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Introduction of Selection of Reference Medicinal Product for Foreign Generic
Drugs and its Enlightenment to China

Guan Haoyue, Ma Lingyun, Xu Mingdi" (National Institutes for Food and Drug Control, Beijing 100050, China)

Abstract Objective: To provide references for the selection mechanism and procedure of reference medicinal
product for consistency evaluation in China and to provide ideas for generic enterprises to select the reference
medicinal product. Methods: The current reference medicinal product in ANDA draft guidance by US food
and drug administration (FDA), as well as the relevant requirements of reference medical product in European
Union (EU), Japan and WHO were introduced in details. Some suggestions to improve the selection procedure
of reference medicinal product were put forward according to the present situation of consistency evaluation of
generic drugs in China. Results and Conclusion: US specified the ideas and practical operation procedures for
the selection of reference medicinal product for generic drugs, which provided new ideas to select the reference
medicinal product in China. China is in the critical period of the selection reference medicinal product for generic
drugs consistency evaluation. It is necessary to formulate a comprehensive and perfect selection system and
mechanism of reference medicinal product, which can help to standardize the selection procedure of reference
medicinal product, to speed up the process of consistency evaluation, and to enhance the scientificity and
completeness of the selection of reference medicinal product for generic drugs consistency evaluation in China.
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