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Development of a CDISC—based Central Randomization Management System

Geng Lil, Xiaoyan Lil, Meiling Xuanl, Wenwei Ouyangl, Zehuai Wenl, 2 (1. The Second Affiliated Hospital of
Guangzhou University of Chinese Medicine, Guangzhou 510120, China; 2. National Center for Design Measurement
and Evaluation in Clinical Research, Guangzhou University of Chinese Medicine, Guangzhou 510405, China)
Abstract: Objective To develop a web—based central randomization management system (WCRMS) based on CDISC
(the Clinical Data Interchange Standards Consortium) standards. Methods The software development life cycle method
divided the system developing period into five phases: system planning, system analysis, system design, system
implementation and system maintenance, was adopted to develop the WCRMS. Database design was based on the
CDISC standards. The MVC  (model view controller) architecture was used, tomcat worked as the web server, Proxool
was used as the database connection pool technology. Results The WCRMS was successfully developed, and it’ s
stability, reliability and real-time was validated by several system tests. Now the WCRMS is working stably. Trials with
different study design (multiple centers or single center, blinding or non—blinding) and different sample sizes can run
on the WCRMS which has unbinding and dynamic drug management functions. Conclusion Based on CDISC standards,
the data standardization of the WCRMS was guaranteed, and the WCRMS could exchange to electronic data acquisition
(EDC) systems better. Using this system, project administrators not only makes random allocation and concealment
more reliable, but also can real-time monitor the progress of each center, then take some measures to shorten the
period of clinical trials, ensure the quality of study and improve the efficiency of the entire study.

Key words: CDISC; central randomization management system; development; application
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Figure 1  Function framework of WCRMS

FEIH EEAE B DD R R BOE - IFFE R
W SR AL . 2 A HEBR bR . 5], Bl
VU 3R . iR E . 2R P Re
FEH AR ZIRE A R, iR sl .
W, BEPLL A Uil k). BaE, AR
BRI BE T o T T A B A X 24
PEATERER AT, NI H 2207 AT 250 9 2 24 0
K. ROUEMAIERE R TG L BUR K
AR Bl Oy S . Bt S A H A R

RGP Ma hRZE MmO HE M6, M
AR FACRRAN ] . e R GE A (8 RGUAE BEBL
HHAABRZIRENA . FEHLEC . 2590 & A B
ARER, od Rgededr . W0H A BELLL T P
L WH A EARES HAE B . o fai AL o
FE . MERMEA R, XRMEHAAZAEE
BT PR A A WD RE ,  DOTE T Y 2
KEJEREIARE, TH 758 AR, HAEFAR
i B sy oM AR BIE S R 2 U
AHE AT H B 245 i & GE sk AR s 3 it 53
NBLBRAE FEIAEAS oo 5 I 38 BB 4 T AR A
R Agw ), TRl A B ME R 2R B AR . A
RSEE R R AN H A 2iXEHFE, ARA
ZRE . AH . KAERR,
1.2 RE R  RENIZLHZIE LA
g RR, WFE2. [S)

[, Wz R 2ma e, WK 3
Vi
13 FEHIRERT RGEEIRERITS% CDISC B
Iifs PR 25 B8 2k B P58 % #E (Clinical Data Acquisition
Standards Harmonization, CDASH) FIifF 58 £ 1) = 4
% (Study Data Tabulation Mode, SDTM)M~4RifE, H.
KRNI OFREIH —E R (rean, SH SRR


Administrator
注释
此处因为图片没有紧跟在文字后面。因此“同时，也应该实现紧急揭盲流程...”不需要另起一行。
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Figure 2 The process of enrolling patient and dispensing drugs
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Figure 3 The process of unblinding in emergency
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 注1：Spring框架是Rod Johnson.Juergen Hoeller等开发的，用于支持JavaBean构件运行的容器。该框架提供了依赖注入方式的构件组装机制和基于AOP

技术的事务和日志管理等功能。基于Spring框架的轻量级J2EE架构能够发挥上述两种架构方案的优势，避免它们存在的缺陷，是一种成熟的J2EE应用

开发方案。
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