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[Abstract] The “Opinions of the Central Committee of the Communist Party of China and the State Council
on Promoting the Inheritance and Innovation and Development of Traditional Chinese Medicine ( TCM) ” issued in
2019 proposed for the first time to accelerate the construction of a TCM registration review evidence system that
combines TCM theory, human experience and clinical trials. TCM compound preparations are the main source of
TCM new drug development. They have been clinically used for a long time before development, and have accumulated
rich human experience, that is, real-world data. In order to effectively use these data resources and promote the de—
velopment and transformation of new Chinese medicines, this study focused on the common situations and concerns
when using real-world research to support the development of new Chinese medicines and provided a reference for
building a ‘three combinations” Chinese medicine registration review evidence system.
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