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Data mining and analysis of the adverse events induced by ramucirumab based
on FAERS database
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Abstract: Objective To mine and analyze the adverse events signals of ramucirumab by database, and to provide reference for its
safe use in clinical practice. Method The reports of ramucirumab from January 1st, 2014 to February 1st, 2023 were extracted from
the FDA adverse event reporting system (FAERS) database. The reporting odds ratio (ROR) and the proportional reporting ratio (PRR)
methods were used to mine the signals. The Preferred term (PT) and System Organ Class (SOC) from the International Dictionary of
Medical Terms (MedDRA) were used for classification and description. Results A total of 1 786 AE reports of ramucirumab were
retrieved. The median age of patients was 66 years, and 60.46% of the patients were over 65 years old, the main drug use population
was male, the main reporting country was Japan, some patients were used for off-label indications, and the severe AE accounted for
54.82%. Totally 123 PT signals were obtained, involving 18 SOC categories according to the positive screening criteria, of which 52
PT signals were not listed in the specification. Hypertension, proteinuria, peripheral oedema, bone marrow suppression, bleeding,
perforation, and other AEs had high frequency and strong signals, which were the same as the common AEs in the instructions. In
addition, wound healing complications, pyogenic granuloma, brainstem hemorrhage, interstitial lung disease, peritonitis and so on,
which were not mentioned in the instructions, also showed strong signals, which need to be paid more attention to. Conclusion Mining
and analyzing the real-world AE of ramucirumab using the database is helpful to find its potential AE signals, and clinical attention
should be paid to ensure the safety of patients.
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Table 3 Systems and organs involved in ramucirumab AE
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* Indicates an AE not mentioned in the instructions of ramucirumab
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Table 4 Top 20 PT in terms of reported frequency and signal strength of ramucirumab
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