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Data Mining of Adverse Drug Events for Selumetinib Based on FAERS
HUANG Yan,Ll Junlin,XIA Yanping,JIANG Xinglong ,MAO Wei
(Chongqing Nan'an District People's Hospital ,Chongqing ,China  400060)

Abstract: Objective To promote the safe clinical use of selumetinib. Methods Data related to the clinical use of selumetinib
from the second quarter of 2020 to the first quarter of 2025 were extracted from the Food and Drug Administration Adverse Event
Reporting System (FAERS),and imported into the PostgreSQL database for unified management. The reporting odds ratio (ROR)
method in the disproportionality analysis was used for signal mining. The Medical Dictionary for Regulatory Activities (MedDRA)
was adopted to standardize the terms of positive signals of adverse drug event (ADE). Meanwhile, preferred term (PT) was
classified into system organ classification (SOC),and sorted and analyzed according to the number of frequency and intensity of
signal PT. Results A total of 885 ADE reports with selumetinib as the primary suspected drug were obtained, including 786
severe ADE reports. The number of reported ADEs showed an annual upward trend from 2020 to 2024. Among ADE patients, the
proportion of males was slightly higher than that of females;the median age was 14.00 years old, mainly in the < 18 years old
group; severe ADE were mostly hospitalization or prolonged hospitalization; the main reporting country was the United States; the
reporters were mainly physicians and consumers. A total of 94 positive ADE signals were identified, involving 1 095 ADE cases.
The top five PTs by frequency were blood creatine phosphokinase increased (90 cases),rash (67 cases),paronychia (52 cases),
acneiform dermatitis (45 cases),and diarrhea (42 cases);among these,seven signals were not included in the drug instructions. The
top five PTs by signal intensity were neurofibroma (ROR = 3 134.34) , neurofibrosarcoma (ROR = 2 401.20) , neurofibromatosis
(ROR = 1 446.27) ,nail bed infection (ROR = 805.91),and serous retinopathy (ROR = 455.28). The positive signals involved 20
SOCs, and relatively high correlation with ADE risk mainly included benign,malignant and unspecified tumors (including cystic and
polypoid) , various congenital familial and hereditary diseases,ocular diseases,infections and infestations, skin and subcutaneous tissue
diseases, etc. The median occurrence time of selumetinib — related ADE was 53.5 d,and the incidence of ADE gradually decreased
with time. Conclusion When selumetinib is used clinically for the treatment of plexiform neurofibromatosis, relevant preventive
measures should be taken,and adverse events such as ocular diseases and skin toxicity should be monitored to ensure the safety of
patients’ medication.
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Tab.2 Formula and threshold of ROR method
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Tab.3 Basic information of selumetinib ADE reports
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Fig.2 Scatter plot of top 20 ADE risk signals(according to
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