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Signal mining and analysis of adverse reactions associated with alectinib™®
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Abstract: Objective To study the signals of adverse drug events of alectinib based on FDA adverse event reporting sys-
tem (FAERS) database, in order to provide reference for safety medication of alectinib. Methods The data of adverse drug
reactions (ADRs) of 15 quarters were extracted from FAERS database from the first quarter of 2017 to the third quarter of
2020. Reporting odds ratio (ROR) and medicines and healthcare products regulatory agency (MHRA) methods were used
for data mining, and effective signals were screened, sorted and systematically classified. Results A total of 5 908 adverse
events were reported with alectinib as the first suspected drug, with a male to female ratio of 0.62. The mean age was 59.64
years and the average age was 62 years. Most of the reporters were doctors and patients, accounting for 83.63%. Reports
from the United States accounted for 58.72%. A total of 153 effective signals and 2 739 reports of alectinib were obtained
after excavation. The ADRs were concentrated in various examinations, various musculoskeletal and connective tissue dis-
eases, subcutaneous and subcutaneous tissue diseases, and liver and biliary system diseases. The most reported ADRs were
death, fatigue, constipation, myalgia, and rash. Conclusion The signals of adverse reactions of alectinib involves 18 system
organ classes. Special attention should be paid to the monitoring of adverse reactions of vascular and lymphatic diseases
and nervous system diseases.
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Tab. 1 Fourfold table of disproportionality measures
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Tab. 3 Primary information of alectinib—related adverse

events reported from 2017 to 2020
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Tab. 4  Alectinib ADE signals and involved systems and organs
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Note: * means the adverse reactions involved in the instructions.
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Tab. 5 The PT sequence of the first 50 bits of the occurrence frequency and the first 50 bits of the signal intensity of alectinib
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Note: * means the adverse reactions involved in the instructions.
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