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[Abstract] Objective To detect and analyze the adverse events signals related to omacycline based on the FDA adverse
event reporting system (FAERS) database, so as to provide reference for the prevention of medication risks of omacycline.
Methods The adverse event reports on omacycline from October 1 2018 to December 31 2022 were extracted from FAERS
database. Data mining was performed using reporting odds ratio (ROR) , proportional report ratio, Medicines and Health-
care products Regulatory Agency method and Bayesian Confidence Propagation Neural Network method, and the obtained risk
signals were translated and systematically classified by Medical Dictionary for Regulatory Activities term set. Results A total of
319 case reports on omacycline as the primary suspected drug were collected, involving 1049 adverse events. Totally 24
positive risk signals were obtained by the four kinds of data mining methods. Organ system classifications of adverse events
mainly included gastrointestinal disorders, investigations, skin and subcutaneous tissue disorders. The top 5 positive risk sig-
nals in the number of adverse events were nausea, vomiting, hospitalization, abdominal pain upper, and abdominal discom-

fort. The top 5 positive risk signals with great ROR values were tooth discolouration (ROR=263.40) , vomiting projectile
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(ROR=75.89), wound secretion (ROR=56.23), faeces soft (ROR=19.98) and aspartate aminotransferase increase (ROR=

13.03). Conclusion The risk signal intensity of adverse events such as tooth discoloration, liver damage, and gastrointesti-

nal system caused by omacycline is high. During the medication period, attention should be paid to related adverse reac-

tions and timely intervention should be taken to ensure medication safety.
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