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Analysis of 613 Severe ADR Induced by TCM Preparations
LI Li-ming', LI Wen-wu’(1.ICU, Henan Provincial People’ s Hospital, Zhengzhou 450002, China;2.Food and
Drug Revaluation Center of Henan Province, Zhengzhou 450004, China)

ABSTRACT OBJECTIVE: To investigate the features and patterns of severe ADR induced by TCM preparations, and to provide
reference for clinical rational use of drugs. METHODS: 613 severe ADR reports of TCM preparations collected by Henan ADR
Monitoring Center during 2009-2012 were analyzed statistically in respects of annual distribution, patient gender and age, dosage
form, the occurrence time of ADR, organs or systems involved in ADR and others. RESULTS: The severe ADR cases of TCM
preparations had been increased year by year; 398 patients aged 45 years or above accounted for 64.93% ; the incidence and severity
of severe ADR of TCM injection were higher than those of other TCM preparations. 473 cases of ADR occurred within 30 min, ac-
counting for 77.16% ; multiple systems or organs were involved in ADR, mainly manifesting as dyspnea, stuffiness, anaphylac-
tic shock, rash and other allergic reaction. CONCLUSIONS: The occurrence of ADR induced by TCM preparations is universal;
the monitoring of ADR induced by TCM preparations, especially injection, should be enhanced. It is essential to pay more attention
to the safety of TCM injections and strengthen the revaluation works, in order to prevent severe ADRs and guarantee the safety of
clinical drug use.
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