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Min-Chu Lee, M.S., R.Ph

Min-Chu Lee graduated from National Taiwan University in
1970 ( %8 14 J&# ) and University of Missouri both in pharmacy and
pharmacology and a Ph.D. candidate in Pharmacology in 1975. She
practiced as a clinical pharmacist for many years and joined the
FDA's Office of New Drugs in CDER in 1987 and the postmarketing
office of Division of Epidemiology and Surveillance in 1990, where
she managed and directed all pharmacovigilance and clinical safety

programs and operations including international activities for over
25 years. After retiring in 2014 as the Director of Division of Pharmacovigilance in the Office of
Surveillance and Epidemiology, Center for Drug Evaluation and Research, US FDA, she has
established Pharmacovigilance Consulting LLC in the US. She has been serving as a senior
science advisor to the Taiwan FDA since 2014 providing expertise consulting in all regulatory areas
of product development and pre- and postmarketing clinical safety. Additionally, she has provided
regulatory and clinical safety consulting and presentations to the industry and DIA organization
worldwide. Her expertise includes pre- and postmarketing clinical safety signal assessment and
pharmacovigilance planning, and strategy for safety surveillance and risk management, and

international regulation and guidance in drug development.
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A public ,ISO 9001 and FDA approved company.
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Tel:(06)6361516 #@1t : www.standard.com.tw Email:hr@standard.com.tw






