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Enlightenment from FDA warning letter to construction of
pharmaceutical laboratoriesin Chinese universities

ZHU Difeng, YANG Xiaochun, PING Li, CHEN Chao
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Zhejiang University, Hangzhou 310058, China)

Abstract: Pharmaceutical laboratory in colleges and universities is an important place for drug source innovation,
and also the focus of the construction of national scientific and technological innovation base. The construction of
laboratory standardization is directly related to the construction of a high-level talents team and the construction of
industry-university-research integration. In this paper, the U.S. Food and Drug Administration's (FDA) verification
warning letters for drug R& D and manufacturing enterprises engaged in drug sales in the United States in the past
five years are reviewed, and the problems found in the warning letters are summarized and analyzed, so as to
clarify the focus and verification trends of authoritative regulatory agencies. Through analyzing the causes of the
problems and combining with the construction of GLP (good laboratory practice), this paper puts forward some
countermeasures, such as accelerating the construction of quality supervision and quality control management system
for the whole process of supervision, continuing to carry out normalized personnel training, actively improving
facilities and equipment conditions, strengthening information construction, and establishing retrospective review
mechanism, so as to promote the internationalization of university laboratory certification and improve the
laboratory quality management level and talent team building level.
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