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A. DCTEE%I'/DCT Design and Conduct
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Remote Clinical Trial Visits and Clinical Trial-Related Activities
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Remote Clinical Trial Visits and Clinical Trial-Related Activities
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D. &E“&Eﬁ/Roles and Responsibilities
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D. &E“&Eﬁ/Roles and Responsibilities
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The Investigator and Delegation of Trial-Related Activities
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G. DCT(:B‘J%I P/Investigational Products in a DCT

1. EERSLT/NM AR M/ Drugs and Biological Products

IP(E, JEER ST EEN/BERDIBEENOEE T (CHAMBRSIME COMHMEETES,
BERREEERD(E. JREREEZ(TENBERR DR VWAL TIEWTR L,

PRER SR E AR COIR SO IR I BPRIIPOMEZEE I DL, 1%
S5EZIAIOEVWEEEITOI7/)V %215 DIP, TR ETOI7/ LA IRIEICERIN
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B =B F (IR S INIEE TIPS SHhEY)RISEN DS,
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G. DCT(CZBW‘%I P/Investigational Products in a DCT

2.EE#3s/Medical Devices
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(31259 2ENHD,
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SN ERERS N (CEARRURAVZEEIEE T BEFERNMEY)FHlEN, XEES
N3Za(CEMTES.

21



H. iaiRED IR LU Fix/

Packaging and Shipping of Investigational Products

o DCTTIIPZESINEZF(EHCPSICBEIZELIXT A EN DD COHE. ARETE
ERZIPOMAFS(CDOVT, EEZIFSEEURIFNERRSR,
o BHEXAYIFIPOEIRL, B3, Fix, BifFIE. XELICEATRIENINET
HD. ENSIFEEREETEZE(CIE>TITORNEN DS,
o FEREIIEONE(CILUTOEREH;NINELRD,
o IPOEMFE. BIDIRVBLMRE . READIPOREN S EDZHOBAMER ISR

o JAREEEMNRERSINIBEFILEHCPSICLBIPORZ B2 EDLITEHIG JUXEL
EXSYAN

o REEFDIPMRAFIZEEREINDTTELTDOXEILTTE
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I. DCT@&%’E%:QU)O‘/ Safety Monitoring in DCTs

AN =3, DCTICBVWCGRERSINE O R LRt 2R I DIHICEM I 2 LZEMEES
AV JETEICA T OIEBEZE & T 2 ENDD.

o ERIAREERODBULSNITMEEZZREUILOX T BEFEFRMEU)CUNEZN. lEn
BRI DM EN DD —AXBICTFESNIELERICUEESNAINEITN, HIZD
ERIEEEMERCRAVWHRSCEDLICIRET INMETRINETHD.

o fBOIEEEN—ADRERE [FERlc. SIIBNEESRICEDLICHIGUIRET DD,
MWEBERIBE(ICECTERXIEZSZ T, ECTIAO-T7YIHZTDDhH,

DHTIC& D TUREESN BIBEIRDIELALENSHEDISAEA - EZAUSTENBON. B
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DNEIEDN
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I. DCT@&%’E%:QU)O‘/ Safety Monitoring in DCTs

ERSIIE (. BEBRZIREGL. BEIIERNOLEEZSIHGRERIEEEIC
EFETEDLICT Do FEWBIGU T, ERERPEROGDEOHESZHREUTTFE
SrDEEREIZFECTET LT INETH D,

IPOEFRESERICER I 2ERBLZEE FOURINRLEUIGE . AR Y -3
ERf S POERZHLEL. FDA, IRB. §LUEHERICENMULINTOREREEERM(C
WAL, sRERZ HRHE I DN EIHEIRTE LIRSS,

JAERENEETEIE TSN TLSInE. SIMREPEFRZHIREOBENRLZEIETE
ZHV>7) (&, SERE NNE DB OERIRRE e ZEAL TR I 2EN TES.
AERBEEEMEIINSOY—EX BT DIES TR PN ITED, B (CHEERINE
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Electronic Systems Used When Conducting DCTs

AR =& DCTTEAEINZYIMNIITICEUTA T O ZEZERINRETHD,

o SFEIFRTSYNTA-L (BTLyh #EFEEE. /\VIY) T AT OMEEZETT
BDIZHICEHTES

eConsent

HCPshoD¥REDINEE - R 17

eCRFOEE

SRS R U2 DAEDCT R EXEEDEIR

EXAFENBIPOIEHT

DHT(C Lo CEeERENIBERDEIEA

DCTHEHZELSINELDIZI =T -3V -

« VINII7ZfERUTDCTZYN— NI 22RERE (f : SERIESE. fulsOERR
ESBE. AizSa) (GUT YINII7OERCEE I HMEZEMI D,

o O O O O o O
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Electronic Systems Used When Conducting DCTs

« HCPsS(ZA T DFFEF TabRBEHET —52igH TS
o eCRFICE#EZAN]
o HCPsh'tk0EFEZ 7y I0—- RU. BRERT - VX FEZEAU T, JaREEERE
(CiRH
CERREEERMFF(IMMBOIMERIBEEEN 4T —5%2eCRFICANIIEEZED)

.« BRI 47 1E#ZeCRFICXEIBVE— MIUERIBEEPHCPs(E. AR Y —hEER
UeT —AREBYANIEFTFNINETHD

. FD&C/E&UFDACD%E%U(LibﬁﬁéﬂéEEﬁ@VFESZ&ULfEM@EﬁéﬂZD‘J?I\
D17(%. 21 CFR part 110%ZRERD, INSOTOT I AR T-HIDEREE.
F1)74. TN — EMEEERUBINERSZ0,

« FDAIX UZIWALLETAAIASI23> (RREERZSD) Z. SERBHE LR
SHIEOBIDIBIRO A I MERRUTVND, cNBDOT1TA1HF592 3 (FEFEC
REFBRREINT, UIzhoT21 CFR Part 1103TRINTH AN, =R EEZIRGT
RIRMOEEMERINZIGENH D,

NEOUTIAA LGEREIDT 54N — ttiFl'JT{(iﬁﬁﬁéﬂéA%_C%D sHRAEX
ELENINETHD - COXENEFHEATEIFrIFranNHzs. eOXE 21
CFR Part 110DXJ5kERD,
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ARHAIIAICHIFBREELE/ cLossary

BRERIREEI (Clinical laboratory facilities) :

- BERERICE S IRERIRBEEIZOMOEERME (B @ MFEREZITOZKS
R EUREZIItE A —, DIEMEREBEREIN)

F—SEHETE (Data Management Plan, DMP) :

o SEREAREIPICR Y —HEUMS X (IERR T D EZBRFL TWVBST —H(3A THhdhzsc L
XE, TROBARAA—HEDLICT—HZEIE, ok, DITELTENSZFRFIT2DH.
SHBRIR TR (CEDSORTTEZRAWTT 2R T I DN, HEtikan3,

SEBYES KRR (Decentralized Clinical Trial, DCT) :

o EROEERIEREME AN DIZAT T, SER(ICESIE T 2 —BP (IR TORERRSETF
IE7Z 1T OERPRETER
o R (TELHIILD) : TRCHHWEORRIIATE, 2 TORBEEFIENEROMBRE

hEhtEss ASNDIZ AR TITHN. SERE INE O B EVRBRSNNE (CEo TR B O R
TITOHN3G5ENM %5, )\ 1Ty RDCT TS, sSERSHIE IR DR R EERSE MBS COXTE
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