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Abstract. The " three — combination" evaluation evidence system refers
to the evaluation evidence system that combines traditional Chinese
medicine ( TCM) theory human use experience and clinical trials and
it is in line with the characteristics of the TCM research and
development. Recently the national level has repeatedly mentioned the
establishment of " three — combination" TCM review evidence system

and the National Medical Products Administration and the Center for Drug
Evaluation have also issued a series of regulations rules and guidelines
to promote the construction of " three — combination" review evidence
system. Under the " three — combination" review evidence system the
research and development pathways of TCM new drugs are more flexible
and diversified. By comparing the clinical research pathways and
regulatory requirements under the new and old review evidence systems

this paper discusses the clinical research pathways of traditional Chinese
medicine under the " three — combination" review evidence system and
some considerations for the formulation of clinical research plans.
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