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Perspective on Registration of Clinical Trial of New Traditional Chinese Medicines
Wang Hainan
(China Food and Drug Administration, Division of TCMs & Ethno—Medicines, Department of Drug & Cosmetics
Registration, China Food and Drug Administration, Beijing 100053, China)

Abstract: With the reform of drug evaluation and approval in advance, a series of new initiatives have be
launched including improving the drug registration classification, revision of GCP and carrying out clinical
trial data verification, strengthening clinical trial data management ete. Clinical trials of traditional Chinese

medicines are facing new opportunities and challenges. The development of new traditional Chinese medicines
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should meet the clinical needs and clearly answer the clinical problems. The effectiveness of traditional Chinese
medicines can be measured, and the key is to grasp scientific and reasonable research methods. Clinical trials of
traditional Chinese medicines should pay attention to the research logic of clinical trials, and pay more attention
to the quality of clinical trial data. The efficacy of traditional Chinese medicines is indeed based on clinical data.
Viewed from its tendency, new Traditional Chinese Medicines are based on compound prescription. Therefore,
researchers should effectively improve the overall research quality of the clincal trials on the new medicines of
traditional Chinese medical compounds.
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