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Therapeutic Equivalence Evaluation Code under the Framework of American Orange Book
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Abstract: Objective To outline the therapeutic equivalence evaluation code (TE) under the framework of
American Orange Book in order to offer some tips on quality and efficacy consistency evaluations of generic
drugs in China. Methods The composition, coding rules and significance of the code were studied based on the
background of the Orange Book and therapeutic equivalence evaluations in the United States.Ways to improve
therapeutic equivalence evaluations in China were proposed. Results and Conclusion The implementation of
TE will be of great help to medical institutions, the public, and drug regulatory agencies. In China, it is both
necessary and possible to mark TE in the Catalogue of China Approved Drug Products. China's drug regulatory
agencies should base their decisions on the current therapeutic equivalence evaluations of drugs in China, learn
from other countries, and formulate rules and procedures for TE in line with the realities in China.
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