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Introduction to EMA's draft assessment report on Salvia miltiorrhiza radix et
rhizoma

XIAO Huilai
Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China

Abstract: European Medicines Agence (EMA) officially published the draft assessment report of the Committee on herbal
medicinal products (HMPC) of the EMA on the herbal substance Salvia miltiorrhiza Bunge, radix et rhizoma in April 2022. The
conclusion is that the EU herbal monograph on Salvia miltiorrhiza Bunge, radix et rhizoma can not be established according to the
existing data. This conclusion is in great contrast with the understanding and application of Sa/via miltiorrhiza in traditional Chinese
medicine. This article focuses on the comments of the report, and hopping that it will attract the attention of the academic and
business circles in China, and it is suggested to provide data, including literature and experimental data, to resolve the questions of
EMA, narrow the understanding gap and reach some consensus,promote the establishment of European Union herbal monograph on
Salvia miltiorrhiza, so as to facilitate the entry of traditional Chinese medicine Salvia miltiorrhiza products into Europe in the future.
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