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Research progress in preclinical safety evaluation on hypersensitivity induced
by traditional Chinese medicine injections

ZHANG Di, QU Zhe, HUO Gui-tao, LV Jian-jun, YANG Yan-wei, ZHANG Shuo, GAO Su-tao, LI Pei-pei, LIN Zhi
National Institutes for Food and Drug Control, Beijing 100050, China

Abstract: The Chinese materia medicia injection (CMMI) is a kind of important product in the medicine of national minorities. As for
a rapid onset and good bioavailability, CMMI plays a great role in the treatment of critical disease. However, some hypersensitivity
events with adverse drug reaction of CMMI often occurred when they came into market, even including anaphylactic shock or death. It
cracks our confidence to the treatment of disease by traditional Chinese medicine (TCM), and restricts the development of TCM. In
this paper, we discuss the general comments, mechanism, related guidance, and methods of preclinical safety evaluation in
hypersensitivity induced by CMMI.
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