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TEARZHNRATF 12 12024F-8 H - 1T EFE2024 4 5 RIS 75
F A BT (Bio Taiwan Committee, BTC ) JLH & T KFEAIZEHT
RH R ES B F #8 r320 » (had (Bl RS R A R Y
FIFHRTREMEEL e - RIS & RE B RS KA EE
LB R R (Bk) IRBAF] ~ s s e B R TE 2 B
BENLHMFG - DUHEE LSRR EEE (Ek) ERRESE
PR ERAIBA RS G - TR - B E R
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1 g2 pellle § 25 51352 A 124/ -

2 RARPFE 2 HELE ¢ 0 (T50rR2024 BTCE RFIS T % soiies 4 a2 4 F ik
£ 4 52024#8" 28p - https://www.nstc.gov.tw/folksonomy/detail/bc9fccf7-b116-
48b1-ba8a-377a20a60d52?1=ch (Bt F|FF P : 2024£10" 7p )
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g —E LTI - B ERERER S T 2 RRE
3 > PIA SR AR EIEEE  BRIRERR - B TEEHAE
SR P B e A E R - FREFEFERRER - E AL
PR ERERR - DU EREREREEE - Yl ~ AN TE
SHEEAIER S Al RE K BME R E R EE B 2 AT
by o ATTREM AR AR MM » ST - H R % KA
ERUR RIS - BB RHE P RSN b & DRHE I - (E7E
HIF P fTRE b - TR N E R S (EE N SFERR AR
BORHER) < E B 7 - FE LRI - AEIBIRER R REAH A
Wi bR T EARSERHERI DS - BERE T T BRI RS R
FERIFIs 2 R | B TRERE & RS RO EEHE -
iH T ER R R E R E R iR R L AR EIRYEIFE A S
HEFENRZHEGA M - FIAOFEHEFT AEEE S (Universal
Declaration of Human Rights) | - 502 &E A\ HE B it 228k}
B DR S SEHARE R 5 2RSS & S LRI BIBE A
( The International Covenant on Economic, Social and Cultural Rights )
FISEREVEFEb T - Al EE N A 2RI R P
SRS ZHERI® 540 - FESE M AR B H E S ( American
Declaration of the Rights and Duties of Man ) 25135 AI# G248 230
N 2 EAIEE L - SRR R B s SRR 2 R -

3 Joseph L. Hall & Deven McGraw, For Telehealth to Succeed, Privacy and Security
Risks Must Be Identified and Addressed, 33 HEALTH AFF. 216, 216-21 (2014).

4 BEREY R AT T H27i AN g 2 MEPIRE SO 1SE g e
PSR 2 92 Gk g 2 CEFIRSE 2 95 7% $2IE 4R -

5 k=< % :“Everyone has the right freely ... to share in scientific advancement and its
benefits.”

6 k< % :“. .. Toenjoy the benefits of scientific progress and its applications”.

7 J = % : “Every person has the right to take part in the cultural life of the community,
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B o TLHEE L HALRERL R I B L R D - s
R BI Rk BRI  SE BEE B FI A L T 5 - g (A 2 e i e
1 - EBIRSERIB SRR Rl - SRR AR B B S
B - USSR L R B SR (e 3R R S LR
B ELE LR AR TS/ 552 N TS aer IR 2 SRR S
FER -

&L HATEEH L 20 E DR E S E S L IERLRER]
PRI L R R 2 L EL o B ST R (R S D R s ({2l
KSR B TR AR AR ) - W R HRS B 2 S AL e
TEERIESEA " B R E ' F e
FE BRINE R B A RS E B G - LS o

F= - bEE AR R R B A BUR B CE R E AT DO{ERE
> AESFTERIBEI R S fE R SE A B 02 TORIE R - BefiE
{EARAS - REH A g e R i PR R EE HIBH MR B A B TR RESAE

to enjoy the arts, and to participate in the benefits that result from intellectual progress,
especially scientific discoveries”.

8 Hum. Rts. Council, Rep. of the U.N. High Commissioner for Hum. Rts.: The Right to
Privacy in the Digital Age, para. 42, UN. Doc. A/HRC/48/31 (Sept. 13, 2021),
https://documents-dds-ny.un.org/doc/UNDOC/GEN/G21/249/21/PDF/G2124921.pdf?
OpenElement.

9 Idatl.

10 &2 pelll & 253 % 13554548 ~ 51 ~ 56-5T %% »

11 Ari Ezra Waldman, Privacy as Trust: Sharing Personal Information in a Networked
World, 69 U. MIAMI L. REV. 559, 567-90 (2015).
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JiS 5 B T HORORHR A EZ (S S B AIEE < S (EEEN
E SR OERBENEHRIE LD B aE S EEE
YR BRI RS 2 - WAL - EEEEA - DRI AR
B e S R F T R 45 B [T RE A A — (2R 2 F
il b R B B EAE RAAG - JEIEEE (T

DARTat ) = (EERE= R zica - #E BRI AR (R A ZE R

AT E

1. AN TR ERER] 2 B - IRRIRFE R Z B DA 2R T ]
FRRABREREAN e s | B EEEREE LA
=T T EEHERERIES 2

BERFFIETE S e T BCRERNATIE ) ZRASE, - B
FER Ry T TERERZ B2 TRkl 7 5 2 AIRFETFEE
HIR > B EREH BRI E B AN DU REr SRy aE
SeAlas - A INESS 2

2. IRBHBUR T E R L TTE (LB R R DER LG (T
g - AESEEEREGREE " WEEERARIREA, =g 2

12 Id. at 590-91; see Penny Duquenoy et al., Patients, Trust and Ethics in Information
Privacy in eHealth, in EHEALTH: LEGAL, ETHICAL AND GOVERNANCE CHALLENGES
275, 275-95 (Carlisle George et al. eds., 2013).

13 Waldman, supra note 11, 601-16.
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1. BB HHTHIERRAE R 2 28 ERNA TR f R SR A5
2 P - 20184 SR E K RFE1L (Data Protection Act
2018, DPA 2018 ) 2 HANARIERECE S & Bl IR M - 1
fEMEEBCEE 1% - Ry TIEISEHE — R E R R % ( General
Data Protection Regulation, GDPR ) K f& 4 1 4 Hi S5 5 Y
UK GDPR ( United Kingdom General Data Protection
Regulation ) » BT A AEERENEHIRE » DIFthie
SR R S R B A B S 1 -
It o ERFERIREE NNEFEAIF R 135 AR BIRREA B T - B
PRI BRI ORZ TR IR B MR L T h) - TR B A 2 §
S

2. (e R E R ERVEREA T - SRR A 2R
{1 ol A2 B 8 AR R TP R - (B > SRBRIE
HIRREFEERERMETEOR L - BiEER M - 1
AEEFEIES - AIEET AT DR F S S B2 78
/%16 .

14 g A ~441&F (Charter of Fundamental Rights of the European Union) %7 ~
i %P8 o

15 &2z pelll# g 203 % 135L2) A 4p 8 4 B ~ 4 L Eied o R Amflene
LB s F 1105035 Tk Rp 2 &t 2 7 > F10-

16 $+E REEFR 2L JI" g% %0 S BT R PR kE
Bt 2 BF RERE—— U ERES S b0 P LR E ek 2858 0 F 144-173
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ERNER R (T FEZIS BT Al 32 Z BUE (& R FE B R 1
2 PRRERS TR BRI RR -

AT H W DM R E R B A F B RN A B # R i
L WRIERE RN AHINESE o H R MR R PR R Bt
PR RRE R BRI FHia B A 2 HH B R 2 R R 2 eI AR 2 5
(Proposal for Regulation on the European Health Data Space) '’ » %k
HIRGDPR & F R — i MEE R B2 SE & T Htlfr PR (28
89fE% ) » TMAEER NI E I 22[E#7 Rl (European Health Data Space,
EHDS) WARMITHT @ ERERZEMEHIAE S g BRANBERE
5 RV EGDPRZAMHBAE TS - R EIT A B - AR EEEER
S HTER B ERREFE AR R E H 2SR - H e ITGDPRE R
— i AN ERHE R IR TR S HIRIRE - AR A AR 51
FEERLE I ELEERDS » DU ER R &R FE A AR & -

REEZE 7 BB P RS R RE T IE A A Z FTREER ]
WAL - RN ERERHEE S E S BN BUT R A RS2 F
FIFE - ASCHEERERER i R AR 2 2 (R R B R B ZE PR R

(2019# ); Pz {7 > R4 %3 EEFTHZEE BT ST KRR P L2 F
se3& 0 33148 > F9-23 (2022 )

17 Proposal for a Regulation of the European Parliament and of the Council on the
European Health Data Space, COM (2022) 197 final (May 3, 2022) [hereinafter
European Health Data Space proposal]. * » &< 3% 7% {4 » EHDS %#2025# 3
PSPpANE O3RN 2 5 2025&3% 26 p 4 sk 0 TRegulation (EU) 2025/327
of the European Parliament and of the Council of 11 February 2025 on the European
Health Data Space and amending Directive 2011/24/EU and Regulation (EU)
2024/2847 (Text with EEA relevance), 2025 O.J. (L 2025/327) [hereinafter European
Health Data Space] o & P2 % 74 F & E R E € F 4 2 4p bl 35 (7R >
M 22027E30 3 LA TAPRE S TRl 2 B (S o H {5 182029830 B 4o
EHDS™ A H-=cif * 27 b it b A2 A & L AP o
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B RSN RIHRREE - 2RI R E R AL - f2H
RAE RSB TGRS S Z ERHARI 29 -

NS IS R S TR I LR

=~ H e R R e R B

AT B 1 T S B e st it PRI A e
M — 5 M 38 R B SR A = Rl - BREAER
VA R — (A A BB - ABAAIHE20184E LU - 41
SEAELRE T DR MR AT R 5 e_L 76 3 R B S GDPR . $3 ,
W9 - REMEEHE R EREE L T T RS (a2 RE
GDPR | {E et 2pis ' « fH7eE 2 A M W AR -
ol — (6 5 SR A B R E FAGDPRIR T T 58 S (& 35 A\ B
Il (A2 5008 H A WGECERE (the right to be forgotten) 5%
SEHZEHI A SIS SR TR - Rt B (A D B FE R T A -
A AHBUEE G S B R E S Bk o -
Ak R B A A B R A RN = - GDPRE PR R A 3851
(L2 BRARERTE » TR — (IR « (e (L R (R IR -
HI ~ AR SR 5348 (International Classification of Diseases,
ICD) {RHE S5 SR AR 0 B E R R R I R
AATREED - HIE R — YA 2R B 4 T B 2 35T P ST
Bl + EpL R OV E RSB R BT TP EE™ - SatilRE

18 Gi4r g @ 2 4k > & F BB T2 GDPRY B > it 4 je3& > 7504 0 T 17-19
(2018+# ) -

19 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), art. 17,2016 O.J. (L 119) 1, 43-44 [hereinafter GDPR].

20 Jakov Vukovic et al., Enablers and Barriers to the Secondary Use of Health Data in
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IS SRS - E)EEGDPREAZEISIH] (Regulation) 2
B+ (RS R & BRI 02 2R + BT
e B GDPR i N R B DL R S R WA - i
TR TE BN S B R e RO S R R - R - AR R
GDPR S5t A TR B B 1P R e BB A A 2 B
SNSRI - BRI R -

AL A B R E I R AR B - RS
BRIRMEE BRI 2 B MRS EE T, Al
HegEEE IR LR ES N AL B2 LRSS
R—— T BRTRH B T I T R R ECR S
BRER TR TE 1 BAER o I RANAEZORR F S R DU - e
BRHEHIREAN + BIRS 7RE  EE A F T (R B 5 1
ERBOEH], ERRERIER - S R2E 2R - TR
ERRIERge B — B RS TR -

(- ) % BT S 8 0B TR

—RIMS > RBINERREHRE R SEE R Em AT
AR EAE R RAIIRE B - FTHRTLL > B R EIERE R
HRFE H RSN - AR R AR A 2558 (L B T D E
R E (B N\ B B e (B A\ R R mIse - H AT Refiak
{6 NERHERIRFEHIE - Rl - AR AR 2 (8 A RUH TR e
WORERA - HESHE - SR EERTE IR H RSN EE T RE T -

Europe: General Data Protection Regulation Perspective, 80(115) ARCHIVES PUB.
HEALTH 1, 7 (2022).

21 Agnese Bankava et al., The Effect of GDPR on Secondary Use of Data Concerning
Health in Research: Latvian Case in the European Context (2020), https://www.
apgads.lu.lv/fileadmin/user_upload/lu_portal/apgads/PDF/Juridiskas-konferences/ISC
FLUL-7-2019/iscflul.7.2-16_Bankava Buka Mezinska Barzdins.pdf.

22 ANU BRADFORD, DIGITAL EMPIRES: THE GLOBAL BATTLE TO REGULATE TECHNOLOGY
6-11 (2023).
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Mk eR b ARGEE B S R HI Rt - SE %
B ERE | PHIINEE E TS L7341 (California Consumer Privacy
Act, CCPA) DIRE% T BHALERBE » WEHERE , /N
FEALREF]E (California Privacy Rights Act, CPRA%) %% » HITHE
AR B (b S A S B B R 2 Bk Tl » DRI B B R TR Y
BRI R s -

EAEE M GDPRIE M B R AR IS & (8% (7 3 m 5
T 3 R R R A TS MR R IR A TSR - BRI CPRA
MBS o B R A S S T E R - R
CPRA R3S FEHT | MERERFIZR - f FLIEREZ R R AE
T B Al NEERE BRI AT o B CPRARAMMERI
RNVECHRE N T BRI R RS - DABA (- o el
CHIEE T » RS R B H N R LR
FEEHRA L » FHAAGDPRESFA(E A k2 T (%8 A A G R A e )
(BRI A ALEE - fRGDPRATS 52685 » CUBALZ A
Gh - BAREEE NGRS EASSE » (EER
T AT SR 2 8 = AR - % AGDPRIE FH#IE © Ak - &
A TSRS (L R e L B R R N B B RS
(IR R | IR R TR KRB A (R %
MR TG - B E A S EEREEE - DUEE Ik
AR B R A TS R R Bk -

23 Fﬁ:ff—"b v R FE etV Ff '%‘ ‘%‘f‘ 2% 0 ;8 B > iThome » 2020# 1% 3
P https://www.ithome.com.tw/news/135154 (& {SigIf0 p : 2023#£37 24p ) -

24 CPRA % #H41CCPA%: 1202 & ~ 55 i 3f % ¥ {41 ¥ 4% 7 CCPASRf » 2
©FRAND023E 1V 1P A3k FAN2023F 70 1pdeg 4 > 2} jE»d > 24 T
E2022F121p oA £2022F 17 1p 42T B2 B A F*;}Jiz:}‘fg-ﬁ = CPRAZ
SRR AL S L TR S A - S el TR IS N
FREBVCEGEET o F REE o 68 0 T 24-39 (2022 )

25 3Epss (3324) 0 F 25-26 ~ 33-35

26 CPRA § 1798.140(b) (2023).

27 CPRA § 1798.140(m) (2023).

28 sEpus (3324)> B33 -
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T3+ CPRABESKHEIIS T E 2 S8, R B R ATE 1
EANER - I EfEERER,BUR(E A EFH (sensitive personal
information) Z3EBI% « JRE] » (AU © ()5 T HEEEE
FIFH 2 222280528 (integrity ) T & FLME B& FLBIZFIF 5 QFE
KIRTEE A5y AT (A s A 5 (3)feF
ETTERHERTS + DARCRBRaY - AT L AR ek i
Bz 2% % ENZ LT - MR @GR - e
FH B R A T SR DA — 5 38 e 2 o (A EUIME A AT
TSR IR HIBURR (3 2 R BB % - MEER AT s B R A
JECPRAN A B E 4 E A8 A R R 2 B AME  JR IR i
0 N M B PR F BB M H + GDPRIH I o i 38
R AR SR ATkt EHDS IR B B BE R F A 2
BRI o

F DU R R 5 ok E - Sl T iR OR b nT e
f£7% ; (Health Insurance Portability and Accountability Act, HIPAA )
BIFR & &2 2R LR 2 A 18{E T 3% BIA F (identifiers ) ~ DA
et TEE#RA] » SESERIRIE L KB RR PR EREREE M
Bk EIEHIPAAFTHE -

1% - GDPREARHAERE (explicit consent) ZE3K » thoE
H SR E S B i (I & B 22 U 1 Bk Tt /T HIPA A B2 GDPR 3 i
[ AL E AT S B HIGDPREMES « IS 2 » EEHEHER
GDPRHYZH A& [FIEZKERIEAMERE 2 & - R EESE

29 CPRA § 1798.140(ae) (2023).

30 CPRA § 1798.121 (2023).

31 NAT’L INST. OF HEALTH, NIH PUBL’N NO. 03-5388, PROTECTING PERSONAL HEALTH
INFORMATION IN RESEARCH: UNDERSTANDING THE HIPA A PRIVACY RULE 9-10 (2003).

32 45 CFER. § 164.514(b)(2)(i) and 45 CFR. § 164.514(b)(1) (Title 45 was last
amended June 25, 2025).

33 Kelly Koeninger & John Conley, International Health Data: How HIPAA Interacts
with the EU GDPR, 24(1) HEALTH L. CONNECTIONS 40, 42 (2020).
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Bz ANigthse @i Z 58 (Institutional Review Board, IRB) P {1
RS E AU B EE - R GDPRAVEFSEE & P N AT heds
% RN EELRFE T &5 GDPRIVEIEZK - tARGDPR T HYEL
BEEEE AEFEEE N T8 E S e B A RIE SR A
A R EE RN R — (AR B R R R AR R RN EE A
[EIREIM S A FERZ / GDPRIVELRBAIAE F - WiHECREL LR
FERAAIB RIS R A e

FFAFTILGDPRAICCPA/CPRA LA K HIPAATEE L L3 BB LA R,
)\ AR A E R EZR - A B LR E A _EGDPREER
ZELCHE R N FEAE R R 2 B A
HE - ATREEE B E PR s B L R O

B2 » AOGERpE rIRe I FAse b HE - SERA
LRz * F#F7 P

TREEE - ASCHEARLICCPA/CPRALL K HIPAA ST IEGDPR » #%
AR IR AR BB ERREFIE = et E sl BlER
eI —REERREHAEHIGDPREXEH NFE - DA
CCPA/CPRAZAEE @ (E R HRETHE S R EERBZHES
REFIHF B2k 2 EFHE: - Woodrow HartzogBdNeil M. Richards#(#%
A¥EHRIECCPA/CPRATEE < (R H —EHUFH » (HELZGDPR -
HEFEMEE AR : BI{HECCPA/CPRA T E %55 = 7 & & r 1 EAth
BRI - BN ER A SFEENEA] (Fair Information Principles,

34 Id

35 8 2 N FEL S EETRED I 22 B R — I W T EL B
Az B or R A 2724 > F56-57 (2018 ) o

36 TF 4 0 EFORR SRR S S AR R RA TR 0 TR (T AP
G TREE F 417 7 o Kevin Werbach, Introduction: An Endless Spiral of
Connectivity?, in AFTER THE DIGITAL TORNADO: NETWORKS, ALGORITHMS,
HuMANITY 1, 1-4 (Kevin Werbach ed., 2020).
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FIPs ) Fsi R R T EoRlE 58 AMEF | - CCPA/CPRAHI(E
HEEM AT AR - HE S ER I 2B L E LR
GREE A HEE - RfREg a2 - RIIES R
PRl I L EEE R NG T A (SR - AHRER R
AL -

2R EHBTFE A TNEL T E S ARE

HIPA AR i T 134 08k (R 2R R 1 B 1 MEEA %6 (institutional
waiver ) BT » ko B i B & R SR Bkl A 4 -
WS S EREEENFENERT » AL RS
BHE SN 2 UM ER + b0/ FLHEIRBY - HIPAARY T 58
MR | (covered entities™ ) PBFLHAZE S & sl B T S ST
B OB« FENLFERE I T - 7EHIPAA FT 8 (93 e F1) i 1 3%
(data use agreements ) AT ELFERYEF B RHERNIZ B T2 Ewmn)]
1t (HERME TR g B pE T - AR E AT
DU O A R L AR R BRI 6 AE SR 7Y -+ PR R L e
Ghh AT ERIACSR " - I - SRR EE R DT
FRERIHIFIFEARTS - BEMEEH - 155 ¥GDPRAVEEE E
RIAE AR o KT - B HIPAAFT BRI [ R TRk (b
TR AR B T - VAR B SRR - A

37 Woodrow Hartzog & Neil M. Richards, Privacy’s Constitutional Moment and the
Limits of Data Protection, 61 B.C. L. REV. 1687, 1711-12 (2020).

38 Michael J. Saks et al., Advancing the Use of HIE Data for Research, 52 ARIZ. ST.L.J.
145, 166, 176 (2020).

39 45 C.FR. § 164.512(i)(1) (Title 45 was last amended June 25, 2025).

40 s * B4R Trdp T %ﬁ’fﬁﬁ?%f?— e EREETE BT N &
METFAN GRS E REFL 2 O R JRIFINE A HIPAAR 4R 7 82 B
ﬁ%ma‘%@{——‘ﬁ C G RIS RV AP cx A E s B - iRE
2N 3 R FEENAT 103 Tt o

41 45 C.FR. § 164.514(e) (Title 45 was last amended June 25, 2025).

42 45 C.F.R. § 164.528 (Title 45 was last amended June 25, 2025).
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43 Giovanni Comandé & Giulia Schneider, Differential Data Protection Regimes in
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23 GERMAN L.J. 559, 565 (2022).

44 CCPA § 1798.140(s) (2018).
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55 Bundesdatenschutzgesetz [BDSG] [Federal Data Protection Act], https:/www.
gesetze-im-internet.de/englisch_bdsg/englisch_bdsg.html (Ger.).
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57 Christian Wiese Svanberg, Article 89 Safeguards and Derogations Relating to
Processing for Archiving Purposes in the Public Interest, Scientific or Historical
Research Purposes or Statistical Purposes, in THE EU GENERAL DATA PROTECTION
REGULATION (GDPR): A COMMENTARY 1240, 1246 (Christopher Kuner et al. eds.,
2020).
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CHALLENGES AND REGULATORY RESPONSES 56, 66 (Maria Tzanou ed., 2021).
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62 TR FHIF EEHB RIS éﬁiﬂ"##p F £ f% % : Kenneth N. Rashbaum, The
Business Opportunities of GDPR, in THE GDPR CHALLENGE: PRIVACY, TECHNOLOGY,
AND COMPLIANCE IN AN AGE OF ACCELERATING CHANGE 125, 125-43 (Amie Taal ed.,
2022).

63 % W i e > 1uJack M. Balkindg# 2§ RLEE > AM TR E F OT R
KFEABGE P o R I AL S Frew 2 7 & o Jack M. Balkin, Information




IR T B R ZHANERE P AP A LS 119

Kt » AR B TR B PR T (I FE RS - A a ] RE]
R e BT sttty Z P B R & - S | RS
R ) R —(EEE R LATRRE - FHIRASERLFR 7 ATEL
SRERREHI B T ATEEERER SR RERE | Jh - ERUMERR
HEEH0E " sl E i i R E R R et 28
L MRERIE RN EE . () FIEEHD -

SRR PRSI AINC L MR PR e T R
e

BNEEERIEN.Z 54T - BREE AR RSB AT (178 EE DUREIR (R RS
SR o SRAN » AR Ry Ft NS G B R N ZL A &
bR T BUE Z —MEEd A S A BRI E B R A AR B — 2 E
B DUREGEAR B B AHAHE LS - ERREFIREEE
R AR BRI FEERERANERIE - FERRESTR
SRR AN R ENREAL - FEENRELEERE E D - RS ISR R
A EREF R E R ZE T ER 1R - BUERERRERIR 2020 B G ERT T
ERIHEME (European strategy for data) ZECHREE » HIEBEHTH - 15
EETFHMAER A - DI L& E SN EFIRE -

(=) BB TR I B4 T TR R AT
BRSS9 E R (BN ZE OB - B
F - SRTHBCHIR B RRE S o HLER BRI ¢ (1)RVERBRIZERY
el FEEEE ST BRZERI R - TIPS OB G - (RE
BSIEROBAERIF © QX RS « BBt
FIAIF - ST R BOND/ N b AIHTAE S - (RN

Fiduciaries and the First Amendment, 49 U.C. DAVIS L. REV. 1183, 1161 (2016); Jack
M. Balkin, The Fiduciary Model of Privacy, 134 HARV. L. REV. F. 11, 29 (2020)
(Responding to Lina M. Khan & David E. Pozen, A Skeptical View of Information
Fiduciaries, 133 HARV. L. REV. 497 (2019)).
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64 Communication from the Commission to the European Parliament, the Council, the
European Economic and Social Committee and the Committee of the Regions: A
European strategy for data, COM (2020) 66 final (Feb. 19, 2020) [hereinafter A
European strategy for data].

65 Regulation (EU) 2022/868 of the European Parliament and of the Council of 30 May
2022 on European data governance and amending Regulation (EU) 2018/1724 (Data
Governance Act) (Text with EEA relevance), 2022 O.J. (L 152) 1, 1-4 [hereinafter
DGA].

66 Edward Curry et al., Data Spaces: Design, Deployment, and Future Directions, in
DATA SPACES: DESIGN, DEPLOYMENT AND FUTURE DIRECTIONS 1, 3 (Edward Curry et
al. eds., 2022).
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68 Commission Staff Working Document on Common European Data Spaces, at 2, SWD
(2022) 45 final (Feb. 23, 2022).

69 Id. at 2-3.

70 See A European strategy for data, supra note 64.

71 See European Health Data Space proposal.

72 European Health Data Space proposal recitals 1-4; European Health Data Space
recitals 2-3.
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75 Mark Taylor & Tess Whitton, Health Research and Privacy through the Lens of
Public Interest: A Monocle for the Myopic?, in THE CAMBRIDGE HANDBOOK OF
HEALTH RESEARCH REGULATION 239, 243-45 (Graeme Laurie et al. eds., 2021).
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79 See European Health Data Space proposal.
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81 Regulation (EU) 2023/2854 of the European Parliament and of the Council of 13
December 2023 on harmonised rules on fair access to and use of data and amending
Regulation (EU) 2017/2394 and Directive (EU) 2020/1828 (Data Act) (Text with
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82 European Health Data Space proposal, Explanatory Memorandum.
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83 Regulation (EU) 2024/1689 of the European Parliament and of the Council of 13 June
2024 laying down harmonised rules on artificial intelligence and amending
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195 European Health Data Space proposal, Explanatory Memorandum & recital 61.
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recitals 14-15.
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198 European Health Data Space proposal art. 33(8); European Health Data Space art.
51(2)-(4).

199 European Health Data Space proposal art. 33(4); European Health Data Space art. 52.
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201 See also MARK ELLIOT ET AL., THE ANONYMISATION DECISION-MAKING
FRAMEWORK 9-10 (2d ed. 2020).

202 DGA art. 5(13).




IR T B R ZHANERE P AP A LS 169

S DL FRIRE - EHDSHERAE ST T R ek
FELEZRIFI I H AT RER B T » DB LS R B T
Tkl o B E AR A L B - SRR HiY
kDB 2 LR 2R - AR e B Bk
FIIFH R LR - MBI AR LB T R 3l - 7
= Af[EE A RN A SR » JE R A ORI F R A
U « Rtk - ERFIF S AT B L e T
CORLETRERIN » TIOR3 R 75 45 A (e B e P ks B e
(BZALFR B SR 2 He b - i s

HE  ARSTEY R SR O A S R DB (R
(LI MR ACERE RS & B R - RS R e E FIER
BEALMERI 2 (R BT A S b ™+ DR A A ek I (7
SR SERLIR R AT ST R LI R IR R T
DUE S A (B ACRE A (e S MBS o » DA
Hans R DER R RIE - 2bE A = E

3. EaA E%i}%lg—ﬁﬁﬂfj

fi G e B ER B R S B A _ RS A R E R I T R L i OME
@i@mﬁf{u&’?gﬁ‘ZL4 AR E RN FELZ S THE
BRI KRR THEREHR EERFENGE R EZmLESK - DL
EHDS#EZ R fl - HIZk e ERIEF HIfEE — (A AT B Tt s T8
NEFRE R 2 BETRERE (digital health authority ) 205, R EE

203 9 F AE RG2018F F 7 FALEE A H1TER S 1725 % i}ui—ﬁ_‘ff\—»ﬁ Mag 3
Wy B E AR .

204 FREBUBFTLEE G ERABTLAE . T LFHLY A2 RHF
B T B A TR

205 European Health Data Space proposal art. 10(1); European Health Data Space art.
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206 European Health Data Space proposal art. 36(1); European Health Data Space art. 55.

207 European Health Data Space proposal art. 3(11); European Health Data Space art.
57(2)(a).

208 Regulation (EU) No 910/2014 of the European Parliament and of the Council of
23 July 2014 on electronic identification and trust services for electronic transactions
in the internal market and repealing Directive 1999/93/EC, 2014 O.J. (L 257) 73.

209 Directive (EU) 2016/1148 of the European Parliament and of the Council of 6 July
2016 concerning measures for a high common level of security of network and
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Directive) (Text with EEA relevance), 2022 O. J. (L 333) 80.
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210 European Health Data Space proposal art. 10(2)(i).
211 European Health Data Space proposal art. 10(2)(1).
212 European Health Data Space proposal art. 10(2)(0).
213 European Health Data Space proposal art. 37; European Health Data Space art. 57.




172 CF #0512 S A F]) %374 (20252£9A)

(3) e HE W R A A Dl (b & B BB R AN Z B R
% - BERERRIERE Bk 2 T IRG R A (R RS Bk &
TN TR E RN AR - PREE B (&
prReEE LB RRE A SE - NEREEREE AN
PERER -

¢ AR,
17~ .5":.‘ “341\3

B BB R AR S 0T B R BT B R R R (S
FERIG - PRI R 2 B A TR BRI L - B RhER B 41
WMEHEEEEEEINZ TR - R B A A SR T RE
(Brussels effect) >'* + A3 R B8 2 P DR i S <P B
B R AR EE R GRS R E S TS e
TP ST RAE R LR AR O R (R R AR
BT - SE RN - EEIMEREFIATHIPAA  CCPA
S o (EREEEORH B FEF SRR -+ DR T S = A S e
ZEER AT A H ¥R (AR E H AN R R TR
ZHTh - ATREN RN A - BRI R MBS R A DA Bk BB
B2 RIS o FERCHE » HFAGDPRYE (Vh Ao /e FE 5 P i
B CCPA/CPRAZ HTEMH S » HIBIEHE /5 AT U i 70 B B 2 A Y
i SREFECHE MRS R A BRI S - KA
FIFARIERRRZE o

214 ANU BRADFORD, THE BRUSSELS EFFECT: HOW THE EUROPEAN UNION RULES THE
WORLD 131-69 (2020).
205 Rt > B W Rde BT AR p A - EREDBEG A ¢ EF TR
DPRZ_if &3 > e Tz 4] o g A2 fl 04 - 7 > maEm s
R 4p B TRz g2 4% (The Protection and Use of Health-Related Data )
Bk BRI R RE TGS A




IR T B R ZHANERE P AP A LS 173

AEBIFEATE - BRI BRHEHI & DR R e e e R 2
w o RA - LA R N R R R BB A Rl etz
ol 7 BEORET B R I ENREA LT A R R - (2 AR BB R LR
ERVE AL ERITE R 22 8 - B R BRT T8 B P (R (RAU BT
FERIE - HELL - BRERRVIEREERHA - FELASUERE - (HEE B
SHVERG - EmE IR AT - R R B R FE AR
PR -

HLEZ R & EHIEE - AR A R e E
TIAERRERIREBIRE » HEFRER A AR R E ER
Epnl Bk pR R o MERNTE B 1Y Source InformaticsZEH - BUR T35
SEIRAR - (R E (MR RIERLEFREN TER, Thlsea W
EIH FEEPNEE E E NEREN A 280 ARE - Z2/E M
5IREAE KAFam o 16 HEARZI G A8 A BREEERES] - Kt
REFELEFIUEAIE AN ERHEERRER] L » ARG FTEHE - R
HEBEERRERIR - ] A& 0 K fU i care.dataBdGPDPR 3155
HIRR R A BRRg - 2T ok » RREES = SR (e BUn B R R U H sk
GBI 2 2 1 B R A B BRI T 4 M SR - R e
By TS BALE -

HELE » AT G - RER TR EIEHE R B R R < LR

HR - EEFTEERIECREES] - (hE—EEE EZEEER
TR E - BB IR AR KRB E RRES EA AT A 1
BE B AE M 3t E FH R FR B R A BRI 2 e B A 2 0EAE - R
Goldacre ReviewE T2 TRE(EfE )7 » 5 Ry 0 B E SR 20
T EEVEEHFTEE RRERR ALY T ATREEARY ~ I(ERY, Ak AR —
EERMHANEEZESEZTRNEHAEEEBEEN
(trustworthy ) o “N3 » {EFH B F 2 il 488 o DR A B B SR Bt T 3 B
XUEAKE - R BER T H TREZ BB R B TR IEFRE




174 CF #0512 S A F]) %374 (20252£9A)

LR BRI » S BRI RO R R RIS S i 1
SO » AR AT A BRSPS B S
MERTERER IR I BRI B R L B
ET (REE) ZORFETRIFRT 1y S 20k o -

[EE| B R EREZEAE - EREHERTEREREEE
—EH - (A NERHMREEE ol 2E ITE(EE B4R E R H 895k
FEA R RHE 52 Z AR 7 B A B TR B A LB I o A
E# o AR R R 22 R R IE N RERRIMEZ TS - ASGE
Ry LRI E DA R Pk B amae R B R 1 PR T 2 Bt -

RN AR AAZ S FE LR B B & RhE I 2 kA& R -
AN R B SRAT P AR 5 0 - W RIS G B Y T R
{b$E e, BESARBRIAURE - HR - FREIRIEE SRR 248 -
AR B EE R (HEFTEEIIRAAEE R B (EE
{RiETE% (Directive 95/46/EC ) » [N ZAE20164F A8 B LA f
R AR JEHERIGDPR - Kl R TR R EE B R LB ANE
B GTRIF SR R AN ] 2 g B B PR Y 7 =Xl i S AR B 2 S 1)
o WA R DUE RSN RAEERER R REZ EIHY R - thEEDIRT
B ELBIF AR E B AT -

R AR TERL RS BB ERHEH 225 1 HER LU
{5 - IIEAEILERE - - sEEEARACE BB R SEEh R 7 &
A HEEEEFMRNERNGEETH S - A SGE R LAZ R %
e~ BRHEFRIA - BRI AR ER T & EHRER TS
PehREE R REE - RERIBEEERE LA N B e EE
TR » AR RAFRUA s Ry o




IR T B R ZHANERE P AP A LS 175

w»
ol
<
R
/‘-—

.9 < 3;MA

(AT Z2f7 (2022) » S 4 B RS r 2 B e A S B R o B AR &L
HHREESE - 3318 » H9-23 -

Rl FrE% (2018) @ @RER HAYIMIH Z R Fm—I
FnHElEs TERRE - A HIREHEES - 2720 - H45-62 -
ZFE(Z (2020) - {H AN ERHGEA BRI - DUEREER 22

b ge Rl - EAEE R - 4961 > H1-50

BAAR (2018) - 5 @4 & AGDPR L - REJIRERS - 7508 - H
17-19 -

gkl (2019) - B RE T EBEERIIEREM Z (65 RERH
DI RSEa R B - H BiREHEET - 2850 - H144-173 -

— (2022) > BERHAHEIEH] ¢« BURBEAZREE - R ARSERE
BHge - 6411 » E55-116 -

— (2022) - B AR R B (& (R F€ @ APPLE M
FACEBOOK (B S RARE R (e H 3% - SRR AR - 33654
ff > E35-78 -

— (2023) > [HELZEHEERE —IFOHGREZEEL =
EakatE A RRES - EUAE > 22 He6-12 -

kil FEE (GHEERA) (2020) - BEEBIZ A ERHREE
il Al i GDPR i 7 < 738 —— DATE R B e B R (] » ZeRthhoeat
Hifnaem s (GRBAMARSE : PG10805-0109) » =t : BIZ %
BEEY -

R R (2023) - {AEREHEE R 22 - AR - 228] - HI13-
20 -

sRERAA (2022) - SSBININIHER & AL PR s R i oo 58 R B LLAR




176 CF #0512 S A F]) %374 (20252£9A)

HRRUR - ERUAE - o] > H24-39

FFEAIE (2020)  FEUERFRERAVEFRERIGHE - Bt RAHIRHE
2T - 8E3H » H76-81 -

BIEE (2018) > BARF " ERACEENERE S ) B IR - 2=
R HEFT  REL - EEEER SIS - H283-309 0l ¢
EEmiE o

ZIEFE (2020) » N LA QHREFFERE AR - S « 28
Rfm » e B ey R S - H93-136 - 2]k - TR -

2. b2 2R

Adams, Carolyn, Judy Allen, and Felicity Flack. 2022. Sharing Linked
Data for Health Research: Towards Better Decision Making.
Cambridge: Cambridge University Press.

Balkin, Jack M. 2016. Information Fiduciaries and the First Amendment.
University of California Davis Law Review 49:1183-1234.

. 2020. The Fiduciary Model of Privacy. Harvard Law Review
Forum 134:11-33.

Bankava, Agnese, Arnis Buka, Signe Mezinska, and Juris Barzdins.
2020. The Effect of GDPR on Secondary Use of Data Concerning

Health in Research: Latvian Case in the European Context.

Available at https://www.apgads.lu.lv/fileadmin/user upload/lu_
portal/apgads/PDF/Juridiskas-konferences/ISCFLUL-7-2019/iscflul.
7.2-16_Bankava Buka Mezinska Barzdins.pdf.

Beyleveld, Deryck. 2006. Conceptualising Privacy in Relation to
Medical Research Values. Pp. 151-164 in First Do No Harm: Law,
Ethics and Healthcare, edited by Sheila A. M. McLean. Farnham:
Ashgate.

Bidault, Myléne. 2021. Considering the Right to Enjoy the Benefits of
Scientific Progress and Its Applications as a Cultural Right: A




IR T B R ZHANERE P AP A LS 177

Change in Perspective. Pp. 140-149 in The Right to Science: Then
and Now, edited by Helle Porsdam and Sebastian Porsdam Mann.
Cambridge: Cambridge University Press.

Bradford, Anu. 2020. The Brussels Effect: How the European Union
Rules the World. New York, NY: Oxford University Press.

2023. Digital Empires: The Global Battle to Regulate
Technology. New York, NY: Oxford University Press.

Comandé, Giovanni, and Giulia Schneider. 2022. Differential Data
Protection Regimes in Data-Driven Research: Why the GDPR is
More Research-Friendly Than You Think. German Law Journal
23:559-596.

Curry, Edward, Simon Scerri, and Tuomo Tuikka. 2022. Data Spaces:

Design, Deployment, and Future Directions. Pp. 1-17 in Data
Spaces: Design, Deployment and Future Directions, edited by
Edward Curry, Simon Scerri and Tuomo Tuikka. Cham: Springer.

Dumortier, Jos, and Mahault Piéchaud Boura. 2020. European-wide Big
Health Data Analytics under the GDPR. Pp. 56-70 in Health Data
Privacy under the GDPR: Big Data Challenges and Regulatory
Responses, edited by Maria Tzanou. New York, NY: Routledge.

Duquenoy, Penny, Nermeen M. Mekawie, and Mark Springett. 2013.
Patients, Trust and Ethics in Information Privacy in eHealth. Pp.
275-295 in eHealth: Legal, Ethical and Governance Challenges,
edited by Carlisle George, Diane Whitehouse and Penny Duquenoy.
London: Springer.

Elliot, Mark, Elaine Mackey, and Kieron O’Hara. 2020. The
Anonymisation Decision-Making Framework. 2d ed. Manchester:
UK Anonymisation Network.

Goldacre, Ben, and Jessica Morley. 2022. Better, Broader, Safer: Using
Health Data for Research and Analysis. In Department of Health




178 CF #0512 S A F]) %374 (20252£9A)

and Social Care, https://www.gov.uk/government/publications/
better-broader-safer-using-health-data-for-research-and-analysis.

Graham, Mackenzie, Richard Milne, Paige Fitzsimmons, and Mark
Sheehan. 2023. Trust and the Goldacre Review: Why Trusted
Research Environments Are Not about Trust. Journal of Medical
Ethics 49:670-673.

Guagnin, Daniel, Leon Hempl, and Carla Ilten. 2011. Privacy Practices
and the Claim for Accountability. Pp. 99-114 in Towards
Responsible Research and Innovation in the Information and
Communication Technologies and Security Technologies Fields,
edited by René von Schomberg. Luxembourg: Publications Office
of the European Union.

Hall, Joseph L., and Deven McGraw. 2014. For Telehealth to Succeed,
Privacy and Security Risks Must Be Identified and Addressed.
Health Affairs 33:216-221.

Harris, John. 2005. Scientific Research Is a Moral Duty. Journal of
Medical Ethics 31:242-248.

Hartzog, Woodrow, and Neil M. Richards. 2020. Privacy’s
Constitutional Moment and the Limits of Data Protection. Boston
College Law Review 61:1687-1761.

Koeninger, Kelly, and John Conley. 2020. International Health Data:
How HIPAA Interacts with the EU GDPR. Health Law
Connections 24(1):40-43.

Koops, Bert-Jaap, Bryce Clayton Newell, Tjerk Timan, Ivan Skorvanek,
Tomislav Chokrevski, and Masa Galic. 2017. A Typology of
Privacy. University of Pennsylvania Journal of International Law
38:483-575.

Laurie, Graeme. 2021. Private and Public Dimensions of Health

Research Regulation: Introduction. Pp. 227-228 in The Cambridge




IR T B R ZHANERE P AP A LS 179

Handbook of Health Research Regulation, edited by Graeme Laurie,
Edward Dove, Agomoni Ganguli-Mitra, Catriona McMillan, Emily
Postan, Nayha Sethi and Annie Sorbie. Cambridge: Cambridge
University Press.

Porsdam, Helle, and Sebastian Porsdam Mann. 2021. Introduction. Pp.
1-14 in The Right to Science: Then and Now, edited by Helle
Porsdam and Sebastian Porsdam Mann. Cambridge: Cambridge
University Press.

Postan, Emily. 2021. Changing Identities in Disclosure of Research
Findings. Pp. 229-238 in The Cambridge Handbook of Health
Research Regulation, edited by Graeme Laurie, Edward Dove,
Agomoni Ganguli-Mitra, Catriona McMillan, Emily Postan, Nayha
Sethi, and Annie Sorbie. Cambridge: Cambridge University Press.

Quinn, Brendan. 2021. Data Protection Implementation Guide: A Legal,
Risk and Technology Framework for the GDPR. The Netherlands:
Wolters Kluwer.

Rashbaum, Kenneth N. 2022. The Business Opportunities of GDPR. Pp.
125-143 in The GDPR Challenge: Privacy, Technology, and
Compliance in an Age of Accelerating Change, edited by Amie Taal.
Boca Raton, FL: CRC Press.

Romano, Cesare P. R. 2021. The Origins of the Right to Science: The
American Declaration on the Rights and Duties of Man. Pp. 33-53
in The Right to Science: Then and Now, edited by Helle Porsdam
and Sebastian Porsdam Mann. Cambridge: Cambridge University
Press.

Saks, Michael J., Adela Grando, Chase Millea, and Anita Murcko. 2020.
Advancing the Use of HIE Data for Research. Arizona State Law
Journal 52:145-189.

Schrey, Joachim. 2018. General Conditions for Data Processing in




180 CF #0512 S A F]) %374 (20252£9A)

Companies under the GDPR. Pp. 105-194 in New European
General Data Protection Regulation: A Practitioner s Guide, edited
by Daniel Riicker and Tobias Kugler. London: Bloomsbury.

Solove, Daniel J. 2006. A Taxonomy of Privacy. University of
Pennsylvania Law Review 154:477-560.

Svanberg, Christian Wiese. 2020. Article 89 Safeguards and Derogations
Relating to Processing for Archiving Purposes in the Public Interest,
Scientific or Historical Research Purposes or Statistical Purposes.
Pp. 1240-1251 in The EU General Data Protection Regulation
(GDPR): A Commentary, edited by Christopher Kuner, Lee A.
Bygrave, Christopher Docksey and Laura Drechsler. New York, NY:
Oxford University Press.

Taylor, Linnet, Luciano Floridi, and Bart van der Sloot. 2017.
Introduction: A New Perspective on Privacy. Pp. 1-12 in Group
Privacy: New Challenges of Data Technologies, edited by Linnet
Taylor, Luciano Floridi and Bart van der Sloot. Cham: Springer.

Taylor, Mark. 2015. R v Department of Health, ex parte Source
Informatics Ltd [1999]. Pp. 175-192 in Landmark Cases in Medical
Law, edited by Jonathan Herring and Jesse Wall. London:
Bloomsbury.

Taylor, Mark, and Tess Whitton. 2021. Health Research and Privacy
through the Lens of Public Interest: A Monocle for the Myopic?. Pp.
239-247 in The Cambridge Handbook of Health Research
Regulation, edited by Graeme Laurie, Edward Dove, Agomoni
Ganguli-Mitra, Catriona McMillan, Emily Postan, Nayha Sethi and
Annie Sorbie. Cambridge: Cambridge University Press.

Vukovic, Jakov, Damir Ivankovic, Claudia Habl, and Jelena
Dimnjakovic. 2022. Enablers and Barriers to the Secondary Use of

Health Data in Europe: General Data Protection Regulation




IR T B R ZHANERE P AP A LS 181

Perspective. Archives of Public Health 80(115):1-9.

Waldman, Ari Ezra. 2015. Privacy as Trust: Sharing Personal
Information in a Networked World. University of Miami Law
Review 69:559-630.

Werbach, Kevin. 2020. Introduction: An Endless Spiral of Connectivity?.
Pp. 1-10 in After the Digital Tornado: Networks, Algorithms,
Humanity, edited by Kevin Werbach. Cambridge: Cambridge
University Press.




182 CF #0512 S A F]) %374 (20252£9A)

Legal Framework for Judgement
Health Data Re-use after the Case
on NHI Research Database:

Lessons from EU Regulations
and the British Experience

Wesley Yi-Hung Weng*

Abstract

This article examines the principles and implications underlying
health data governance laws, and advises against abandoning Taiwan’s
current implementations that adopt the European Union (EU) framework
for data protection and governance. The EU framework, which is widely
implemented and has had a large influence in shaping international
practice, provides a sound balance between safeguarding health data and
enabling scientific research. While often perceived as overly complex, it
provides a coherent and robust regulatory approach for balancing the
rights and interests of diverse stakeholders in health data research within
a comprehensive legal framework.

In contrast, the United Kingdom’s (UK) efforts to enable the reuse
of health data for scientific research has been fraught with challenges.
The main problem lies in the lack of sufficient trust between the
government and the public, particularly regarding issues on information
privacy and security, data utilisation transparency, and data control. To
address this, the UK has proposed Trusted Research Environments
(TREs) as a solution. This approach emphasizes the need to establish
“provable and trustworthy” methods for protecting privacy and data
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utilisation, with one of the prerequisites being that those who use data
and regulate such sharing behavior are trustworthy.

In the case of Taiwan’s National Health Insurance Research
Database, this article argues that current laws rely on outdated
distinctions between academic research and public welfare to balance
personal data rights and public interest. This approach fails to truly
reflect the risks to personal data rights and make a substantive judgment
based on the proportionality principle. Looking ahead, Taiwan’s
approach to data governance must promote institutional accountability
and trust, strengthen the ability of relevant agencies to effectively
supervise and manage oversight of personal data applications, and foster
communication with the public.

KEYWORDS: data governance, Personal Data Protection, National
Health Insurance Research Database (NHIRD), GDPR,
right to privacy, trusted research environment (TRE).




