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Abstract: The State Food and Drug Administration issued the "Guiding Principles for Clinical Research of New Drugs for
Syndromes of Traditional Chinese Medicine" On November 6, 2018, which clarified the prescription source, basic requirements,
clinical orientation, syndrome diagnosis, basic research ideas of new Chinese medicines for syndromes. Test design, effectiveness
and safety evaluation, test quality control and data management, manual writing principles, etc. This article takes the "Guidelines for
Clinical Research of New Drugs for Syndrome Chinese Medicine" as the main line, combined with relevant policies and regulations

to explore the opportunities and possible difficulties in the development of "New Drugs for Syndrome Chinese Medicine", which is
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the implementation path reference for "Chinese medicine clinical prescription" and the "traditional prescriptions" not in the Ancient

Classics Catalogue in accordance with the development of the " New Drugs for Syndrome Chinese Medicine ".

Key words: syndrome Chinese medicine; new drugs for traditional chinese medicine; clinical research; technical guidelines
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