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Discussion on the Construction and Development of Institutional/Regional Clinical Trial Ethics Committee
WEN Zhuming, SHU Fang, JIN Yun (National Institute of Drug Clinical Trial, Sichuan Academy of Medical
Sciences & Sichuan Provincial People’s Hospital, Chengdu 610072, China)

ABSTRACT OBIJECTIVE: To explore the current operation model of the ethics committee of clinical trial, and discuss the
direction of its construction and development. METHODS: The advantages and disadvantages of the institutional ethics 1ftee
and the regional ethics committee were analyzed through reviewing efficiency, reviewing standards and qualj @ tigating the
implementation of projects and conflict of interest. The direction and suggestions were put dp for ‘Qconstruction and
development of them. RESULTS & CONCLUSIONS: Usually, the institutional ethics ¢

implementation of the project, but there were some problems such as low e?i

.
ou, ly understand the specific

1stent review standard, low review
quality and hard to avoid the conflict of interest. In contrast, the rdgf @ committee review had high efficiency, consistent
review standard, high review quality and can avoid conflicts “ fectively, but it was hard to fully grasp the project
implementation. Actually, the two kinds of ethi a moda stlll can not replace each other, but should play their respective
advantages to complement each ot ingtitugi ethics committee should be constantly improved and perfected so as to
superv1se the normal devel pme@“ trials. However, the regional ethics committee should pay attention to the ethical
i i T

ocus on the construction and development of ethical committees in the region.
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Construction on Evaluation Index System of ADR Rapid Reporting Information System in Hospital Based
on Delphi Method

WEN Runlong', LI Lianghua', LUO Wanting', CHEN Weisheng',ZHANG Yexiang’(1.Zhongshan Center for ADR
Monitoring, Guangdong Zhongshan 528437, China; 2.Guangdong Provincial Center for ADR Monitoring,
Guangzhou 510080, China) ((‘

ABSTRACT OBIJECTIVE: To construct the comprehensive evaluation index system of ADR r e ortln ormatlon system
in hospital. METHODS: The index system was determined by Delphi method for sendin, ds uatlon tables to 29 related
experts. RESULTS: The recoveries of two rounds of evaluation tables were 10 expert authorities was 0.86, and
mean value of important degree of all indexes was more than 3.5. icient of most indexes was less than 0.2. The
coordination coefficient was significant by y* test. The final ev! indeX’sy stem included 3 first-order indexes [structural index
(weight 0.336 8) , system index (weightg0.341.9 deeffect fidex (welght 0.321 3)], 11 second-order indexes (numbers and
quality of reports, etc) and 43 third change of updating one report). CONCLUSIONS: Establish hospital ADR
rapid reporting information_ syst€m’ i§\ fe@sible and reliable. Enthusiasm, coordination and reliability of the experts are good.

Comprehensive eval

steg DR rapid reporting information system in hospital has been set up primarily.
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