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Signal mining and analysis of selinexor adverse events

CHEN Yagqing', XU Mengdan®*, GU Hangye', WU Junlin', CHEN Yong'(1. Key Specialty of Clinical Pharmacy,
the First Affiliated Hospital of Guangdong Pharmaceutical University, Guangzhou 510080, China;2. School of
Pharmacy, Guangdong Pharmaceutical University, Guangzhou 510006, China; 3. NMPA Key Laboratory for
Technology Research and Evaluation of Pharmacovigilance, Guangzhou 510006, China)

ABSTRACT OBJECTIVE To mine the adverse drug event (ADE) signals of selinexor, and to provide reference for its clinical
safety medication. METHODS ADE data for selinexor reported from July 3rd, 2019 to March 31st, 2023 were collected from the
FDA adverse event reporting system (FAERS). Data mining was performed by using the reporting odds ratio (ROR) and
proportional reporting ratio (PRR) methods, and categorization statistics were performed by using the system organ class (SOC)
and preferred term (PT) from drug ADE terminology set in the MedDRA (version 26.0). RESULTS A total of 3 084 ADE reports
were obtained for selinexor, with a total of 134 ADE-positive signals. Among the reported genders, there were 127 males and 124
females, with a predominant age of =65 years old (4.12%) ; the United States had the highest number of reports (96.53%) , with
consumers being the main reporters (77.27%) ; severe ADR was mainly characterized by hospitalization/prolonged hospitalization
(26.26%) , followed by death (17.15%). The top 3 ADE in the list of frequency were nausea (1 162 times), fatigue (790 times)
and anorexia (610 times), all of which were mentioned in the selinexor’s instructions. The top 3 signals in the list of strength were
device-associated bacteremia (ROR=115.07, PRR=114.94) , blepharospasm dysfunction (ROR=106.70, PRR=106.54) , and
salmonella sepsis (ROR=99.90, PRR=99.81), all of which were not mentioned in the selinexor’s instructions. CONCLUSIONS
In addition to the ADE of nausea mentioned in the instruction manual, attention should also paid to device-associated bacteremia,

blepharospasm dysfunction, salmonella sepsis, and other ADE
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not mentioned in the instruction manual when using selinexor
in clinical practice; weekly rechecking of the patient’s blood

routine should be done to monitor the patient’s blood indexes,

% E—EE WA BFITI I 6 RG22 5 . E-mail symptoms of infection, and so on, to ensure that the safety of
_ S o Hm IR 2, —J N - E- .
1661962346(@qq.com drug use.
HABEEEE B A2 A ST B RS T I R 2 2 KEYWORDS selinexor; adverse drug event; signal mining;
5 259458, E-mail: Puple2000@163.com FDA adverse event reporting system

210+ China Pharmacy 2024 Vol. 35 No. 2 PEZG 2024 45 35 4555 2 0]



FEF|JE R (selinexor ) J& 2 BRE AN EEPEAZ Fin 401
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