IRFRIZIERYEE FEURRER AR SIRN

—0—7"FtHR



Likes

AR IRHYRE FEERERAIE S RN

—. 5|5

TSR E BRI BV TA R, B FEERE
ARG RS R A, BSERRNETHRRAIE
SR, BEBEEERFIRA. SERTRIIEIREEIR. IRIAR
HE. REHEREFNS, BHREZNRINESPIEREmIaR
IT3G PR AR FEUERERALUMRIEEGERE.

A7 RHFKEIGARNICE ARG, HE@E. BEXt
MIRTEEMAS (O InRRREEENE) NN EER JENT
ANEERIRNEX, B EMIaRIIG N HE FEIRERERA
HEAZ EHIRNFH TIRRERE, 2548 SFRNEIEXTE FEEx
ERANBSHERER, BFEUERERFHNEAARZEKLL
RAEImR 3G sCiE AR AN FREE KA IR, SERENF
ESEASS, BERDE. SRMRESR (CRO). [mARHAR
HEEA IR AT SR N R FEIEREX—FA.,

Z BFHIBERENENX

EEFEIEREE (Electronic Data Capture, EDC) 2—fhET
TTEN MBI AT IRRINIGETERERTAN, BidG. B
INERFEFMARBEENEIES, IEBEBFHUHF I ERERE
FUEIBImRETE.



MEEEERANKRRE, BolE RSN IREM. FaeFl.
IHEECESEEN EDC KinlY5%4, EDC RECRERETK
BHRZENEZRS (IWRS), EMARS. BUESTHRSR
. WIRAREERRFEAN—, R, EFRIARIEEER
/(40 CDISC) BIEFE EDC HELANFE,

= NHBEFHIERERARNEREE

S, BRSNS TR (NESRIARER) 285
AT ET LR SRR, MRREIEREN ERELTEME(E
A EDC RGERIIRAZEK,

(=) RE\EREHARTHENK

HERENELTEMEENENMERNENERENZE
MEHATIEFTEN VRN, EOREERFIIROER. BDEE
HITEFUIaR SR EENEEP N E EERNET X
ERHNRESEARR, FHEEEZUERERN ALCOAHRN, RIAT
ISE 4 (Attributable) . Z1EE(Legible). RAY4(Contemporaneous).
[F45 1% (Original), /EF@ME(Accurate), TR (Complete), —34E
(Consistent) . 3F A M4 (Enduring) F1B] X5 ( Available When
Needed).,

(=) AL e % 32

BFHURERFENXEEENFRIEIRARNGRIZIRERENE
SLEEMETOEE., NREENERNIREEENX ™ E RIS,
HIXIBGRY AT et o4, SERRIXIBRAYESI. XIBGHIZH IERNTREL <
J3TH,



(=) 24 M

EDC R ERREERNGHE, B) EDC RAEABHINTA
FRRAVENERE, FHRAIETTERY EDC RFEERS TinKi
TN B RIEE AR,

1. RS EREER

—MTENHEREESNGGER, hEF K. 1A, %
FFIRIREZ R, EDC RENEGERIEE: . AR
TR, ZEpEKR. ZERRIT. BFEAA. RHUL. RFEEM.
REEIPERT. RAREEE. ITENRFENESERITEER
REFRBIREETRIFERIDZAPATE,

2. JRE R AR as FHA

FRNETEEEE EDC RARY, RXIRFHTTHEAIHSF0E
&, URERBAFIRFRREHN EDC RAFEAESENHEK,
EDC REFRIRFBEMNEERMTE. RIS Y, SCFRIT
BHERANZEERINSTAFESZMI (User Acceptance Testing,
UAT),

I B N AR s EHIEIREARBRT : cCRF 108, RRIRE.
FRFPEZE. BUERS. HUEZE. R, SRS, &
ERRGRT. EF NSNS

MU, BFHERERGHEARERK

EDC REFGHEA—FTENCRSTE, HETEHEXARE AR
HECEINEHER, SIENsEMTY. BiEREhRNe. ARG
FAARBZERME., RFETEE (WFNERERER. H1PF)

_4_



REZFNBIMNE (WEZEEENRERE. EaiiEFEER
B, FTERFENSIEZIREERERER) &,

(—) #H

LEFRAR

HEEZFZHRZE, FAREENRRRIBRMAEZE, BITIME.
[REHUREZE. APRXK. TIEERER. RARSHEHIERZRY
FrRitkl, AEFRIEF R AT. FFRIIREFITIT
XY EEErh s, FAREE. MR, WIETEIFHER.
R RGN HFIFFEER. TREBVIEL AR AER
HYHERER, HFEE8E.

2. RFGIEFNRRAEH

ABpWEV/E EDC RFE LZ&IETT (BERFEH BRI,
FHEREXRIRIR) ZRI5Thk. REWIEVBEnERIERER, x4
BRI R BN AVER SR AR . RFIGUERITER SR IGT
£, 8iF:

— RGP

—RGENNTHIAR

—RFENIHER

—RE SRS

—RGIEIEIES

FFRE N SR MR AN E BOEFRFRSE, IR RN RS
TENHIZA, EDC FREY, YWINEI—RATEFRE, R
RETHRGREEIBEERBEEE, MASNIRE LIRS

_5_



A ER.

3.RFRIELRINGE

(1) eCRF fai2

EDC RFEMEBFEMGTSIRRINIET ZABFInRFEGIR
&%=(eCRF)AIINRE.

(2) BUERRFFIREENT

EDC RE—BRFMANEER, RENXIFTE LRI
BIRBEREEINT, FEENITATITFNERPHRIERE S,

EENTEE:

—HUBRIWIMR(E, FAERERIRES;

—XIEUERYHaNE, BHAFORYE), ERER, BEE.

(3) ZEZE

EDC RFIRANNEZELUBHENRSERS, BEBXIEIE
HATEAY EaNZiEiZE, tLAEUEERSEE. BEXEE. B
ZENZBREARIGRXENERERESEZE TR PH
. EDC REth EE1IEEIEZEINEEE,

(4) FUERREETE

EDC RFEMNZFEEIRARIAEUBRREE 4. &fHh. XA
ThEetRIR, FUREIERF/EnREEREFRN G LIRS [FREE
EIRRIS IR REE A M AIRRARTS; IGRARIEXI B R
SERUEURHITIRIA. ERESEIE, SRNIEIESEARIRES
SRIRRRERB R INZEIERREEE R FTERIIEL
JEEREE. FIERERCRETN FLMREEE.

(5) IEEUEZETIA

BEHIEZERARRRIGREEELEMNVERTEZ

_6_



—, [ERSERDEREE EDC RFEHHEURHITIREUEZ
B, REEFBA B R FEIEREEIIEETT. XTIREHERY
ZET{E, EDC RENMEFZNERITIEE.

(6) BFER

EDC EZNEBRFERIEE, HERTEXRBEFEEN
FIrEREFICR, B4, B1E. &P, 7. SREEENE
IR 7RIS B FE R KSR EEMARFEN 4T
FRANRERSCHL, B FEBESFESBRIRBER AEERERN =
IR AP e FE 2RI EBEHBA, WIRNIRTFERS
HPEFEEZEBRFAERNL

(7) #UEERIBIE

EDC RGN IZEZ IIZE TS BT S A2UEHRE N
HEiETDRE. IImAREEEBIE L{Fmk/a, EDC RANIEEFE
HEEEBIERYINRE.

(8) HURFEFISE

EDC RZNZEEER. SHEERAASInRGEEER
XK. ZERETFERIEIEER.

(=) »#

XH EDC RAFRZEEIRSemfIZinit EVNEHER
REFRNREITEK, NRMERE. BURFEEERRK. WK
gy, POUELIEES (CPU) EER, WMBSRFLEEENRENMN
BE. BREESAFEA/N SEASHES IR ER X (BIA.
W, Fa%) F. BHNEENEARBENTNERIERRERHE
1TAE.



(=) AR

1. ARG 1)

EDC ZEREAIGARRRINBIZETZAEI, ROEHREET
BISE =75 M R ATZRZRSCREXIFRE EDC RAFERARIE). &
. 7EOB0ES)|RIFFIRIE EDC RAMIXEE., RAFRAARE
JIGH&E7 8EREHERMAERINIR. H)IiERUFEEE.

2 AR

RNESEZIENSE = MIRHEXRIENR RS, L
IR IE AR T,

(W) RANFEEAE R E K

1LYIBHNMILEIR R

RENLEAELTERIERNES, YRGS —AR ]
BN MERELMRRE : Wit A RBIRS. 1SR,
XNEEIREL, UPS; B, BoX. BhZK. B BoER (FEERAY);
BomA. BhsEs (ENRY) 5.

RFRINEING, BIEHREHIVEE T ML (ANEEAME/Z1E%)
NG, TRRRIER S, —RRAES U NMEEELMRE: #37
B XIEEEMR SRS, AD. BE. EFERENR.

2. 8RR

RA RS ee R HEURREE R IR fE s St &, LAFBIR
RFo i THNEEMFISUEN T M. JTALIRY, N{FEREZ%
FHEEERENHEESNIENET T LURE.

MEARTTIAHATIEE RIS EDC RAIE{THHAT,
EDC R RE BN IR ST, FHRIEIR S S FISUREER D,

8_



{# EDC RAERENBNIREEEIEE.

3. P PRIl

EDC ZANEZHAFEE. A SR RETEINEERIR,

EDC RFWFME AR LR E—REFRafIZBES.
EIBARFAERLANZE S FE, EINERERLAEINR SR
Ne&tt. eLIBaS&O<SK. USBKEY HFUEH., £=
RE (WEN) FEERAIBIZSIEHREN L.

EDC RFEN(REAFSXERIBEEAFIRE. P bk, #
YERNBFHRIER.

4. RAIREIRERRRF

e EDC RANIRS NI ERF AN R EE
EDC [R5, IEEfNEPIIRERIERNRE (SOP), FHELRREMR
FIEEFIEE SOP, FrEHITESNE SOP HIEREFIEEE.

1. BFEERERGHRAEXK

(—) KRB

LESTE

(1) BPENESIE

f£5XF EDC RFHERKGNER, RDESEEZITHN
HEFBRNAYER TIE, RS SRS TIEARESZHENAY
135 I|ILABHER B RrEGER T, SRiblmpRidtieaYNnF SSiEFI R E
32751,

(2) WHARAERYES TIE

IRARFAFRA AR R I FFRBHSF RN AR TIE, B4EN
MWROMEING, ITEVIRSE. B T4RES, EDC BIEA

_9_



FAYEF)Il. 5 EDC HHRSGEREEE SOP RUESEE. RIFAIK
RINRZEIRARAFAER EDC ZFtAIRIR,. EDC RFERIFARMN
ZEE), FESEBHNERETTHN EDC FHIAEERTERER

i

(3) APPSR

FRDESEZIEANE=SM EDC RFGAHFRHKRINER
AR F. EDC RFEHIRIEA RBEAESE —AREXREHR A
BAR, BRASSESENREIABEEAERDE, W=CEE.
PIREIREIR. TARRIRAERE. BRPRASHFI LKA
SR INEREIES A . AT ARBEENRTFHRRIEE
AR ARIFHFRS NS

2 ZEPERITSEE Szt

HIEEREZE AP EEHRIBRES — I =HE
ZHIERk. ARTMERESR. APNRIZRE. BXEIFIRF
ARFE T FEREEREZINE ZRI5TK.

(1) eCRF UK R INEPEURES EDC NES

HUBREIEA R eCRF BY, N™EKIEAR S RXES
RS TTABSIERIEGER, ¢CRF RIHATNEEEIXZiN &R
FARYIRIF. EOEEEARIIFERERNETERNTNTEN , 1
eCRF BYNZERKiERE cCRF, FHZAK eCRF IHEISE.

EDC RFRIBUREMEN SR IaARRRSR, LAE
B eCRF SKIE. SBEESSRENHITEIRENN, LARRIEXTE
FRIEMRIZETT.

&R PR R ER SRR ERAIMIFINERETE, XL



SRR LUBE B =75 LA AU G B EURERE , RItEiitsh
ERRE SN HEE AR EHFrRIISIERNENNRE, F
RETBIVEETIR, REJIRNBRENE—NEESERIEN,
MEYER, R, HEES, RRSEENSRFAIEREH
1THRERE X . (EHIMMYNZYEEIRIT AR, FENATEE
RS TH T R E R A IRFRRINE.
(2) EEZENE

ZIEZER EDC RETTEUEELSIRNEME. —EUEM
EIEMRITIRER N, AIRAEMZERES ATZEZE
Ao, HIEEEARFESHNA EDC RERARIEIR
BSCiREkt TR EREFARIIN. SBRIASIEEE,
ARG LIREEIRE R TRAEUERIRE, (B4 8EE IE20ERIZE
RN, OSSR ERAMMB I HIETE.

(3) APEZUL

AFPEZUNHBDEREEENFE=5%E, HEDC &
FHUEARE, MEHEEEARHETUL, BEUEHIERAN EDC
A%, W RFRRSRRTEKRG AR ERET. 2%
EIEHET. SNPEUERES EDC RFIEHES. EREE—
ZiE ZBEIREEARFTESAREIULN, Wiliigd F52
URAERY: HEFUTTPE, WANSEEE, FUTU, &, 1
INRIFEEEER.

SRRz

SIEEEA RN AENNEEEZ Bkl e+, Mhial
RAMEERR SRR ARBER . WHNEEE: MR




FATEELT, MR, HRFPHNRAREIRFE RSN
EREIRE; ARSI RA R EE,

iZigzElid

HIEEEARIFEENR EDC RFARER LB HER
WATREHR AR IR, XA EE SR A sEZHZE BN,
FRIERAFIAEIERRVEIE R EN At AThEE. AR ENXREEE
M FE5TRITTRE L

YMEREUES EDC RAES MK

HIEEBRAREZENL/NEPEUES EDC RARESRIIEH
t, THREBEEFRBER. REES/ NBNERR

(IVRS/IWRS) ., ZIHEREER (ePRO). FIOEIRELIEE,

HIEERARTRIBERIMNER, M/ PSR E B IEFTE
SN EDC R4, Ha—ME IR/ EREuER EDC SUBRIKHET
ST E R SEEUEREA AW, Flt, HaIIMEREUEREEE]
YEREEAY e, B EFTIH T,

BEFS5EH

F—EZUXNEREREENE A REFHAFEE. I
—IRFEFER, WA A REBBENESE D AR ESEHABTHEIH
HIEREFHTEEAHEF. BIAREYE. £PNRERE
BOREASEEFARFN,

(4) eCRF IHEISF

¢CRF IHEIEmERMLARARBRUIERESHHIR
ERIVEEHN, HEIEEALEWSE, NERFEREZEHES
#HRAEMRIE, 388 EDC RENTRESE e, BIETEEM




FIRASHFHER., AR FE BTG AFZER. HIEE
BEREMRIERSIN, FIRHEEAREREIEIESHN,

3. L2(EA

HEFRARER. BEZENESRERNRIT A5, £
EEEARFRAMBIRITRSBAINES AP, FHIART
B AN EREST. 78, —VESHSE, EDC
RgAlA] L&,

(=) KBEBITH K

1.EURERR

FEURB AR EREIREEY. (MEBRENUANZINE
HEZF, aLAREEKER, BB KRR, RERASTEEE
H 2RI A RSB N SRR,

2 BUEFRANER

AR ARFTILEE GCP IR A REXREREZINEHIRE,
FRIBERDEHIERIESISa/ER. RiY. &, JleES
eCRF,

R B VRRIFARICRINETE, SRR FRETEFIREFX
. 81N EUEREBBIERRTEB RIS SF. NAEEAIR
IERICREAE N (AN ERRETE) FZERELHEH
DEFEERIGEER I,

IR ARIH IR ENEEEEE R INEIEII B EKRRRIAN
#EE. BERNRARRE KRR e T FEENE.

3.84ERE

HIEEEARNRBRESELHENZEITIHITROHZE



LARRREIRIIERIEF IR, BN SHANSNRESRIRY
TERHAREEK,

X FKFA EDC FARIGKRIRE, 3B ERMmRIINEEUE
NATEESZE EDC HUREHEAER BN EIE—EHZE,
FERINEREIRZE BRI EI/INEREUE. BFHE. KENE
REEESEE/E EDC SUBENIRES.

4. [REUEZERIA

RO ZARE IR S KRB IESU Y. REUEIZERIA—
fig 2 Hlif AR IR E R R EEEFR X — B TR
&, ofLAEIEHT, telbiniEif T, 5% EDC RENINE
FIER.

5.3

EDC AFERFEZENRE—MKEMNNGHE: RREHK
HRAEREIT T SERIEHER ERET W, TEITFZ TGS
#, FHHCREERS. FaBE. &RAH, HRRREEUE
TR, TERNERTHITRD M, BT LZA N AT LUES
MR ENMERRAFERAR.

6.AREER

EHUER N\, FEMBHIERESEXAE, HRER
EDC RFEEEXY eCRF BB FER. €85 EDC RFE—RABD
RN, NRESBEETOEIENE), NBEFEBTTL.

7.4 SRR IRV IR ER

ARG THEVEUZMER, NAE EDC RFEFHAINRARS
BXPRNSEIIEERI B ASR, R TFEREMN MATKARZAR,



(=) R LUK
1.Z0E PERITHTE
ToieaE T 4R CRF YIaARIH AR E T EDC ZFAERYIGKR
i, FEENESR RN —EEEEE. SUEEMN
TERI, WRSTREEERISUREIIE ST EKRIFTE(ES, FiY
BRZIZSLARENBEFES.
(1) ZEERBFEH
{F3 EDC Z2FIAR, BEEEUEEIIEZRI, ZSEHRE
£ eCRF FHIEFEE, LA eCRF B9EIE R S22AFERRY.,
WMRAECEZTBR cCRF _LEINENEUE, HRE W REIZ eCRF
FEHEA.
(2) #UEREESE
R SERIR A EN B TEUEESIER SOP, H5Th
THIREMNESRENMEES, L THRENETFES, T
TEURRET S, FURETIEBEEMUE, FEMAeBERARZ
&, BelIESVH TN SURERVEIE, BGBRTE AP X8RN YR
BRR. SEREEET LB ERZ o hF0ITR,
(3) FUERERREL
EDC RFhizE &AM e fFEdEFHITH
BRUEN, HURE—RASHEE, WFHED, HRSISRERnE
WATHRATHEIRIRY SOP, HESRIIEV/NERES], (FHICR.
2034
[GPRIIIREHE (SFERERA, FEXESE) RYFRER =™
1B5F GCP LARGEMAIEK,



IR RAZUER, BIRIXT eCRF HH T, |34
BIEE MR RERINFE RN ENEIENREREENT,
DR BEEUEECIZS, 7 EDC RAETRENREEIENRA
MIEEEEREFMICER, LEEENEGEER,

IRRIHIGEERGEXA EDC £, WRETEFHTIAN
2, NEMZRARREHFERNIFENY, LERNRNEEE
IR,

(1) BARAVERYIESE

RERG, BDEGIIERY cCRF FEELLEIFAR. B
AEERHTRIBANETEN RS, FSTHRAVIRT. TRLAER
AU TUHAIRIR, 1% EF ISR IEEE. AT LR
ERRFERIA, EF EDC ZFEHImARINIGE A (RF PDF 18\
Y eCRF, HRIEZMHIRIZHLSTATHIART eCRF HERE, Hitt
RIFHISHSHR GCP RIEEK,

(2) EADERYFEE

>XF3 EDC &2t TRIIGFRIANE, BRT GCP XlifARIZIR 4
REFRIENRSS, BEAEFLITEA, BART:

1) HUEEEI K BIEEEERERERS,

2) EUEZEITH;

3) BTG DRSS EUERE,

4) eCRF tHERILERNT, B3 CRF RE, BEZE. 17

=T
GTE5%,

5) ZHHY eCRF #1iE#E eCRF (PDF 182\);

6) BN ETEER eCRF (PDF &) ;



7) B—RFHEIE] eCRF |FHEA9HHIAR ;

8) EDC FHFPZFfiff. eCRF IESIERT;

9) 5 EDC RFFIRIZHERAY SOP;

10) EDC EZHISGUES S,

11) EDC RFAFESZ IS,

12) FHIRRERBFERZFR,

13) SAREIEFH EDC RFNEE (MEHRFALK, CRF
IRAFARE) SIS E L&Es

14) 5 EDC ERWEE XIS ;

15) EDC REFIAIFRSIMNEREH;

16) EHRDEFIARARHILE) WS RS MRS

17) SEERREGEIESGCR;

18) FEEHIL;

19) BFPYBRBSEIESE (BB EDC RFERAFPHABRFA, ih
PR, REAf. B, SEERIEH);

20) KMEWEITFERIERSU;

21) R REFRRRTRIAOERIE.

T34 eCRF FIBESBFEZSTHARSHIEUEER,
A BT BESR IS MSUHETC, FHEA BRI THRIBRIER
NEHRE.

7N BiARERE

TTEHULES (Computerized System) : lGARIKIEFITER]
HWAEARARRRIEITEINERAS. HEIWRAEFRE”
ERE— I SInRAREES NS NI RGO BCE



NG, BIESZHEESHAR. 8%, BERIIERE. NtEN
WEFENEDEEHEMS, B RETEVWRFAE. Wi,
4P, z5. TEEE. BEMEXEIERRSENEREESR
HARZ RIS, RAMNEERNINEREIT e =B S
ABHAEEER, MInRIREFEITTEIC R Rz A4 o EHAm
= ITETERE— NAB RIS ZEL. (E1E. 4ER.
. RS ERIRARESIENRE A ERRARE S 2 E1EHEX
ARHIRFREENERZR,

WRAF=H (Version Control) : RIFEVIEAHRESEFEN
HIRESIRSAZ—, FRIBER. HIRRE. XEHLURIZESS
ez, FRREAEHIXEK ISR, REEAMRAE
75 EM RS TR RS, R AR A RFTmiEaIE—
EIVEEREEEIRZ,

RGIGUE (System Validation) : ZFEMITTETLRE R L
FEHAEERRISGEIEE, ISR ENHWR RN &, i, 12
YELAR PSR T BInE R &R e E R EHTURHNSTHR R
FMAYVE. (FREBRFIREREM, it FiRENREEEMES,
HeEEER AN AR ERRIETE S EBNN4ERRESN
TNEFIIHEER S IR E K,

MR (Test Script) : AFEIETHEIIZATGEERTEIR
THRYEE KA1 TIhEE P B] e R RSB IRFTIR E I ARG
HEMNES. XEMKESTUFTAARHTN (HASFR
Z ARG, s Bsiii TERT. RIESEiXBis
B, IHTISERIERIRR, B2 RIESISEERI—EUE



%, HERRMRAI—HBNE. FUTAOZRHE IHEENR).
FHAZEER. SERREERAHTHOSY (WBEEE) Freank.

7% eCRF (Annotated eCRF): EXZFHHAJ CRF BJtR™E,
1C3% CRF BEIRIIVAE R EEEN NS EFHZEZH
I

TEEMIL (Audit Trail) : BITENARE (WEHIEEERS)
HEARINGE. RIERFRKALERIFITEN £ B I ESEED
HEEFCR, LMERERIRIEMRSAFEA. EXEmirE—
FETFEHIECRABER, /E, UIRESRR, LMEREEHERN
Bill, (HITCRIINZE AR LT EZRNCR R ENHR. RE
SZIHENEFICRRFAE, XEEENILIAEICRAMN SHI52R
RER, AR ENERSIEERF HISH.

IZHEZE (Edit Check) : EEIRRIHGEIRMANITENR S
EXIEEEE AN E., XM EIEBERRIERFEE, F
ERFIIEREE DA, FE TN NSRS S E TR
HNEEZE. B CEsSHERTEFLEEAFEER.

RSB ERIAN (Source Data Verification, SDV): 251
MCREIRARIHEIHR SR PSR SIRETE—EUERY T,
LARBIRFSRELGERISSER . /MR =14, EIRARIIRIT
HHEEIK A EE.

FHF&% (Electronic Signature): FBFERB 25X AIFHREF
MHFER (WASE—RIIFTSFERRYETES) R ZIFrSEAT
MRETFRAIEBASHRIER., XMENARIT. RASERER
HNEFEE2SEFEEIEGRFEREND. FElaRiieF, 3HE



XIS SR IS FERRPXNEFEZABEEZTHIA
o] y HEEABXRBEFICR YRS EHETR. fFSadER.

BURFEE] (Access Control) : EFETREBIGARIIGE FRFH
RS0 REIFBNRTIE BN 51T, BREEEEIEENY
RENEREER, RSP EIEREFREATAAE. B,
. NEEEIBIRIARIEH,

ARSS1MY (Service Level Agreement, SLA) : 2IRSZSREEI—
MERERD , BRIRFARESSERFPZEE—EMEN, MRS
FEE. REEXK. MRS S EAMARRIN G HEIAR]
BN ERERLY, BRSBIMNEE R RIERS RENTERIE. RS
IMEREN A, AR EEFTS RARSHVHEN. RSB ZIFANE.
RECHRHFTEIR S ATAA NGB TSI RN, P IRSFIER( AR
SN R 22 AR,

Rt L2 (System Go Live) : RFE L2 RFETTAEIE.
ik, MNP ERESE —RENFRIETT, EREUFHRERZ
R HI TR S5,

HIEREHE (External Data) : 2 EYMEPEURIR S K ERETE.
HhEREEE ] LAUEIE BB FEUR s SR B g n T & mE!
[EAREUEEIER R, KIEURESHEHEHITHN, BaASIm
PREUBREFHIEIRE S, FEEURDITEY, (EA—(DIRIZRYEERIR,
SlaREIRERNNESIE—EERES SRS 1T, INEEEEERES
MEUERIR, 200718 LB FEEE, IHRRICRBEER
AZ| EDC RFHIEE.

AP (User Acceptance Testing, UAT) : FHFP S



I EHIGREEESERAIAFHTH—MEUGI, ER
] FHLAIEBBATR T R AL T HEXAEIES R, AR NS
FrBIEMEIREIEAS, ICRICNER. £EAVEUSENE
RIIEA R, WHANCR. WlREREFIRIEREIRESE.

TREWE (Source Data) : IfFRFARHCR T IRAREER. XL
[BEFf1 B TFERF I HZ R E M EINRIRICRFZIE R A
EFRUFFBER. IREUEEaERM+ (BIERBICREEBRN
27,

22815l (ChangeControl) : $§ EDC TE{F A1 T EAIRY
THEIENEG., TENRE—MCRERANNGH: RFEEHabt
RAORMEITITSHBEIERER LT, TEIIFENEITHE
MK, BEEFMECR. RXPREBERTENAS, BBk
AR, TEPE,; ICRPNEFEFFREE. TELMEDEFR
BRI REF N B AR R ERNE RS R .. Z55REHER, LEDRR
IBRUIERE ., TEEFHNEEENERN S H: WREBEUE
TR, TEEM EDC #EFRRARIESK,

$AREDIE (Database Lock) : NEIREERARMKIESGEE
Hit%l (DMP) XAIGKRIIGEIERE, F2LiEZEN. BERHE
IRARIHIGLZEER. EDC RFNIFTEREHRR. SHEXHEFEE
[E3CHERY. EEREHRE—RAEEE.

UERERESL (Database Unlock) : BIEUREIEA RIKIEETE
BRI (DMP), yIHOEEUEE. REEAI—LEE
HEERRR S RS, LS MEIEN—EREE, —RiEE
PEEEROT A NI B ERRS, BYLUSRBESAEDE], SURERIIR



RIREREERERERINSS, NMERDHIT,

/MR (Storage Medium) : FEFIRAREUEAITSREAX,
= URVEAR DT ENER. EF.

LUEEEITY (Data Management Plan, DMP) : 2HEIEE
BARKEIRRIGSEBEN—DaISXY, . St
MEHICRE— ST RREHNEEEEES, 8RARABE.
TERA. BIFES. DMP RUETT SHRfFMBEEMIIEH B,

FIEETEIRS (Data ManagementReport) . 2EIGKRARLS
KT, HEEEARESHIARNBAIEEESIENTIERE,
BHREEITIRE. 2Pk EERENEEZEZENFER, B
BUUEMINEENSECERE, WHHEE. I,

2B AT (Data Verification Plan, DVP): tBFRZiERZ
aitkl, SHIHEEERNIMEEEEEN, KiElnRNETs
ZURRFINEEMESNRFRENF. EHBERRS ST
e, EDC RFtBiRLLA RS, DVP 2 EDC EANSEEEX
{2 —, BIYEJ DMP BIMHAEER RS,

(TEZEE (Derived Variable) : FEEEIRINEIREATIHRAYZR
£, I ENFR T LBABREBEZRREZZNERN
tHAE B BREELTSE,

N2 RIFNKRMEMETTX (Contingency &Disaster Recovery
Plan) : #HEETERSHEXARXIAIAESE EDC RS0 THHHIR
YESSHUH TIS, FHEIESHIBIEEARXI SRR, LARIEIRAR
HIEA A ELA L2 AR RYITF SERE, ANTHRIEFETAR. K
FHMHHRIERYEESK, ERTTMEREERRIEIRERS MY, oAU
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