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Study on Purple Book of the United States and Discussion on the Necessity and
Feasibility of Establishing Catalogue of Listed Biological Products in China
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Abstract Objective:
products in China by studying the purple book of FDA of the United States and the current situation and

To discuss the necessity and feasibility of establishing a catalogue of listed biological

development of the regulation of biological products in China. Methods: Literature review and comparative study
were used. Results: Content and function, system support and key elements of the purple book of the United
States were studied. The necessity and feasibility of establishing a "catalog of listed biological products" in China
were analyzed. Conclusion: It is necessary and feasible to establish a catalogue of listed biological products in
China due to certain implementation basis.
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