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ABSTRACT OBJECTIVE: To explore the signal of adverse drug event ( ADE) of polycolistin E and identify
potential adverse drug reactions, so as to provide evidence for clinical rational drug use. METHODS: The signal
mining of all ADE reports of polymyxin E from the U. S. Food and Drug Administration Adverse Event Reporting
System (FAERS) database from Oct. 1st, 2013 to Oct. 1st, 2023 was performed by using the ratio imbalance method
(ROR). The basic situation of reported cases was analyzed. Systematic organ classification (SOC) was mapped and
compared with the adverse drug reactions recorded in the drug instructions. The preferred language (PT) of patients
with different indications was analyzed. RESULTS: A total of 1 432 reported items were retrieved, and 140 ADE
signals suspected of using polymyxin E as a drug were identified. There were 21 kinds of SOC involved, mainly systemic
diseases and various reactions at the administration site (381 cases, 26.61%) , followed by kidney and urinary system
diseases (168 cases, 11.73%) , respiratory system, chest and mediastinum diseases (125 cases, 8.73%). The ADE
signals with the highest ranking of reported cases included drug resistance, acute kidney injury, pathogen resistance and
other PT, while multiple organ dysfunction syndrome, cystic fibrosis and other PT were not included in the drug
instructions. The ADE signals with the highest signal intensity included gallstone intestinal obstruction, Bartell
syndrome , non-thrombocytopenic purpura and other PT, and the above three PT were not included in the drug
instructions. CONCLUSIONS: The mining and evaluation of polycolistin E-related ADE signals based on the FAERS
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database can provide basis for clinical safety of drug use.

KEYWORDS Polymyxin E; Adverse drug events; The U. S. Food and Drug Administration Adverse Event

Reporting System database; Signal mining; Ratio imbalance method
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