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Multidimensional Analysis of Adverse Events of Pitolisant Based on FAERS
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Abstract: Objective The adverse drug events
(ADE) reports related to pitolisant from 2016 to 2024 were retrieved from the Food and Drug Administration Adverse Event

To evaluate the medication safety of pitolisant from multiple dimensions. Methods

Reporting System (FAERS). The reporting odds ratio (ROR) method, Bayesian confidence propagation neural network (BCPNN)
method and () shrinkage measure model were used for signal analysis. Results A total of 651 ADE reports with pitolisant as the

primary suspected drug were obtained. Narcolepsy was the main indication for pitolisant (58.37%). The proportion of female
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patients (58.22%) was significantly higher than that of male patients (24.12%). The age of the patients was mainly 18 — 44
years old (22.27%) and 45 - 64 years old (14.13%). ADE mostly occurred within 30 d after drug administration, with the
overall median time to onset was 1 d,and the median time to onset for severe ADE was 10.5 d. Based on the system organ
classification (SOC) level,positive signals included psychiatric disorders,various nervous system disorders,and gastrointestinal system
disorders, among which the signal of psychiatric disorders was the strongest. Based on the preferred term (PT) level,a total of 74
ADE positive signals were detected, involving 13 SOCs. PT was mostly concentrated in the SOC of psychiatric disorders, and the
strongest signal was the middle — of — the night. Only seven ADE reports were related to children, and the potential interaction
risks between pitolisant and modafinil, amphetamine / dexamphetamine and sodium hydroxybutyrate were detected. Conclusion The

overall safety of pitolisant is high, but attention should be paid to its psychiatric adverse reactions. There are few studies on the

safety of children and drug combination,so it is necessary to use drugs cautiously and strengthen clinical monitoring.
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Tab.1 Fourfold table of disproportionality analysis
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Fig.2 TTO distribution of ADE induced by pitolisant (A) and
top 5 ADEs by number of cases within 30 d of drug use (B)
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Tab.4 Statistics of risk signals not listed in drug instructions
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Fig. 5 Information of seven cases of ADE reports related to children
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