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Construction and application of the project approval evaluation system for traditional Chinese medicine
preparation in medical institutions

JU Xiaoyu', ZHAO Liang*, ZHAO Yue”', TANG He', ZHANG Jingyi', LI Junxue', XUE Yurun', GUAN
Shengjiang’, CHENG lJie'[1. Dept. of Pharmacy, Hebei Provincial Hospital of Chinese Medicine, Shijiazhuang
050011, China;2. General Team of Drug Professionalization Inspectors of Hebei Province (Southern District) ,
Shijiazhuang 050051, China; 3. Dept. of Pharmacy, Hebei General Hospital, Shijiazhuang 050054, China;
4. Hebei Key Laboratory of Clinical Pharmacy, Shijiazhuang 050054, China;5. Dean Office, Hebei Provincial
Hospital of Chinese Medicine, Shijiazhuang 050011, China]

ABSTRACT OBJECTIVE To establish the project approval evaluation system for traditional Chinese medicine (TCM)
preparations in medical institutions guided by new drug conversion, to improve the success rate of approval for TCM preparations
in medical institutions and lay the foundation for the later drug conversion. METHODS Research and development team used the
literature research method and brainstorming method to list and organize relevant elements of project evaluation and determine the
initial indicator system. Experts were consulted using the Delphi method to confirm the evaluation index. The weights were
calculated based on the proportion of importance scores for each indicator and assigned specific scores to each item. The indicator
system was used to evaluate 31 TCM preparations applied for filing by various departments of our hospital from April to July 2023.
RESULTS After two rounds of 17 experts’ consultation, the final TCM preparation system included five primary indicators, i.e.
theoretical basis, clinical research foundation, pharmaceutical foundation, prescription, and clinical value, as well as 17 secondary
indicators including prescription source, traditional Chinese medicine theory, clinical positioning and so on. Human experience was
considered as the item which would be rejected as one vote. Based on the above indicator system, our hospital further improved the

filing and project approval process for TCM preparations in

ABSTE W4 E2ER L DR IR (No.20240488) ; i L4 h medical institutions. Among the 31 TCM preparations applied

1 25 BB B TI55 H (No. 2022027) for filing by various departments from April to July 2023, 8
— -t X7 T« G RZ52% . E-mail: . .
*EARE BRI BUL. BT P IRIRA S Email TCM preparations with a score =65 were selected for
1052675232@qq.com ) )
SRR FARZT B BESCIr . EEE A T, i development. CONCLUSIONS The evaluation system is
0311-69095306, E-mail:323240022@qq.com objective, comprehensive, and highly operable. It is suitable
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for the selection of TCM preparations in medical institutions before research and development.

KEYWORDS traditional Chinese medicine preparations in medical institutions; project approval evaluation; human experience;

new drug conversion; Delphi method
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