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Risk signal mining of ixazomib based on the database of FAERS
YANG Li, ZHAO Xincai, XU Rong, ZHANG Jianping (Dept. of Pharmacy, Shanghai Sixth People’ s Hospital
Affiliated to Shanghai Jiaotong University School of Medicine, Shanghai 200233, China)

ABSTRACT OBJECTIVE To explore the risk signal of ixazomib and provide a reference for clinically rational drug use.
METHODS The Open Vigil 2.1 online tool was used to extract the data of adverse drug events (ADE) reported by the database of
FDA adverse event reporting system (FAERS) from the launch of ixazomib in America (November 20th, 2015) to the latest update
of the Open Vigil website (March 31st, 2023). The data were mined by using the proportional reporting ratio (PRR) and Bayesian
confidence propagation neural network (BCPNN) of the proportional imbalance method. The signals were coded by system organ
class (SOC) and preferred term (PT) according to MedDRA v25.1. RESULTS A total of 13 841 ADE reports with ixazomib as the
“primary subject” were extracted, involving slightly more male patients (49.53%), and most of them were 65 years old and above
(72.48%) ; the reports came from 57 countries/regions, mainly America (52.90%). A total of 186 positive signals were excavated,
with 51 high-intensity, 99 medium-intensity, and 36 low-intensity signals, involving 19 SOCs. The top 50 PT in frequency and
signal intensity of PRR included neuropathy peripheral (414 cases, high-intensity signal) , platelet count decreased (379 cases,
high-intensity signal) , thrombocytopenia (360 cases, high-intensity signal) , cytopenia (75 cases, high-intensity signal) and
neurological symptoms (41 cases, high-intensity signal). SOC involved included nervous system disorders, investigations, and
blood and lymphatic system disorders. ADE occurred most frequently in gastrointestinal diseases (2 588 cases) , including diarrhea
(1 077 cases, high-intensity signal) , nausea (737 cases, medium-intensity signal) , vomiting (459 cases, medium-intensity
signal) , constipation (275 cases, medium-intensity signal), and so on. The positive signals of infections and infestations contained
the largest number of PTs, and most of them were not recorded in the drug instruction, including 12 high-intensity signals (1 030
cases) and 30 medium-intensity signals (627 cases), which were mainly distributed in lung infection, upper respiratory infection,
gastrointestinal infection, sepsis, herpes zoster and so on. The signals of cardiac amyloidosis (7 cases, high-intensity signal) and

acute coronary syndrome (14 cases, high-intensity signal) of
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intensity signal) of renal and urinary disorders were all strong
and had not been recorded in the drug instruction.
CONCLUSIONS In addition to routine attention to the
common ADE of ixazomib in gastrointestinal diseases,

nervous system disorders and blood and lymphatic system
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disorders, clinical attention should also be paid to various infections that may occur during the treatment of patients, and the

occurrence of cardiovascular toxicity and renal dysfunction should be monitored.

KEYWORDS ixazomib; adverse drug event; FDA adverse event reporting system; signal mining
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