBDZKRE " BEMARRATHEHR
E1E%, (Health Insurance Portability and Accountability Act,
HIPAA) @ ZENHHERRER D REMRA (Privacy
Rule) E2EZ#RA| (Security Rule) @ AERIBHEERERNE
HISMEFSNESRAIA » RIEREERES ANRE @ SR
BEFFMEIEREYR (de-identified ) IRBEIEHLAEZEMEA -

BREEEBARMNEY  RirBEENERERKE
BIAANFEE - (FRHIPAAE E RN ZEREE L ALRAE
&6 (U.S. Department of Health and Human Services, HHS ) 13
Fis BEHIPAAR A B KEHFRIEE (coordinated care ) AT
TR’ - 71201853 5 » HHSEE NRIEH B RR R B FRE &
FBNETEARIEH O (Centers for Medicare & Medicaid Services,
CMS ) ZEEEMy Health E Datast ZE2Blue Button 2.0 » BIRE7
—EAM  FEEEHBIEHBERENE S HEUNATHERS
Z - AU EERENMNEN EAREMERRBIRHEEE

2 EXhR "ERBEABR, 2REABRORECRET 252 (F
B ABER AR EE5TSN ) 21K 531H -

BABERHRE EEOIRE1IE -

45 C.F.R. § 164.514.

5 Office of Information and Regulatory Affairs, HIPAA Privacy: Request
for Information on Changes to Support, and Remove Barriers to,
Coordinated Care (RIN: 0945-AA00), https://www.reginfo.gov/public/
do/eAgendaViewRule?publd=201810&RIN=0945-AA00 (last visited
Aug. 24, 2020).
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RV R B — M ERHRZE A ( General Data Protection
Regulation, GDPR ) Eff2018F B L1 » ESE 201844
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( European Economic and Social Committee, EESC ) 7RFRZESL
FF9I7158 o

BAINER « BRBELIES ANERER B TR Rzl -
EHEFABIRESBRENFREANER - BARRIZEE
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NEFERBOCRENERER  BAFASENES ALIRLT

6 U.S. Centers for Medicare & Medicaid Services, Trump Administration
Announces MyHealthEData Initiative to Put Patients at the Center of
the US Healthcare System, https://www.cms.gov/newsroom/press-
releases/trump-administration-announces-myhealthedata-initiative-
put-patients-center-us-healthcare-system (last visited Aug. 24, 2020).

7 European Commission, Commission Communication on enabling
the digital transformation of health and care in the Digital Single
Market; empowering citizens and building a healthier society, COM
(2018) 233 final (Apr. 25, 2018) , http://ec.europa.eu/newsroom/dae/
document.cfm?doc_id=51628 (last visited Aug. 24, 2020).

8 European Commission, Transformation of Health and Care in the
Digital Single Market is Gaining More Support, https://ec.europa.eu/
digital-single-market/en/news/transformation-health-and-care-digital-
single-market-gaining-more-support (last visited Aug. 24, 2020).
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