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JE . WA B E—RAREE,

P4 JEE fF4 (Database Unlock): BFZi#E & #E A RIRELHE
EEITX (DMP), T EmWEEE, REERN —LEE
AT B AR 7 R AR, IR IR — B A F . — R
Y& 45 1% B A~ o0 X 2R B AR Y, IR DAV EA SR BT T o B8 E A =



RBEBEFEEERENR S, THFEZHAT,

% 77 /-t (Storage Medium): % 77 @ /R 2% 48 09 2 K #01K,
CAN:RR o IR = N o = 0

48 E #E 11X (Data Management Plan, DMP): & B4 1E &
BAARFBERARTEFEN—HAS X, CFH. 2HH
MEFILFE —REAERAENREETELS, EFARAEC,
TENA . BEAT S DMP AT 5 Fr 4 2 AR I B

AR EE WL (Data ManagementReport): 7 1£ I R 5% 45
RE, BEETEEANBENHRATELBEELAI RN IELSE,
EHBEEPTIE. BEARIEEREMEEZEZEI TR, &
HWURKEMEENSH R, WmEtEE. HEAHE.

W AEAZ E 1T K| (Data Verification Plan, DVP): W#1% 4%
TR, fEREEERARERENEZ HE, KEERAR T
ZURRGHEEMBENRAREX . CEWEH KRS 51H#®
# <, EDC & G K4E I & i i t. DVP 2 EDC R B X EE X
2z —, T 1E N DMP B[ 4 30 3 0k Ak >

#TH % & (Derived Variable): & & R EHEE MM KT
B, WX REWNFRT UHAEREREE HHRFZZIAEW
H A H AT R

R 21T X A0 58 4 W& 2 1t X (Contingency &Disaster Recovery
Plan): #EEE R 540 KX A R 7] gk B EDC R ZLi54T F BT HY K
MEERHATIRE, FHIE RS By 2 AR KT SR By >, DAGRIE G R
B2 FRNT 2 UFARE R IRA Z i . A TRIERET AR, &K
WA RN E R, BTG R £ B AWEIE X K EMHE, BEHIE



WA BT HRAT K], DR R ISR D B BB & %

£ SEE

1.CFDA: Zi#lm R iA% & FE Mk (GCP). 2003

2.CFDA: lm R ABHETE T AEE. 2016

3.FDA: Code of Federal Regulations, Title21 part 11: Elec
tronic Records; Electronic Signatures - Scope and Application.
2003

4. FDA:Guidance for Industry: Computerized Systems Used
in Clinical Investigations. 2007

5.FDA: General Principles of Software Validation: Final G
uidance for Industry and FDA Staff. 2002

6.FDA: Guidance for Industry: Electronic Source Data in
Clinical Investigations. 2013

7.Society for Clinical Data Management (SCDM): Good Cl
inical Data Management Practices (GCDMP) .2007

8.Drug Information Association (DIA) : Computerized Syst
ems in Clinical Research: Current Data Quality and Data Integ
rity Concepts. 2011

9.EMA: Reflection Paper on Expectations for Electronic So
urce Data and Data Transcribed to Electronic Data Collection

Tools in Clinical Trials.2010



