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Introduction to selection and management of reference listed
drug for chemical generic drugs in China
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Abstract  Reference listed drug as the benchmark of generic drugs is the reference drug for the
consistency evaluation of quality and efficacy of a generic drug. As the starting point of developing a generic drug
reference listed drug selection is of great significance in the whole process of research and development. This paper
comprehensively reviews the policy requirements of reference listed drug selection and compares the regulation
patterns on reference listed drug in China and the United States. Moreover the common issues on those refused
reference listed drug applications are summarized and the reasons on reference listed drug alteration are analyzed.
Consequently it is expected that the principles and approaches of reference listed drug selection would be further
clarified for the reference of the applicants.
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