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History and development of biological assay for quality of Chinese materia
medica
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Abstract: Biological assay is an important method for quality control of drugs. There are limitations in the quality control system of
Chinese materia medica (CMM) based on physico-chemical analysis methods due to the complicated chemical constituents and
multifold pharmacodynamics of CMM. Recently, the application of biological assays to CMM attracted much attention and application.
From the historical development perspective, the idea and method of biological assay for the quality control of CMM have existed since
the ancient times. Especially in recent years, the introduction of biological assay to botanical drugs and CMM submitted in new drug
applications were emphasized by both the U. S. and Chinese Food and Drug Administration. This means that a common view has been
formed that using biological assay in the quality control of CMM and botanical drugs is proper. Now, a new era of biological assay for
the quality control of CMM has come. Based on the review and expectation of biological assay for the quality control of CMM, we
creatively put forward an integrated quality concept for CMM which takes biological assay as core.
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Fig. 1 Ancient and simple biological evaluation of CMM
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Table 1 Demonstration application of quality biological evaluation of CMM
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