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[ Abstract] Because of the unique nature and treatment concept of traditional Chinese medicines (TCMs) , TCMs have been re-
spected again since 70s of last century. The regulatory agencies of some developed countries (the FDA, EMA and Health Canada etc)
have published new guidance/guidelines/directives in recent years, such as the botanical drug product guidance of the FDA, the evi-
dence for quality of finished natural health products guidance of the Health Canada and the guideline on quality of herbal medicinal
products/ traditional herbal medicinal products of the EMA etc. All of the regulatory agencies are willing to scientifically evaluate the
herbal medicines and accept it as therapeutic product. This paper analyzed the history of herbal medicine regulation and the similarities
and differences of the regulatory requirements of the European Union, the United States and Canada, proposed possible future direction
of the international development of Chinese medicine from the perspective of global regulatory affairs.

[ Key words] internationalization; traditional Chinese medicine; botanical products; traditional herbal medicinal products
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