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Consistency Evaluation of Generic Drugs Based on Quality by Design
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Abstract

basic principle of “Quality by Design” and its practical experience in the research and development of generic

Objective: To provide suggestions for consistency evaluation in China. Methods: According to the

drugs, the difficulties in the consistency evaluation of generic drugs in China were analyzed and some suggestions
were put forward. Results and Conclusion: The quality of generic drugs and the standardization of application
materials could be significantly improved based on the concept of “Quality by Design”, while the efficiency
of regulation and evaluation were promoted. Moreover, a stable and efficient process flow was designed in the
product development phase based on the application of “Quality by Design”, and a solid foundation for clinical
bioequivalence validation was laid, which is conducive to realizing the “consistency” and “clinical substitution”
between generic drugs and original drugs.
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