B L H EAE o

RELI A PRI GRTE
HEHE ' !

F & CIRFFERLT 0 TR L 8% 2L 7 ok (generalizability) 2 42 F ¥ & R AP K2 A AL P2
FHM PR AR 02020 AP B S aRTE ML 2R A RE > 2 BRI TRA %R
FEICLAHARGTLY SR R L F R TR R AT TAGY R R B
ANEETL S EREFR o A RN BATRARKRT T L2 T REF Y R ERETZ AR

TR BBk 2N R
Mo
(o %5 # Formosan J Med 2024;28:68-80)

# 3

EE RSB R AR M I R TH B R A 0 B
etz Z AR 7775 AR B TR IR
b o REE R R ATHEA[1,2] - 240 > EEIRER
S sl 2 B > K2 WHEEE B Al A S HE
Fg: {64 (inclusion and exclusion criteria) » DAFETFI:
FIEEAEHEME B BRSNS A0 o] BE 2 A 2T SR
2 U ATHEsR M (generalizability) | SZEIRAE] - 55—77
[l > HINEEIAFT A " B2 EGERRE ) f2it
2N ReE  EECE RS R B AR Ry sl
5 ERET BRI ZE R 2 - HAER R KM &

FEEPTFHGE " 2T~ FE KBS (diversity,
equity and inclusive, DEI) | &5 - FEEFZE 40T
Z2FE(National Institute of Health, NTH) k7 35 ][] 2%
F}E2FE(National Academies, NA) » BIIRFEE (8 385 1
il A FIER ARG - DU I SEFfe 2 ~ R ~ 15
WEANEHS > SEEREERIILLE] - 5B et
SRR BN AT RS T B0 220
A BA% 22 (pregnant and lactating women)[3,4] °

Btk > BR A2 E VVARTE AR E B AT U7
RES B IREE » MR EIE - T8~ E - &5
Nt P PN & N = NI et =N b

CHESIG TR RN E 2Py AR
AR TR R ER AR F AR
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C TP AR R AR o

FEVESR " A RGNS BET#ET > 0
P EE DA 5 R (R d R 2 8l R R R s
HE R R 2 R RS e - (R WffE4ES
FHEEERE M 2 AR T AR RS B PR BRI
LT ENE - R B E ARG LA R -
F5—J7H > Covid-19 BT » iR EEE
PREREE R AE B =BT e it A B4 B ES
B R sl B AU FR ) o Gaudino ZFfiK#% NIH HY
ClinicalTrials.gov 2Bk MG RS ERHET -
2020 &Emi 5 {EH - 4t 321,218 fIFE Covid-19 FHEE
ZEEREER > A 5,758 FIEILBT  HENEH
SFH 1,147 BltEask il - HESEEiERT - B H
15 638 BlsAERas il » AREAZRS] - I - (FH
BEL T AR CE R WAl B R Al
e b TR o (SR RS DAPRAR
1T > BORBEZE T A E]6,7] -
BN DR 2 B~ Dz S B

EpiIRS] > RIEEE Ll E & BIUXEH
FEEH S8 | (real-world evidence, RWE) » K
F oy BaCEE PR B | (decentralized clinical trials,
DCT) 2 ## [ A HHE S RS R0 /148
RWE 2 DCT HJ#E: ~ 5347 DCT Bk -
R M TR S (B A B AR 2 S ek

'ERRERSRE SR MR YR - * BRI R
MEERGS R - £ S > EAREEERE B AR MEER A 2L CER B -
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B RTRA R SR T2 A

B4 AU T 58 2% M R PR 5t 5% (exploratory
trials) | » DL [FE 1% 53 lic 554 B (randomized controlled
trials) fy G - o H AUTE B 28BS 04N A S HERR %
4~ IRBIEH S ARVERIRS - $E4T R ZE - DS
H AT 48 A 1% (generalizable knowledge) Kz 2
shBR S ARTERU[8] - ZA8T » BI(EEE RS E S E
R RS ETEFIAlHorRERE AR E R R
L& mEEEYIHY i - #R#5 Brown 5z Wobst £ 2010
£ 2019 FHWERI T > 1E 268 S7 A FEE & i dE
Y& 5 (Food and Drug Administration, FDA)f2H
S\ kS F 3 8% (investigational new drug, IND)FEEE ~
TER IRl B~ % &% 38 8 %7 4% /1 55 (new drug
application)ifF9E Z AT AR FERFHY T B Ey 8.1 4F(2.2
F 232 4F) 5 SPHIEIR IR Ay 8.3 FE(£3.8)[9] ¢

FEAN » Martin 2454 2010 & 2015 £ 7 %2
ZERGFTBTIN 726 741 AMERASE (intervention study)
IR o Bl R 5 P BT S B A T A B Ry
340 EFETT(HE—HA) 5 860 =TT ) 2140 &
FEITEE=H) - BUREA R IR BRI T Kos o
B Eps B AR R A - st Ry BE
FEZE - 2l Em N R E O R E -
PRl I ZE[10] « B T RaltRifel - FanbeRelint
H 2D MIHEIRH -

—. E 4 R PR 5 B [ 58 38 A 1E % (internal
validity) ~ $2H -3 s R4 AR FE (- (eligibility
criteria) » S [ AT AR Y e M4/ AT HEam T
EEENHEENE  (EE A B R AR5 i
AP AR R B 5 B R 1] -

T IRENEEHES T8 R —TH( R IR m B B R
7K BB TE R L 2 T2 FER B &Kt e
FHE A O B RO - B R
HEAZLE » FhtfT Afesbs..) » RETIH
GEHEE A T A fgahn - (HE RN
HERER KRR TERREE R 5EH
HIPEARAE o ) Hr B PR il B R et TR A EahA
BB E AT 12] » MBS e 8 e
By IR R R A S e
& RKFEEEE w2 & 2 st i
% o

EIEBEEL 2024 £ 28 % 1 1]

PAZEE R - AF Covid-19 KIFATHISTES
FEERYEREE T 495 45.6%FJE (breast) » 50.2%
Hil 51 BR J2 (prostate) » 52.2% K B H 5 2
(colorectal) Kz 38.4%JE /N HEFifi 5 (non-small
cell lung cancer) 2K BFEIFRE R /D | /NEE/hH
A e RIS [13]; M#t ¥ Covid-19 %)
ZEEREA R - MR 3 22 1 INERIA
O~ R 2 By S5 M B3 27 s /e i 3 R A
E€(American Indian/Alaskan Native) A [1 ~ DL
w4 3 3 BBl AL B EEsREE /D 1 /N
0% A e 2 #1 & |& 40 0 (metropolitan centers)
HEERISFT[14] -

[EF » BIMATE SR » B RE
R B R T KA B R IERE - R
B sat - FRHE TSR » DAY
heZ IR RE S BB & [15] - 2 BBl
S KCF B RTS8 A
W BEEER - EER - P NEIREE
#i32 el [EINF B R LB R R B RS
PR - KR N e - E i »
R R 2B 9E 2 ERA[16] -

Rl - (AR R IR B Ju e et S BRAs 22
Ko FIREA AR ERRS 2 Em R 28 {1
TAREBE IR RN Ry 2 B/ D ~ T = BElE
(R B A B aS A ISt 2 Bt R R LA
G2 [4] ~ RECF IR SEY) 48 28 AR
SME FH (off-label use)[17] ~ PARAFAETA Ftb 55841
B2 (55 (health disparities) - R » EEPRER
S AR iR L T e M WA RS AR i
s BleER 2 R - J7REINE HUi R -

SR P PR

RWE LR, » BIIE TR (R4 kE PRt
AR B o E H SR R R Y A e MRS AR
[11,18] < SEEHH 2016 s 21 BRI A (21st
Century Cures Act) » BAREZIR FETERR - EE W
RWE {riffBhE gt EayAamns » SRR mEEYE
5 (Food and Drug Administration, FDA) [z 45 i*
2018 MRt SR T SO RWE Z 585
it R BT EESIE[19,20] - BONEE LEH
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(European Medicines Agency, EMA) #£ [ [
European Medicines Regulatory Network 17 FHHATE
2025 FAEH 5 (regulatory decision-making)tf » 4=
2 RWE » 8/~ RWE {85 E ] I 220w s
HEAE21] -

RN FERFE 82 - #AErE & sy B i
F(BEEE) N 2020 -2 2021 23817 5 () RWE
FHEATES[22-26] - IR EEEZEFE5]  RWE & " DU
HE 58 (real-world data, RWD){E 5 &k 5K
TR I E AT 7 AR A IR IREERS - IERER S
T~ o B 5 B & o 2 {8 FH R LA BB s 1T RWD S
5 " AU E (routinely collect)Eipg A fiEEEIRAE
FERA - B0 B A R R B AR A (e 2 SRS |
[22] -

RWD HEHEAR 532 7C » B © BN
o EE T 40 $% (electronic health records, EHRs) ~
2 RIERFE IR ERE - B AR R4S &k
JoE ~ Bl e B TTRITEE R i A S EC (patient
registry) EfHER ~ PRI EEE 1S 50 (disease or product
registry) EifHER ~ 48 R A ZE AR YRR R ERHBI
W fERAEHEAER) R EE VR [22] -

RWE 15D TE R R et Epatat i m il o
& B 35 - SR E R R - N RS
HBE TP ER PRI R 2 S =
/ATHEEmE - DCT @i fF & RWE B RER RS
etz — 0 A EB T ULE LA
DCT » B8RRI E R N RS B RS |
(hybrid clinical trial)z, " EERITHEERE |
(hybrid DCT)[22,27] > [fii" 2 &Y BRI R |
(full DCT)AIISSFEA 75 2t B R el B i e
Bmagat(27] -

DCT 2. 2. % % &%

-. DCTz %

Ryl (RN 7 R R 2 BARR PR B P it > R [A
[ Covid-19 £ERAMRAT @ MR R AR T
Be pir 2 BLER PR BB R » 203047 4 472 HH B PR e
ZimtEs | CHEERNE L - 2B mET
BB ITR T o Vayena S5 - H 2020 F£2
2023 R - EAEZE/D 8 EEIZRCEMN ~ IIEK -
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28~ TN ~ Fdh Bt RS ER) ERAH AR (B Z B
@ > European Commission)#gH DCT AYE 55 2

51 904 DCT $#REREE E R H27] -

PRI > SFE TR ETE 5 | S PR SORK - 0 G A
[ElgEEETE L DCT PRI SE T - B
i slBa(digital trial) ~ gzl (remote trial) > &
ftst BB (virtual trial) ~ 7 R4 Ky BB (internet-
based trial) ~ fEE Bt A 58 Bfi(site-less trial) ~ DLJH
By R0 1Y 1 B (patient-centric trial) 5§t = ¥
DCT HY4E—EZ[29] -

Santa-Ana-Tellez ZE{E4E & 34 B Bk E » H2H
DCT YEF » 20k " DCT JEM: 5 F s Ralhs
A Ef5 7 (operational model of clinical trial) » {Fizg
PR EEIRE B R o BT HE R AT
MIF LR A ER S FT(clinical sites) o JELAEAYE AL
¢ (technologies) B¢ H it Al #r £ 15 {F J7 2\ (other
innovative operational approaches)i#E{TER} L | -
BItER - DCT W3Ee B EFGE R st
1728 TR b SRR & R R EE )7 (- Santa-Ana-
Tellez ZE45H1 - bl " HAMARHAVIRIETT = B
HEfE - KEEY B R R sl B (% - TREEVE
e {E I (mobile/local ) B EEFX » fon B Aa I
DA A o biftE 2B e S22 R DCT E RNk
FERT -

Z. DCT éhje:

EIRIE 2012 F{EEIT 250 £ DCT > {HIE
Covid-19 ARITEEAHY 2020 4F K 2021 4F > A& 5
BUT T 912 R 1291 {4 J& 254 DCT S
1#[30]° Goodson £ DCT £t &5 P& ELHVIRAE
BLEGER ARG B A TTILE (R —) ¢ 2 DCT Hff
B ~ B AT PTI &IE ~ RN 2B TR
VPRI a2 > 1915 AN TaBR 0Bt » e
AR E N2 E 2 - R EREH %
TCHE[31] -

TREF— > DCT TEH5E K B 58 BT A2 el 5 1 >
DEFH MR R e B E s - EF
BT BRI ERR - s S Hs e 0 [E
BRNE— 1 - e AREE S R - I sl BB
RSB ERAPRE » 2 T7 BIRG A [E] Akt > ZBhSE
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Fo— L AEERPREER SR IEISESE M DCT e A M (inclusivity Y224

PHRIEE R

(operational phase)

HAPEK

(current challenge)

] DCT JESHY22
(DCT-enabled opportunities)

1. 8%

(recruitment)

KU (G- =1 TP A5 (marketing
knowledge) .2 B} £ 52 R 45 Fy
(specialist academic sites) °

FASLORNS ERRANZ RS - (E R AR
38 (digital channels) Kz 4¢ F1HEf ~ {5 DCT
ik B st BR i (trial registries) 1 RE MY =
AViE 4 (searchable domain) -

2. Bk
(screening)

E e A 2 s A B eE
NEMEES - i REESERZ
AAENRE S BERER A ZHE
TS ETTERVE -

BT 5 A SR S S AT R AT A 2
(prescreening) » ;e A[FFEMEIER 250 E A
SBRAEIEEE R > DIAIBIESR -

3. [E]E (consent)

HEBOR A F BRI 5
{RfERERRBE (low health literacy)
FEREEE N\ - EEIRRS - BrRER
KEEEXCE{K(inefficient) » H
KL e 2 R Ry R A
PRt » IR RIEEE -

EE +-[E] Z (electronic consent) 7 5F 2% & T
AR 7R B SR RERE » A
15 [ = 2 J (video consenting) ~ JHI B
(quizzes) S FRHEER & 2 ETRIA - 2R
i > L& v e B R 2 s B A
FEEEE -

4. b gEm it IE
(investigational
medicinal product
provisioning)

ZABERBES R A2 > HEH]
RESEEIR N AR BT ER -

BB ECARAE - HAEFEEC DCT g
¢ 77 Z€ (DCT medication adherence
solutions) » FIAIETFHET « FBF ~ H ~
HEONE -

5. PEEE R [mles

(scheduling and
reimbursement)

Rt N BEEDITHE - B8
SR A RYE - FEHEEIEE S AR
KEE > HREEEREE-H
REFENZHEHEET -

fErEE B - IR T
22k PIATEE G ~ IS - fER I
SICAH G A R AR P R (ERAS -

6. BHFT4ER-EhE
il
(outcomes-labs and
objective tests)

I AR 75 (% RE A2 H - DEEF R Al
1A 0 4E & B& [ (central clinics)
T RIEE R E  wt
TAEEE#URE -

Covid-19 KT EZR B TH e ELH (at-
home self-collection kits)&5/53 K ~ [E57
B ~ e =/ s udE e ]
Bl AR -

7. BFEER-Z el E A
&R
(outcomes-patient
reported outcomes)

T~ BEENMEES KE4K
iR e E < MGEE e
K5 Hi gt (error-prone)

BErbzalE B SR - ek HECH
st (BB AREN 25 E HHE
55 o PLERRHR L o 2 R AR B Y B
{SERFSE iz B 5 e PR [ ) B SR
BIZE -

8. BERCR-HEE i
JRCHIES
(outcomes-devices and
objective sensors)

ABREGFTIR = ST B 5 - RFHE T
BRA=W & ont eI LD N

$fir A=) KA (digital biomarkers) A Jak /)
ALfR S - GIAnEEEREE - (2R R
TRLAE I P 2 B REE -

9. BHFERIR-EEIR A B EL
IR 2 B 1l aE
(outcomes-clinician and
performance reported
outcomes)

EACHIPE R s A I TR
ERRAIRIT) » I B
R 58 -

R4/ INSISRIEEE SSEEE I (3
AT AR R B R B E S 1 SE - TR D A2
e R A BHVRTE -

10.8IFE ] fe 2 4= 1
(side effects and safety)

2 & BB ERIEH&E
RETEERY I H B S R iR
fy -~

DCT LSRR - F
REBRMIF > MEHT 57 50 Ay A SRS IR 22
EPEEHIRYAE

EIEBEEL 2024 £ 28 % 1 1]

71



Ethical Consideration in Decentralized Clinical Trials

G - AERE RS T S R EIE BE A DCT f271- B2 M (inclusivity Y22

=

FEEgEEtT  sBSATe ET

P MY 2l Bl Bkl - Blanie
PSS fEE T T
HIRRHNEEERE -

EMRESI R EEMETE > BOFHIA
¥z -

(engagement) RENEEE 2 E-EE SR
SR A —HHEE -
12,85 TR E L AF 4R
(integrations) AR -
13. W 5e4s IR 2 [Bl# Z PR O3 e 2 & (B 2 HY I

(return of results)

[E] > 250 AT R S e B
R4S Y (B GRS TP S RO B 22 45
H o

EERESRITCERE  BEILERR AR
BiE - EE  RIISEES RN
BEIE P RR - LHEERB &bt
BEE R P2 DT SRR K -

14 5Bg 1% 58]

(post-trial activities)

AERSERR © TR A 28
MR B G RR -

% fE ol B 1% 78 R I (post-trial

communication strategies) » 4 %L1 = F

B R R AR S B e -

NI 4 éLI§J\>[31]G00dson %0 4% 2 DCT & T A3 1k 385 -

BB m] A fre J P R P i AT S ol - AHRIRYER T
PERHBECAEIRIZ R ~ S ENERERGT - DUER
ZEE o BETE H CHYETZEE G - (RIE I RRAE
& ZREW A L ERDEFE T REZE I
KB 2 H g LA R B A ST
TEFEERAZAIRA - 7 DCT BRI TIEE: - 459
AIHC A 22 2 R T B dE e MR Bris B 55 m]
RBHEERAERR F > DI Zel Eny A geEpett -
W ER kst A & R E T PR 28
EEEBERGOHI) K FEamlc AR - B DHE
TAEEHE R -

Covid-19 RJf T REE&EHNER BT
PREEfRRE ~ BRI - CERRE T A URE 2 -
F—tRI DCT AsfRAR B ITIRERRER - BB
BV a EENER e B s R fE SR S et
R IR RIRFET T BB (5B 1
AV EMIBE TRt - SR A2 58 TR st - 2K
WeSR BT AR PIRER ~ k2l B AR B - Al D
Bg e E A fmak - R SS ISR A B RO
RFIRIA ©

SR A RN S - SRAGENSE > aies it
BB LR - B T BT AR R oe 3 e
8 (RIEFIFEEIR A S B feimE - DCT $RFH L
AL SE T EGERFR RS S A0S 24808k
EAL > tomE 2 el 2 AT e EIR R (h 2 2L > Bl
PRt 2ol E o et HAS DA R Bt e R -
REfEA R 2 PR o 2l R - T e B B e i
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WO R T2l - BEENRERES
B3 RIE A BAARIE SRR - 1 o] 5 e i 1
RIS ETTHESE > TE(LEEREIHITALEE -

atEEE RV E L TR ~ R ERATE
sl Eptts 2 kG - (515 DCT # B Sl RE R SR
DEI ‘##EEaniE Rttt RavsmK - B8
TE A ETEERNMEZ B FEA R
R 5 B S BLRE PR B Y 1% [32,33] - Moseson
FR RN ERER R (E e ES
A EEIRTE) » FEFERFEY 16 (B H A 22 HESESEA
B BRAGESTHSAE 4 (EHFUERGESE R - B8R
DCT A HHEACRAVEZA[34] -

IEAN » Adams ZESHES 1,183 MR B E - Kl
=T FEAEE AR ENE Y HEEHRAS
B TR R ERE - W R TE
REfET 2B 2 B St T H B2 [Ty
Ry B B 2l B AR B B B B ~ 124D
P2 B (R R A RS Bt (local facility with
my regular or a local provider)Eh{7(85%) ; {3 FHZEREL
AEEBEUEEE (R EE(82%) 5 (IR E R
F(81%) 5 Ak alEE H &8l ix 2 2 sl & R il
PR P B1%) 5 SELLE T [EE T A S
(77%) 5 I ERR FHHERETT 2 B iR 1R 48 8
HEEH 15 (check-in/follow-up visits, 77%) ; £ 052 B
7 2145 & (video supervision) T » £ 5 £ Bl i By
(73%)  #FHIL A 2 B T 5l B 5 97) (intramuscular or
subcutaneous drugs)fiC 1% 2 ZEt % il nEF
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B (67%) 5 A KOE BT 5 53 22 ) (intravenous
drugs) LA 22 BX S » W RFRFIEH
(60%)[35] - bt iEHE & RAR(HAEE%E Tk DCT JiE
B R EEIRE S . T T AR | (new normal)[36] -

ARSCERFy » LaliatsmfE (EH S E DCT BRI
A E S B BRI - EIREEE S B L PR - 12
PEBIRE 2 2 IR SR E o RIE A E
T T e G BRATESS - S0 - B0 ARk R B I E
o AR R IAIE - B TEMEAR It
JEMRE i 281 DCT HYBRE » PP R
FRECIRIEIFE S [P EE R -

DCT 2= 3 hR2+4E

-, wEFkRIZTIF

WsEeE 5 855 2k DCT 20 LT =UE
7 MREREEAZAEEFRES ZIRET
| SEVHA TR THE o REEHE TS
1061663913 st HERLE IR &AM © AR
KB EREEZHE URFaB &4
55 4 5REE 2 TEAUE - BN TR 23 - WAl H
R A - KA AFE - ARG DIPIREE T
BEEETHE  FEEUFCICH) 2R/ F - HiTE
i FE AN EC & £ B R R 7R K [37] -

ZAIM » Vayena ERREHZHAEETEER
=EFEERRT © () B o 5Eg(verifying)f2 /7
(OEETFE R 23 5 ENERH  (2)
JEnE ORI E R - A 2B ia s N EREE 2 &
[28] - BHIS 2t E HFRME 2 BRat - DCT JERF&—/#
MIEFEEZAARFR] 225 BT R e A T o i
(—) Zal#E 5

MHEURLR T EER 2l B HBRAREEE K

2[R Z BT AT BRI IR 2
571 < 281 - DCT R AR EE L IT=0UET i1
BRI A B = EAS A EHIRAS Bt 5 [E

PZREREAN ) HIEEE -

it R EEERATERG 1. kG
RN BT B S 2. DUBRE ST A
EIREMRAR - efEE Tt - T ER— DS Il 2
BEOEERENEENAREEAS S, 3. T
FAJTATE REFEERAR - MER SR 2 AR P

EIEBEEL 2024 £ 28 % 1 1]

(A RS R IRt 5 4. WEfR2al B S Tk
H# 4 RO HIHAY R B Z R A S A EN[27] -

bR R EE AL 50 B R
B EaTiEE 2l BRIt B s G - Sl
HARNERE TR I THY - FHEERTAD BT[]
TR A AR A A T A [F) R Y 88 K
IpfalpAs - (HHAESABE - BE 2 AR
FAREIETRHIEE - HoRWNEIN38,39] ©
() HHAINEZHE

BB T VP EE R - ETERE
AFEEE > TREEE SR A 2 - FEECFE A B iRt
B &S FTZE EIRVRCRA [ - 5P & LR Aty
Hill o PRI G RE - ABesliRk - SEMmEE Rt
Sz EHESFEAIESN - HFYER> DCT ZoRZ6
F IR TR ~ IR%E - CirelBaEEnSE
BCEEEE T P66 EFHEHE RO 15t
B R E Rl B TS ol B Z B E
DItgfrszed ERT D& oS - R > Ealiasy
FURE ] REfR R T RS - R RS I b Te
ZEHE -

. RIFPLEREZPFRGERAL
(—) FERLAE e
Gelinas % {TE)E8 ¥ (mHealth)H5E R - 3818

FHAS T BRI ST &E W © E&)

(active) Kz i@ (passive) - FilE 2 A £ Bl

Zet% BT T GIEE FER > MBI

B A EORI TR M HE TS E BT AR

& FlanH B BBt (location tracking) ~ B

2214 8045 (audio and video data) Kz A figi # 2% (facial

recognition)[40] - Gelinas Z 5747 - #FEHHYER

B S TR

1. BEZAEA 3R bRl - E s A B e i
FgEhl MBS S A - Ba
am 325 B B T HISERE -

2. EWEIEREES KRS S GER ) TRy
WEER T IEZEE | - WRERERVEH -

3. FEHET ST ER FE T E AR =X (App) #E AT I
7% » HAE AT AV B AABCR B F K
(privacy policies and terms of use) > A] 555 IH~
E R ERE R Rk A mT A nEtEs - R
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AHiE B ILEEEE L AR SR SRR

ZE (regulatory prohibition against exculpatory

language in consent materials ) ;> H _F#ltfiEi

O G E AR R S -
(7)) $HEE Tl Rz S

Vayena & - W 7E B EERTAETTREALM
B&S¥{ 5 (privacy impact assessment) > FR{E -k
B {6 FH 2 B8 TRy 597G » AT R AT RRAL S MR,
JEgN  t FERE L Sttt RS - T RE R
FEIRRE S AT Ry & s N i )5 24 (28] - b5E
BB TR B TE R 2 FTRERVEIZ (&
WIE - DCT SHEN A MEEAR - FEZAD
JfEE B85 TR UL T 1) < BRURRE[41]

. P AF RS
(—) BER REM# AR Sl R

HR 2 B e ETE I NEE - &5
HENENER SR 2 E e T REl s RSB
A S IE 28] - AR - HtRBIZHER
HYNEE » AR E R FIEE EIHRE » FaEk
S ERr BN - Bt - 2P AR - RRERHE TR
ATREH RS » ISR BB o HhAh - BT
REEraR DU Ry - L E o] 17 RIS ZAT A -
WA G ST @A ERR27] -
(Z) BEFLA BB EHE B RE

R RSB BB = e &k
RS 2 HSERE L TN REER
R A SR EEALIREZ % & - Vayena R
FEERR - A]=E fE (S R RS Y St HE R AL PReg R fln
(AN[E]HEHNEE » homomorphic encryption ) » TfE{f57
s E BT B A 2 (R R
FUE A REFR B I BUR A R 27,28] -

B AR FAFLL T BRE
(—) ATHREEHE

DCT SR IR B A1 »
DR R R B BT R B AR 4R
R R PR BRI IE R SR AORARE « 24717 » HEIOIA
T L3l DCT 2 (FBSRHEER - SRS fr
DCT 7o A FA S50 2 %2 22 3643 (7 3% (selection
bias) - LR R A T2 BRI - (TS

74

BB E HEEALER

1.

iz 7% 7= (digital divide) AT 77 R E 5%
(1) HEFEAr R A RLE—E) 5 2)
A pESE FHRE ST B AR (EE ZJ@)[42] - $#1t
R B e R aTRE s bR S (=
(FEMERS = S R & - A B s
HSEL DCT » M MNEFEE bR 260l
SRERIYPINE © Gelinas S50k » BHZCEIRZ T LA
FRfE AR E a6 TR A
VigEREEB BT o A B
FEHY A RETE[40] -

Z8If » Dahne J Hawk 5 » S5 E0#E i

A ¥ (health disparity)REf - 48 5 4T H
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Ethical Consideration in Conducting Decentralized
Clinical Trials

Daniel Fu-Chang Tsai'?, Kar-Fai Foo!

Abstract: Clinical trials often face concerns about the generalizability of research results and insufficient
representation of recruited subjects. Research methods must be adjusted to address these issues to continue to
improve. The global COVID-19 pandemic that has lasted for more than three years since 2020 has also revealed
that the centralized model of clinical trials based on medical centers may be insufficient. Concepts such as “real-
world data” analysis and “decentralized clinical trials” have received more attention and development. This article
explores the limitations of conventional clinical trials, introduces the features of real-world evidence and
decentralized clinical trials, and analyzes possible ethical issues while utilizing decentralized clinical trials. Finally,
several practical recommendations are proposed.
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