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Idea of Optimization of the Formulation of National Drug Standards Based on PDCA Cycle Mode

YU lJiang-yong" *, QIAN Zhong-zhi’, YU Bo-yang' (1.School of International Pharmaceutical Business, China
Pharmaceutical University, Nanjing 210009, China; 2.Chinese Pharmacopoeia Commission, Beijing 100061,
China)

ABSTRACT OBIJECTIVE: To optimize the procedure of national drug standards, and improve the quality of standards. METH-
ODS: Based on PDCA mode of quality management theory, the formulation procedure of national drug standards was summarized
and optimized systematically, aiming at the deficiency in present formulation of national drug standards. RESULTS & CONCLU-
SIONS: The problems about the present formulation of national drug standards contain low quality of whole drug standards, long
formulation cycle, low efficiency and absence of quality management for standards, etc. The whole work of drug standard can be
divided into 4 steps, i.e. planning, formulating, examining and processing/improving, based on the theory of PDCA cycle; the 4
steps were subdivided into planning, developing/revision standard, promulgation and implementation, publicity and implementa-
tion, monitoring and supervision, revision and improvement, etc. It not only removes long-standing abuse of unclear procedure and
optimizes the procedure of national drug standards, but also analyzes and interprets the contents of national drug standards accord-
ing to management theory and verifies the rationality of optimization procedure theoretically. The optimization of the procedure of
national drug standards meets quality management theory and has a positive meaning for improving the quality of the standard-set-
ting work, shorting the cycle of the standard formulation, expanding the performance of the work.

KEY WORDS National drug standards; PDCA cycle; Formulation; Procedure; Standard management
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