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Abstract: The development of innovative compound of traditional Chinese medicine (TCM) is a crucial direction for the modernization
and internationalization of TCM. Its core lies in effectively integrating traditional TCM theory with modern drug research and
development (R&D) technologies to establish a new drug development system with Chinese characteristics. In this process, research
on the dose-effect relationship serves as the foundation for evaluating drug efficacy and safety and is a key step in determining clinical
dosages. Compared to chemical drugs, dose-effect relationship studies for compound of TCM face more complex challenges. This
paper analyzes the causes of discrepancies between the dose-effect relationships observed in clinical trials and those in actual clinical
practice. It explores the design considerations for dose-effect relationships in innovative compound of TCM R&D and the determinants
of dosage selection in confirmatory clinical trials. Furthermore, it proposes optimization strategies for preclinical pharmacodynamic
study methods, exploratory clinical trial design, confirmatory clinical trial design, and post-marketing surveillance and re-evaluation.
The aim is to provide references for improving the accuracy of dosage selection in clinical trials and actual treatment, thereby promoting
the development and application of innovative Chinese herbal compound formulas.
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