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Abstract Objective: To analyze Orange Book system in USA and to discuss the necessity of establishing
Orange Book system in China based on the development of China's pharmaceutical industry. Methods: Literature
research and expert consultation methods were used. Results: Eight aspects of the Orange Book system in the
USA including development history were introduced. The necessity of establishing Orange Book system in China
was discussed from four aspects of the role of the Orange Book system. Conclusion: The Orange Book system in
USA was gradually enriched and improved along with the continuous progress of FDA drug regulation. From the
perspective of solving the current problems of industry and the long-term development, it is necessary to establish
the Orange Book system in China.
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