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Analysis and suggestions on on-site verification of pharmaceutical development

SONG Bo, HUANG Ying, ZHOU Mengmeng, HU Xiaojuan, SHI Juan, ZHENG Xiao, ZHAI Tiewei
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Abstract: The on-site verification of pharmaceutical research mainly verifies the status of pharmaceutical research work. In recent
years, on-site inspections of drug registration and development have found that there are many problems with authenticity, consistency,
data reliability, and technology transfer in the pharmaceutical development stage. Therefore, it is recommended that drug development
enterprises carry out standardized construction, establish a quality management system that matches their research and development
behavior, strengthen data reliability management, and build a sound technology transfer process. This article analyzes the problems of
on-site verification in pharmaceutical development and proposes suggestions, hoping to provide reference for the standardization of
pharmaceutical development work.
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