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Mining and Analysis of Adverse Event Signals of Selexipag Based on FAERS Database
HE Xiaodong,LIU Huimin,KE Changhuw,Ll Hua,Ll Zhihao
(Affiliated Sinopharm Dongfeng Hospital ,Hubei University of Medicine ,Shiyan ,Hubei,China  442008)

To provide a reference for the safe use of selexipag in clinical practice. Methods
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Abstract: Objective
(ADE) reports with selexipag as the primary suspect drug in the Food and Drug Administration’s Adverse Event Reporting System
(FAERS) from the fourth quarter of 2015 to the fourth quarter of 2022 were obtained. The ADE signals were classified and
analyzed by the preferred system organ classification (SOC) and preferred terminology (PT) of the Medical Dictionary for
Regulatory Activities (MedDRA) 25.1. The potential ADE signals of drug were mined by the reporting odds ratio (ROR) and
A total of 9 391 ADE reports were obtained, involving 60 506 PT,of which
7 251 were severe ADE reports. The male to female ratio was 1:2.63,mainly aged in the range of 19 to 64 years. After multiple

Adverse drug event

proportional reporting ratio (PRR) methods. Results

screening, 156 selexipag — associated ADE signals were obtained,involving 20 SOC and 28 781 PT signals, among which the ADE
reports associated to gastrointestinal system diseases were the most (involving 23 PT signals, mainly diarrhea, nausea, vomiting).
There were 94 PT signals not mentioned in the domestic drug instructions, mainly involving gastrointestinal system diseases (such
as gastroesophageal reflux, bloody stools, gastrointestinal motility disorders) , respiratory system, chest and mediastinal diseases (such
as epistaxis, runny nose) and various abnormal examination indicators (such as high — level brain natriuretic peptide and serum
creatinine). Conclusion A total of 94 PT signals were not mentioned in the domestic instructions of selexipag, and ADEs were
mainly associated to gastrointestinal system diseases, respiratory system, chest and mediastinal diseases and various abnormal
examination indicators. We should closely monitor the patients’ gastrointestinal reactions and musculoskeletal system discomfort
during the initial period of medication,we should also pay close attention to the risks that are not mentioned in the domestic drug
instructions such as patients’ various inflammatory indicators,physical strength and neurologic abnormality.
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Tab.1 Fourfold table of disproportionality
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Tab.2 Formula and threshold value of ROR and PRR
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Tab.3 Basic information of the selexipag — associated ADE reports (n =9 391)
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E 234 2.49 RERE E3 7447 79.30
eSS >65% 3356 35.74 B A 740 7.88
19~64 % 3751 39. 94 PIE 2 356 3.79
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Tab.4 Systems/organs involved in selexipag — associated ADE signals
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Tab.5 PT of the top three selexipag — associated ADE reports in quantity under each SOC
S0 o AEH ER 9%CITR - o REHR BK 95%CI F
(&) (%) ROR  PRR ™) (%) ROR  PRR
Rtk %A £ RBAR 619 215 430 4.4 HA 189 066  9.13 9.10
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Tab. 6 PT of top 20 selexipag — associated ADE with high fre-
quency and signal strength in FAERS
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