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New prospect on research and development of Chinese Materia Medica and
phytomedicines in global
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Abstract: With the global changes of the disease spectrum and the needs of health, it is now the knotty problem and huge challenge
for the pharmaceutical industries to ensure the continuous R&D and the sustainability of market for the innovative drugs worldwide.
In recent years, US, EP, and Canada issued the new regulations on the phytomedicine, which not only means they will have the equal
status compared to the non-botanical drugs, but also more flexibility on the regulations of the approval and launch on the market. In
this paper, the different regulations of phytomedicine and botanical products in the US, EP and Canada are introduced, the process of
the series of R&D of Dantonic (Fufang Danshen Dripping Pill, the 1* CMM compound drug with the FDA IND approval) and its
global Phase II clinical trial since 1997 reviewed, the experiences on the regulatory conversation with FDA summarized, and the new
prospect on the future global R&D of chinese materia medica put forward.
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Table 1 Comparison on the regulations between CMM and phytomedicine among Canada, US, and EU
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Table 2 Current status of FDA clinical study on some new CMM compound drugs in China
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Table 3 Comparison on the FDA application between Veregen® and Dantonic
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