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Data — Mining of Adverse Drug Reaction Signals Related to Alfatinib Based on FAERS
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Abstract: Objective To provide a reference for clinical safe use of afatinib. Methods Based on the FDA Adverse Event Reporting
System(FAERS), the adverse drug reaction(ADR) signals related to afatinib were mined. The ADR reports from the third quarter of
2013 to the third quarter of 2019 in the FAERS database were mined by the reporting odds ratio(ROR) method and proportional re-
porting ratio(PRR) method. Results A total of 25 007 035 reports were screened out,including 19 710 ADR reports induced by afa-
tinib as the primary suspected drug. Totally 325 ADR signals of afatinib were detected by both ROR method and PRR method, after
secondary screening and removing ADR signals caused by ineffective tumor treatment, 190 completely coincident signals were obtained
by the two methods, which were mainly concentrated in the gastrointestinal system(47 signals), skin and subcutaneous tissue(41 sig-
nals) , respiratory system, thoracic and mediastinal disorders(22 signals) , infection discases(19 signals),and 113 new ADR signals were
also mainly concentrated in the above systems/diseases. Conclusion A total of 113 new ADR signals are obtained, which are not in-
volved in the instructions of afatinib. It is necessary to evaluate and verify the signals in order to decide whether corresponding risk

preventive measures should be taken in clinical application.
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Tab.1 SOC and clinical manifestation of ADR signals of afatinib
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Note: © are the ADR signals in the instruction manual of afatinib, which are in the top order.
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