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Abstract

Objective: Signal mining study of adverse events (ADEs) based on FAERS on moxifloxacin, mainly
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to explore the risk of psychiatric disorders, and thus provide a basis for the prevention and treat-
ment of psychiatric disorders caused by moxifloxacin. Methods: The reports of the above-mentioned
drugs in the 23 quarters from the first quarter of 2018 to the third quarter of 2023 were extracted
from the FAERS database, and the reported ratio method (ROR method) and the comprehensive
standard method (MHRA method) were used to jointly test, and then use the MedDRA terminology
set Chinese and System organ classification standardized the results. Results: Totally 15,859 ADE
with moxifloxacin as the primary suspected drug were retrieved as the original data. A total of 590
ADE signals were obtained from the moxifloxacin. The signals involved 22 different system organs

» o«

(SOC). The ADEs of moxifloxacin was mainly involved in “various neurological diseases”, “psychia-
tric disorders” and “diseases of the eye organs”. Moxifloxacin-induced psychiatric adverse events
were categorised and summarised according to MedDRA high level group terms (HLGT), obtaining
a total of 1095 reports of ADEs related to psychiatric systems, with a total of 42 valid signals. Con-
clusion: Clinical application of moxifloxacin needs to monitor the patient’s mental status changes,
if there is anxiety, delirium, blurred state of consciousness, and timely emotional counselling; pa-
tients with depression, schizophrenia-related underlying diseases need to strengthen the assess-
ment, in order to ensure that the clinical rationality of the use of drugs.
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Figure 1. Proportion of reported cases of moxifloxacin involving systemic ADE
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Figure 2. Composition ratio of cases of ADEs in mental diseases caused by moxifloxacin
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Table 1. Moxifloxacin classification of common psychiatric systemic ADEs
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