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Investigation on internationalization of Chinese materia medica from source plants
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Abstract: Because of natural variability and complex effective components in source plants of Chinese materia medica, quality
consistency is a more complicated issue compared with that of chemical synthesis or high purity compounds. Both the FDA and EMA
have emphasized in several guidelines that it is a key method to extend the quality control method of botanical drug substance and
product to that of botanical raw material for quality consistency. This paper is trying to discuss the quality control method for Chinese
medicinal materials from another aspect, that is combination of GAP guidelines in China, EU, and WHO with the botanical review
case of Veregen™, which is the only botanical prescription drug appoved by the FDA.
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