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Abstract Objective: To implement the work plan of the State Council to strengthen quality management and
implement the national drug regulatory department to improve its own quality management system, review the
construction situation of the quality management system of drug review and inspection institutions in Shandong
Province to summarize experience and find out deficiencies in order to strengthen the quality management of
review and inspection. Methods: The practical significance of introducing quality management system into
drug review and inspection institutions was investigated. The practical experience of the construction of quality
management system in drug review and inspection institutions in Shandong province was analyzed. The existing
problems were considered. Results: The effective quality management system has played a positive role in
promoting the standardization construction of drug review and inspection institutions and the development of drug
review and inspection. Conclusion: Promoting the construction of quality management system in drug review
and inspection institutions plays an important role and is also an inevitable requirement in standardizing its own
construction, improving work quality, reducing business risks, and serving the development of the pharmaceutical
industry. The quality management system of drug review and inspection institutions needs to be continuously
improved to gradually meet international standards.
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