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Analysis and consideration of chemical generic drug reference selection by
failed application characteristic in China
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Abstract: Reference list drug (RLD) refers to the reference drugs used in the research of generic drugs, which is one of the key
factors in the development of generic drugs, and an important prerequisite for effective generic drug development and consistency
evaluation. The policies and catalogues on RLD selection release and implementation for chemical generic drugs have effectively
promoted the consistency evaluation of chemical generic drugs in China, and laid a solid foundation for the scientific supervision of
drug safety and effectiveness. The main characteristics of the varieties that refused RLD applies were analyzed by combing the
catalogue of RLD for chemical generics in China (public draft) from January 2020 to October 2021, and considerations were put
forward in combination with various reasons for the failed applies. Aim to provides basis and reference for the promotion of
reference selection as well as the projects establishment and development of chemical generic drugs.
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