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Traditional Chinese Medicine’s “syndrome differentiation and 
treatment” is essentially individualized precision medicine based 
on multidimensional features [1,2] such as tongue images and 
clinical indicators [3], pulse signals [4] and multi-omics [5] in the 
study of syndrome differentiation and biological basis. The National 
Administration of Traditional Chinese Medicine lunched “three-
combined evidence system” [6], which refers to an integrated 
evaluation framework for new Traditional Chinese Medicine (TCM)  

 
drugs, combining:

1.	 Human use experience-based on long-term clinical 
practice data regarding efficacy and safety;

2.	 Clinical trials-following modern evidence-based medicine 
standards, such as Randomized Controlled Trials (RCT)

3.	 Basic research-encompassing the study of active 
components/leads, mechanisms, pharmacokinetics and 
pharmacodynamics.

Figure 1: Human Use Experience of TCM under “three-combined evidence system” policy: A. “three-combined evidence system” is consists of 
Human use experience, Clinical trials and Basic research; B. HUM pathways: ‌Observational studies‌ (prospective or retrospective) to substitute 
early-phase trials for initial safety and efficacy assessment; Pragmatic clinical trials (PCTs)‌ or randomized controlled trials (RCTs) to confirm 
therapeutic effects.
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However, how to scientifically transform the massive 
fragmented “Human Use Experience (HUE)” into evidence-based 
proof that meets modern regulatory requirements, and establish 
the intrinsic mapping rules between “syndrome” and “precision 
biomarkers,” is currently a bottleneck/great opportunity in the 
modernization and development of Traditional Chinese Medicine. 
Using AI to perform cross-temporal and spatial representation 
alignment of millennia-old classical medical texts and clinical 
practice (HUE), traditional experience can be deconstructed into 
computable digital twin models, enabling reverse discovery and 
prospective simulation prediction from retrospective experience to 
translational medicine. 
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