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Absrtact: Objective To provide guidance for the rational and safe use of omadacycline through mining and analyzing the adverse
drug reaction (ADR) signals of omadacycline in FAERS. Methods A total of 19 quarters of FAERS data were downloaded from 2018
Q4 to 2023 Q2 and omadacycline related adverse events were extracted. The reporting odd ratio (ROR) and medicines and healthcare
products regulatory agency (MHRA) method were used to detect the ADR signals. Results In the set period, FAERS received a total
of 1 180 ADR reports with omadacycline as the primary suspected drug. The risk signals obtained by ROR method and MHRA method
were basically the same, and a total of 35 omadacycline ADR signals were obtained. The ADR signals of implant site extravasation
and tooth discolouration were the strongest, and the gastrointestinal system diseases (such as nausea and vomiting) were the most
common. Totally 12 adverse event signals did not appear in the omadacycline drug instructions. Conclusion The data of FAERS can
be used to analyze the ADR signals of omadacycline and provide evidence for clinical safety and rational drug use.
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Fig. 1 Yearly reports of omadacycline related events from 2018 Q4 to 2023 Q2 in FAERS
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