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The recent initiative by China’s National Medical 
Products Administration (NMPA) to realign traditional 
Chinese medicine (TCM) registration with clinical value 
marks a pivotal shift toward modernizing and enhancing 
the efficacy of TCM. This initiative reflects a progressive 
attitude toward integrating TCM’s rich heritage with 
contemporary medical needs, ensuring that it remains 
relevant and effective in addressing modern health 
challenges[1].

TCM is renowned for its holistic approach and 
unique methodologies for disease prevention and treat-
ment[2]. However, the increasing complexity of diseases 
and advancements in medical knowledge necessitates a 
more structured approach to drug development that pri-
oritizes clinical benefits and meticulously evaluates the 
risks involved. By addressing unmet clinical needs, the 
NMPA’s new guidelines represent an essential step in tai-
loring TCM to better serve patient populations.

To identify specific clinical demands across var-
ious specialties, the China Association of Chinese 
Medicine initiated a pilot project involving 10 special-
ties: oncology, cardiovascular diseases, gastroenterol-
ogy, pediatrics, rheumatology, dermatology, andrology, 
gynecology, nephrology, and pulmonary disease. Experts 
from these divisions, along with representatives from the 
Translational Medicine Center at Dongfang Hospital 
of Beijing University of Chinese Medicine, analyzed 
the epidemiological data and characteristics of TCM 
treatments.

These experts have curated a “Clinical Needs List 
for Chinese Medicine Research and Development,” 
encompassing 10 diseases: malignant tumors, chronic 
heart failure, gastroesophageal reflux disease, pri-
mary nephrotic syndrome, rheumatoid arthritis, 

atopic dermatitis, Sjögren syndrome, chronic nonbac-
terial prostatitis, endometriosis, and adenoid hyper-
trophy[1]. With a summarized overview of the current 
disease statuses and treatment options, it primarily 
focuses on key elements such as clinical positioning, 
clinical value, and measurable efficacy, further clar-
ifying the unmet clinical needs for the development 
of TCM.

This initiative not only significantly guides further 
development of TCM and innovates research direc-
tion, but also emphasizes the importance of a clinically 
demand-driven approach, following its inherent laws and 
characteristics to meet and reflect its clinical value. As 
diseases evolve and new treatments emerge, the frame-
works guiding TCM development must also progress. 
Although the expert consensus represented in this ini-
tial list is invaluable, it is crucial that researchers remain 
adaptable, grounding their practices in both traditional 
and modern scientific inquiries.
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