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Analysis of 11962 cases of fluoroquinolones-related adverse reactions and detection of risk signals of drug-

induced liver injury
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[Abstract] Objective: The condition and characteristics of fluoroquinolones ( FQN) -related adverse drug reactions/adverse drug events
(ADR/ADE) were investigated and risk signals of FQN related drug-induced liver injury (DILI) were detected to provide references for clinical
medicine. Methods: The cases of FQN-related ADR/ADE were collected from the database of PLA ADR Monitoring Center from 2008 to 2018 and then
patients’ information, suspicious drugs, clinical manifestations, the causality assessment and outcome were analyzed retrospectively. The risk signals
of FQN-related DILI were assessed by different kinds of data mining methods. Results: A total of 11 962 reports from 2008 to 2018 were analyzed, a-
mong which the ratio of males and females was 1. 05 : 1. The top five FQN inducing ADR/ADE were levofloxacin, moxifloxacin, gatifloxacin, cipro-
floxacin and enoxacin. The distribution of drug varieties and ADR/ADE outcomes were consistent between male and female patients. Moxifloxacin gener-
ated ADR/ADE positive signals in all 4 kinds of mining methods. Conclusion: Whether there is a gender difference in the occurrence of FQN-related
ADR/ADE remains to be further studied. Moxifloxacin is highly correlated with the occurrence of DILIL The awareness of pharmacovigilance should be
strengthened in the clinic and some measures should be taken to guard patients against ADR/ADE.
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