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(Risk-Based Source Data Verification) | IFEBEE
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REUVTCRENRIAVNDFEZG R R D E .
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1) [F8ER] ERNDHA IV R BRERAEBRODER —UXIICEIKEZIUVIFE NI, BF B, EXRESEKSELT1S
KNJ— 4 T 244(6): 480-490, 2013%F685. EX(Ehttp://www.fda.gov/downloads/Drugs/.../Guidances/

UCM269919.pdf

2) [FBER] BREREHERDUR (LR DL BBIRIAVNMIDWVNTDOUTLIY3R—)\— FUBDIERESNcB R ZeUleXE) |,
B, =R, B B0, EERREEKILT1ON) AT 2R44(7) 550-561, 201 3F785. FEXIEhttp://www.
ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/201 1/08/WC5001 10059.pdf
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gz U, Fht (Do) LET. EHICZDERBEDIER
HERICENTEDS THhofchzeF T v (Check)
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EFREZHTT OLIDCHDEHTHOT. %
M DIUT 4 DIVIET—FITHHh DO SEWNEIEIC
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FTIFHO T Ao

THEHROEEDH COHBPHORESEGF. T
TEARBR Z(F UK T EZBRNE UTe S e ik
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EOTWVWKDICEETIREOEOCEELTWLWDT
[HEOSE] EMENE T, 1954F(1CE4E T
EXEEZE UHER=EEF. [TOAEEZE
UTRREZLEL I CENREESEDRBYEIRCH
B EHEELTOLE UL, BAICHDD IR ME R
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ZIFLIEHE L CRDEBFSINON. FOER
&I (Process Control) T&H 0O, [REFBRETEDS
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feo RERB—EDIOTADFRTHESNDDTY
o, JOBRZRABROTEICKWVWEEFRIREE(IC
ROCENEARTY ., TEFRREZBR [ LE)(ER)

3) BEHBHEEERREEAEIER UAIICEIKEZIVUVIICHTOREANE R FICDOVT, E75Ek, TM25F781H

4) ILEFH, TOM@EEEAF], BHiEXE(2006)

5) REDREEBETIE [FR(Deffective)] WD ABEZAWLS C&IFEESNT, [AE&(Non-Conformity)] &L S AED
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UFTIRRENZm LS ETO e JOEAEED
ANE. 1960FKICIFERE L TCVE ULIC, 1960
FREFEDST1970FER(ICHITTHAERBDRE.
ITHEOHBEEAD [REZED COEEN] FELLL<EL
L. #REBELEVDOARDEFIZFEFERL. FRED
Z&(Fppm (159D 1%) B CHRIFEINDETIC
HOFRUC. TDLDIC. BEEMFHOSENS
TJOBAEE, I5(ICTOBRAKD EROTOER
REHIED D KD ICHE>TITEE LIEY,

fRAIER COMBEEIE " mEVRIA VL
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BRENTVET, bNoNHHH 1D > TUVDERKE
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@R T—FDEELFEVEFRNDDFT. EMADL
T 03 NR=)\—FICFT—FDEBEDEZRNLL
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HA Y AREICHRESRNSNTVE T,
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o FTHRIIEVWRZ DI EHTED,

BOsW\WTF—% - ERElF. To7—PREEF o
<EBFLVEELHD (I5— - 7U—)TIREL, &
EABBAREDRICTS—PMENRERINcE LT
B, ICIITONICEBREZZEE T DNHENTEL
T—% BRCHDEVAFTT, DFED. AHCEN
B EOMNFEN SO DBDTYT, JHNIE1999
F(CKEEFIAZFT (Institute of Medicine) hY2Ig
UeEETY. HRRTRIFIANSNTEEDD T,
2. JUF«hl - F—% /TOERE,
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BRI T —PARERD O ETICEBLER
T (FGROREBRTE. DOLREMBERICOVTERMR
EZITOEVOIRBARTE. ARZHIETDEVNDE
BRE., SZEEROBERZFRIETHEVDIER
EEE) KON A HHREMEICE/T 2T —F 70
TREF TERNNDEEG] ZZEAEGDEDELTD
KOEHDTY,

BT —5
o TEFMIEH
o EIRFHIIEE (RBAE L. EECHDHETON
J—=I)LTRHESINTLDES
o CNHEDEELFMTFTBICHOVTHEE S UTR

B) ClICRKHUCREEEDELRL, FRAZOBLSEENDVCEVCERERCEDVTVETD,

7) REHEDHRETFQualityCA—TTH, TEHROLSHERYICIEFREEVSHE

DHFEZHAWVDDD, ZEDHBIEETT,

. TIPBRICHUTEFEEWV

8) Davis JR, Nolan VP, Woodcock J, Estabrook RW. Eds. Assuring Data Quality and Validity in Clinical Trials for Regulatory
Decision Making. Workshop Report. Roundtable on Research and Development of Drugs, Biologics, and Medical
Devices, Division of Health Sciences Policy, Institute of Medicine. Washington DC: National Academy Press (1999)
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h o lcEB P FRAEENERE LIS o fcfedICE Ul
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D ENFVK D ICHITCETIHBENE U OSNE T,
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TransCelerate” IR LTWVE T,

(1) I5—rREEZEUICK<WIOEAZER/IED
&

(2) EORDFIEFECTURIZFHM T ©2h7ZRED. =
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C&E (EDLDFREENFELEUIIZRICEES
U2 D%Zf71oh ZUT4NILTIEWT—% /70
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JDIEE. T—5ZMHER T HEH. SDVZITD
BaRFETYTUIDER) ZZ(ESEBD T &
CNBIFABRCEICERINDEZY U >V J5TH
[CRBRENF T, EZHYUVITEEIF. TDARRIC
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[CBWVC. FICEBUTCERITDIMDEHIN. T
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RIA BETEL BBTETER E DR EZ BN
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10) TransCelerate BioPharma Inc. (TransCelerate) |&, &2 TEEEBENKDNRKL L MBITRHEIND T E(THIID
BT TOCANEZITDOCHDICHRNDITDHRELEDNNA AT /OJ—PETHERINDONPOE A, Trans
CeleraterERUERY Y 3 2 R—)\—(C[FRBMZEE T DIcHDERNLE A T 7 HDE>TVET, http://www.
transceleratebiopharmainc.org/content/risk-based-monitoring-methodology-position-paper

11) David Sulsburg, Deming principles applied to processing data from case report forms, Drug Information Journal

36:135-141 (2002)
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