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Mining and analysis of adverse drug reaction signals of aldosterone receptor
antagonists based on FAERS database
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Abstract: Objective To mine the adverse drug reaction (ADR) signals of aldosterone receptor antagonists eplerenone and
spironolactone based on the Food and Drug Administration adverse event reporting system (FAERS) database, compare and analyze
their ADR related conditions, and provide a reference for clinical safe drug use. Methods Based on FAERS database, Open Vigil
FDA analysis tool was used to extract the adverse events related to eplerenone and spironolactone reported from January 1, 2004 to
November 4, 2022. The reporting ratio method was used for data mining, and the adverse events were statistical classification and
analyzed according to the preferred system organ classification (SOC) and preferred term (PT) in the 25.1 edition of the International
Dictionary of Medical Terms. Results A total of 112 518 ADR reports related to eplerenone and spironolactone, aldosterone receptor
antagonists, were retrieved, including 8 516 ADR reports of eplerenone, 50 risk signals, and 12 systems/organs involved in
eplerenone, and 104 002 ADR reports of spironolactone, 60 risk signals, involving 13 system organ classifications. Among them, 36
are overlapping signals. There are 13 risk signals that are not mentioned in the instruction manual of eplerenone, mainly involving
the classification of respiratory, gastrointestinal and other systemic organs. There are 19 risk signals not mentioned in the instructions
of spironolactone, which mainly involve the classification of blood and lymphatic system diseases, mental diseases and other system

organs. Conclusion In the clinical application of aldosterone receptor antagonists, in addition to the ADR mentioned in the
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instructions, attention should also be paid to the risk signals not mentioned and the original disease progress.

Key words: aldosterone receptor antagonist; eplerenone; spironolactone; adverse drug reactions; Food and Drug Administration

adverse event reporting system
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Table 3 ADR signal detection results of top 30 signals of eplerenone and spironolactone
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Table 4 ADR signals involved system/organ of eplerenone and spironolactone
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Table 5 Overlapping of ADR signals between eplerenone and spironolactone
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