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Structure, Function and Operation Practice of Clinical Trial Management System in Our Hospital

ZHAO Jia"*, JIANG Chun-mei', LI Ming-ming', GUO Yuan', WEN Wen', LANG Li-jie', LI Guo-xin'(1.Liaoning
Institute of TCM/The Second Affiliated Hospital of Liaoning University of TCM, Shenyang 110034, China; 2.
Dept. of Health Statistics, Faculty of Preventive Medicine, Fourth Military Medical University, Xi’an 710032,
China)

ABSTRACT OBIJECTIVE: To promote the supervision and management of clinical trial by institution. METHODS: The structure
and function of clinical trial management system (CTMS) developed by our hospital and other enterprise together were analyzed to
evaluate the application and operation result of CTMS. RESULTS & CONCLUSIONS: CTMS of our hospital is made up of foun-
dation, efficiency and strategy. It is equipped with role allocation, information exchange and report, information warning, drug
tracking, clinical trial process control, quality control of electronic record, electronic signature and integration and connection with
other system, etc. Relevant operation procedure is established to promote standardization and institutionalization of CTMS. Due to
the application of CTMS, the cooperation among departments become smoother, and management level have been enhanced in dai-
ly management, pharmacy management, subjects and document administration. It also simplifies the work of researcher and reduc-
es the human error by the autogeneration of trial records and tables with the system. Consequently, the monitor coveraged through-
out all the trial process.

KEYWORDS Clinical trial management system; Structure; Function; Operation effect
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Regulation Value and Social Effect Analysis of Drug Proportion in the Hospital Management and Evalua-
tion

XU Gan, WANG Chong (Certification Center for Licensed Pharmacist, China Food and Drug Administration,
Beijing 100098, China)

ABSTRACT OBIJECTIVE: To evaluate the value and social effect of the regulation by the indicator of drug proportion. METH-
ODS: The scientificity and rationality of pharmaceutical proportion and the regulation activity by the indicator of drug proportion
was analyzed by analyzing the connotation and influential factors of drug proportion and the method of comparative study, qualita-
tive analysis and quantitative analysis. RESULTS: There was great difference in connotation and value between international drug
proportion and domestic one. Indicator of drug proportion had no direct relation to pharmaceuticals consumption control and rational
drug use; the value and effect of the regulation activity in a hospital by the indicator of drug proportion were far from complete and
required further research. CONCLUSIONS: Health administrative department and policy decisions department should further re-
search and objectively evaluate the value and effect of the regulation activity in a hospital by the indicator of drug proportion.
Whether the regulation activity in a hospital by the indicator of drug proportion carry out based on scientific verification; if neces-
sary, the indicator of drug proportion should be cancelled or adjusted in hospital management and evaluation indicator system.

KEYWORDS Drug proportion; Regulation activity; Hospital management; Evaluation indicator; Pharmaceutical expenditure
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