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Mining and Analysis of Ruxolitinib-Associated Infectious Adverse Events Based on the US
FAERS*®
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ABSTRACT OBJECTIVE: To explore the ruxolitinib-associated infectious adverse events based on the US Food and
Drug Administration Adverse Event Reporting System ( FAERS) database, so as to evaluate the safety of clinical use.
METHODS : Reports of rucotinib-associated infectious adverse events were collected from the FAERS database from the
fourth quarter of 2011 to the third quarter of 2023 by using the preferred system organ classification ( SOC) and
preferred terminology ( PT) in the Medical Dictionary for Regulatory Activities (version 26.1). The risk signal was
detected and analyzed by reporting odds ratio (ROR) in ratio imbalance method. RESULTS: A total of 6 406 reports
of ruxolitinib-associated infectious adverse events were collected. Ruxolitinib was detected as a risk signal for infection
and infectious diseases at SOC level, ROR=1.52 (95%CI=1.48-1.56). A total of 103 PT with risk signals were
detected in the SOC for infection and infectious diseases, among which the most common PT were infectious
pneumonia, infection, sepsis, urinary tract infection, herpes zoster, nasopharyngitis, influenza, bronchitis,
tuberculosis, and phlegmonitis. Multiple infectious disease-associated PT were not documented in the drug instructions
of ruxolitinib. CONCLUSIONS: When rucotinib is used clinically, attention needs to be paid to monitoring the
emergence of infectious diseases to ensure the safety of medication for patients.
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