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ABSTRACT: Objective To provide reference for clinical rational and safe drug use by mining and
analysis of adverse drug events ( ADE ) signals of upadacitinibbased on real-world data. Methods
Data of ADE reports related to upadacitinib which included 11 quarterly from the third quarter
of 2019 to the first quarter of 2022 were collected form US FDA Adverse Events Reporting System
(FAERS). The proportional reporting ratio method (PRR) and reporting odds ratio method (ROR)
were used for ADE signal mining. Results A total of 9936 ADE reports were extracted, in which
upadacitinib was primary suspected drug.The proportion of female (75.77% ) was higher than that
of male (20.05 % ), and the age was mainly 60-74 years old (24.48 % ). A total of 614 ADE signals
for upadacitinib were obtained by measures of disproportionality, mainly focused on systemic
diseases and administration site reactions (12.51%), musculoskeletal and connective tissue diseases
(11.65%), infections and infestations (11.49%) and so on, and 8 organ systems that not involved in
the drug instruction. The new ADE signals mainly concentrated on peripheral swelling, myocardial
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infarction, cataract and so on. Conclusion During the administration of upadacitinib in clinic,
emphasis should be put on the symptoms of pain and infection, and corresponding preventive
measures should be taken in time.Due to the short market time of upadacitinib, we should pay
attention to the common ADE and the new ADE signals not involved in the drug instruction to

ensure safe and reasonable clinical use.

KEY WORDS: upadacitinib; rheumatoid arthritis; fda adverse event reporting system; measures of

disproportionality; data mining
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