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Analysis of Adverse Drug Events of Eltrombopag Based on FAERS Database®

YAN Kuo', CHENG Xiaoling”, ZHANG Nan', YANG Huijuan', LU Hongliu', YANG Xiaobai', XIA
Wenbin'( 1. Dept. of Pharmacy, Beijing Chuiyangliu Hospital, Beijing 100022, China; 2. Dept. of
Pharmacy, Beijing Children’ s Hospital, Capital Medical University, Beijing 100045, China)

ABSTRACT OBJECTIVE: To explore and analyze the signal of eltrombopag-related adverse drug events ( ADE) , so
as to provide reference for clinical safe drug use. METHODS: Reporting ratio method (ROR) and Ratio reporting ratio
method (PRR) in measures of dis-proportionality was used, online pharmacovigilance tool OpenVigil was adopted,
data mining and analysis were performed for 59 quarters (from the first quarter of 2008 to the third quarter of 2022) of
eltrombopag-related ADE in the Food and Drug Administration Adverse Event Reporting System ( FAERS) database.
RESULTS: A total of 8 858 ADE reports were collected from the FAERS database, and 216 positive signals were
found. Among them, bone marrow reticulofibrosis, elevated reticulin, myelofibrosis, hemorrhage and thrombocythemia
were highly correlated. ADE involved a total of 22 system organ classifications, mainly for various examinations,
vascular and lymphatic diseases, malignant and tumors of undetermined nature ( including cystic and polypoid ).
Several new ADE were identified, such as decreased immune response, COVID-19, liver infection, sepsis, elevated
blood iron, hypoplasia, eye color change, jaundice and hearing loss. CONCLUSIONS: Based on FAERS database,
the ADE after marketing of eltrombopag can be comprehensively mined and analyzed, and the results can provide
reference for clinical safety of drug use.
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Tab 1 Fourfold table of measures of dis-proportionality
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Tab 2 Basic information of eltrombopag-related ADE reports (n=8 858)
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Tab 3 Top 50 eltrombopag-related ADE ranked by signal intensity
ROR 95%CI  ADE {4

ROR 95%CI  ADE %5
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3 TR LA A 12.63 3 19.03 48 % 5.15 3 7.74
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R AR R R R A IR
Note:“ ™" indicates records that are not included in the drug instructions of eltrombopag.
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Tab 4 Distribution of SOC by eltrombopag-related ADE signal
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Note:“ ™" indicates records that are not included in the drug instructions of eltrombopag.
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