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Readiness of electronic health record systems to contribute to
national health information and research
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OECD Health Working Paper No.99 30 November 2017
3. HEALTH DATA GOVERNANCE READINESS VARIES
GREATLY AMONG COUNTRIES

218. Japan

Japan has introduced a new strategy for eHealth
within a broader strategy for the health sector. It

includes developing and implementing a Medical
Information Collaboration Network to enable
efficient information sharing among medical
institutions and long-term care providers; and
increasing the use of EMRs within hospitals. There
are no secondary data uses within this strategy;
however, a separate strategy to implement a
national cancer reqgistry will extract data from EMRs
ienal surveillance.

HIPAA Privacy Rule {BA{&#R{EERA

OFEAMDEFEDEN) H—FEHHDOERADEHZHATR
» Research Use/Disclosure Without Authorization
without individual authorization under limited
circumstances set forth in the Privacy Rule. & 5% D
IRB(Privacy Board)® & :2 (approval) &adequate plan
to protect the identifiers from improper use and
disclosurei&

OTPO Treatment Payment Hospital Operation

XN e
ATIIEEREFEREIVFIZLTHSLAMEZLLY]

4
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FDA: Artificial Intelligence and Machine Learning in Software as a Medical
Device September 21, 2021
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Figure 2: Overlay of FDA's TPLC approach on AlfML workflow
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Regulation (EU) No 536/2014 Article 97 Review
BATSEFERICRFICET HLR—bEa—0Y/ R
[CIRHTAHEZRTNAB/ICHEBMAT

That report shall include an assessment of the
impact that the Regulation has had on scientific
and technological progress, comprehensive
information on the different types of clinical trials
authorised pursuant to this Regulation, and the
measures required in order to maintain the
competitiveness of European clinical research
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