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PN 5T, B GEASER D 25%1) ( General Data Protection Regulation, GDPR) %

O (RSB EE) g “Wamsed” TR 3 K. BT RERME S ST AN, B iR
M S5 HREE . TAEMEE BACH P L. See “HSS Health Information Privacy : Summary of the HIPAA Privacy Rule” , U. S.
Department of Health & Human Services official website, https: //www. hhs. gov/hipaa/for — professionals/privacy/laws —
regulations/index. html.

@ U.S. Food and Drug Administration, “Institutional Review Boards Frequently Asked Questions” , Food and Drug Administration
official website, https: //www. fda. gov/regulatory — information/search — fda — guidance — documents/institutional — review —
boards — frequently — asked — questions.

® “FEuropean Health Data Space”, European Commission official website, https: //health. ec. europa. eu/ehealth — digital —
health — and — care/european — health — data — space_ en.

@  “Interoperable EHRs at User Edge | InteropEHRate Project” , European Commission official website, https: //cordis. europa.
eu/project/id/826106.

® “Solid”, https: //solidproject. org/.

©® “digi. me: A World Data Exchange Company” , https: //digi. me/.

@ Christina Tikkinen-Piri, Anna Rohunen and Jouni Markkula, “ EU General Data Protection Regulation: Changes and

Implications for Personal Data Collecting Companies”, (2018) 34 Computer Law & Security Review 134, p. 136.
. 69 -



CEBREFY 2022 £5 6 H5

49 LB MUE T RRETIE TR, JFA “REETTIE” BT T AU, R s 5 R 5 3k A
TEHEERWEE ., REITERIG . A T IERAMA S, RS RERERIEZ —, B
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WARSRBESTZYT . BRSSO B A K L AR E N H O 1T £ A R BT R de
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a B NRIRAL 5 BTSRRI M B H SR R 2R, WA 2 iR s X T e 2 7 Sl Ak B 7 4
P B BT RAE RN AL, R | IR & M4 2 e 20K | SRR B S B A B £, R
B HAE IR AT A e . 0 ., B SR RR R 7R B At Sl B T R S ik TR 2 o L £
&G, HAR TR E B BOR AR, M) RS BfEAL, Al LA BT 4 (R 5 5
(CPNN 2 A VS 20 PR s VPR g €771y B AN v - N i ) @ DA D PN
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ThsREPR SR S0, 51T R BEE TE SR8 NG sy, f Bl s 5 22 4 50l
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@ See “Guidelines 2/2018 on Derogations of Article 49 under Regulation 2016/679”, EDPB official website, https: //
edpb. europa. eu/our — work — tools/our — documents/guidelines/guidelines — 22018 - derogations — article — 49 — under —
regulation_ en.

@ HE: (MU a Rl S bR R BE R HORIR IRAR) , # CiEAK) 2021 4EEE S M), £R 84—99 T,

@ HEF: (IEVERAF PR Z L REBASUR/NAE R UGRE SR RGEES TR R SRR
EE B MR E ), # CARHBRY 2014 4E2 J] 28 H, 51 1R,
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By it T f2 1 [ B VR RN R E L BRI AR T . WHO 2 20 IA HME— Y 7 58 e sk A 3L T
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( Intergovernmental Negotiating Body, INB) e H A8 BAR PN 2, ok s WHO /9 194 4~4: 61
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WFFE) 2020 4E45 4 1, 45 39—52 0L,

@ See “Constitution of the World Health Organization”, WHO official website, https: //apps. who. int/gh/bd/PDF/bd47/EN/

constitution — en. pdf.

®® e

® “Pandemic Instrument Should Be Legally Binding, INB Meeting Concludes” , WHO official website, https: //www. who. int/
news/item/21 —07 —2022 - pandemic — instrument — should — be - legally — binding - — inb — meeting — concludes.
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@ “Joint Statement of the United States of America and the World Health Organization on the U. S. -WHO strategic dialogue”,
WHO official website, https: //www. who. int/news/item/27 —09 — 2022 - joint — statement — of — the — united — states — of —
america — and — the — world — health — organization — on — the — u. s. —who — strategic — dialogue.

@ Fumiko Kudo, Ryosuke Sakaki and Jonathan Soble, “Every Country Has its Own Digital Laws. How Can We Get Data Flowing
Freely Between Them?”, The World Economic Forum official website, https: //www. weforum. org/agenda/2022/05/ cross —
border — data — regulation — dfft/.

® Claire A. Hill and Erin Ann O’Hara, “A Cognitive Theory of Trust”, (2006) 84 Washington University Law Review 1717,
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e m s 2 e X . 2021 4E 11 A, IERKEZEWT5EPE ( Canadian Institute for Advanced
Research) {EREHSIAEERIEG, WA BRI T “ 80" . “ G EdE" X s
BEBARFE AL, 5 R B E BRI — X — BB OC R, AT L T ARG PRA S 1 A 1
Yl A OR A (8 38 BRh O

BB AT LU B LG B2 TAR R 48300 159 48 K liAs, I REAT BRI AU I $ it
T 22 ISR BRI 5 A MEBARZ H, BBIE R G- T o (g B T RS B BE 1 A R
PERETT, RSB RN SR . SRy AR KRS, , (B S 7 e Ak B R T R R AT
PHEFBAIL A S RN A RS, BB mes . Bl i . Bl S5 HoR, @R EyT
Bl A & B SRS R s A AR rT AL, B AR S

On Regulatory Issues of Health Data Cross-Border Flow in China
He Jingjing and Zhang Xinyu

Abstract: Against the background of global medical innovation and digital development, the demand for
cross-border flow of health data is increasing. We should promote the orderly development of the
healthcare industry on the basis of preventing and decreasing the legal compliance risks of cross-border
flow of health data, and achieving the right balance between the dual goals of “Risk Control” and
“Industry Development” . At present, China’s regulation on cross-border flow of health data faces three
problems; lack of industry-specific perspective in terms of regulatory rules, weak compliance management
competence, and obstacles in terms of establishing international normative channels of cross-border data
flow. By learning from the experiences of the United States and the European Union, in order to
effectively deal with the challenges facing China’s cross-border flow of health data, China should take
consideration of the public goods attribute of health data, and try to achieve the “Optimal Balance”
between “ Risk Control” and * Industry Development” . Specifically, it is necessary to take into
consideration of the characteristics of China’s medical industry, increase scenario-specific insight,
establish international regulatory mechanisms, build a national health data management platform, and
apply relevant technology to improve compliance capabilities.

Keywords: Health Data, Health Medical Data Processor, Cross-border Data Flow, Data Security, Risk

Control, Industry Development
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