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Key issues in design of efficacy outcome indicators and quality control for
development of new Chinese materia medica which improving symptoms
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Abstract: After announcement of the Special Provisions on the Administration of Traditional Chinese Medicine Registration,
opportunities have enhanced for the development of new Chinese materia medica which improving symptoms, but at the same time,
new challenges of clinical trial in efficacy outcome indicator design and quality control have occured as well. In the context of
patient-focused drug development, thoroughly understand the connotation and extension of "symptoms", comprehensively
understand the latest technical requirements of domestic and foreign regulatory agencies for the design of efficacy indicators,
effectively integrate the actual development situation of new Chinese materia medica, finally provide suggestions about technical
requirements and expect to provide reference for the development of similar new Chinese matria medica.
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