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Abstract Chinese medicine, categorized as the complementary and alternative medicine in the United States, 
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aimed at the Chinese herbal medicine (CHM). The legal restriction and management for CHM were scattered 
in other different laws and regulations. The Guide for Botanical Drugs released in 2004 has opened a door for 
Chinese medicine into the American mainstream pharmaceutical market. The Chinese medicine enterprises should 
make full use of the guide, selecting some traditional Chinese medicine products that have remarkable curative 
effects and  meet the FDA requirements, to complete their new drug applications in the United States and push 
them to the American pharmaceutical market as soon as possible. This article mainly studied the laws, regulations 
and policies regarding CHM published by US federal government and the Food and Drug Administration, 
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