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ABSTRACT Objective To evaluate the safety of Tanreqing Injection among the elderly. Methods
A multicenter, large sample, ambispective cohort study was established, with registration-type clinical
safety monitoring. A total of 13 061 inpatients and patients from emergency units using Tanreqing Injection
and aged =60 years were recruited from January 2014 to May 2015 in 83 secondary and tertiary hospitals in
China. The main outcome was the incidence of adverse drug reaction/ adverse drug event (ADR/ADE) of
Tanreqing Injection. In addition, the clinical feature, severity and prognosis of ADR/ADE were described. A
univariate analysis was conducted to explore the risk factors of ADR. Results The incidence of ADE was
21.06 %, (275 cases, including 192 serious ones ). The incidence of ADR was 2. 45 %, (32 cases), including
19 cases of general ADR and 12 cases of new ADR. All the ADR cases were mild or moderate, except for
1 case of serious ADR, with damages in skin and appendages. Most of ADR cases happened in 0.5 —24
hours after applying Tanreqing Injection, fortunately all the cases got improved or cured. Having histories of
allergies to drugs and non-normalized infusion speed, being combined with antibacterial agents, and with-
out glucose or saline between dosing interval increased the incidence of ADR (P <0.05). Conclusions
Tanreqing Injection has an occasional incidence of ADR in the elder. Identifying high-risk patients and im-
prove administration management may further increase the safety of Tanreqing Injection.
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