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Signal Mining of Adverse Drug Events of Letemovir Based on FAERS Database
WANG Jin ,XIONG Rui,ZHAO Man,LAI Xiaodan
(Jiangbei Campus of The First Affiliated Hospital of Army Medical University ,Chongqing,China  400020)

Abstract: Objective
safety medication. Methods

To mine the adverse drug events (ADE) signals of letermovir, and to provide a reference for its clinical
ADE reports related to letemovir from the fourth quarter of 2017 to the third quarter of 2023 were
searched from the US Food and Drug Administration Adverse Event Reporting System (FAERS) database through the OpenVigil
2.1 platform. The ADEs were classified and described based on the System Organ Classification (SOC) and Preferred Term (PT)
of the MedDRA 26.0,and the ADE signals of letemovir were analyzed by the Reporting Odds Ratio (ROR), Proportional Reporting
Ratio (PRR), and Bayesian Confidence Propagation Neural Network (BCPNN) methods. Results A total of 2 628 ADE reports
related to letemovir were searched from the FAERS database. A total of 588 ADE reports related to letemovir were detected by the
ROR, PRR, and BCPNN methods, involving 591 patients. A totla of 68 PTs with ADE positive signals were identified , involving
13 SOCs. The top three SOCs in terms of report numbers were infectious and infestations,immune system disorders,and blood and
lymphatic system disorders. The newly discovered ADE signals included gastrointestinal tract mucosal pigmentation, hemorrhagic
cystitis, toxic nephropathy, calcification defense, mitochondrial toxicity, etc. Conclusion  Gastrointestinal tract mucosal pigmentation,
hemorrhagic cystitis, toxic nephropathy, calcification defense, mitochondrial toxicity,and other new potential ADE signals of letemovir,
which are worthy of clinical attention.
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R3 REFEEHEXADERESEREE (n=591) =4 RIFEFADEESEEHZE 300 PT(n =588)
Tab.3 Basic information of ADE reports related to letemovir Tab.4 Top 30 PT ranked by the signal intensity of ADEs
(n = 591) related to letemovir (n = 588)
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A LA SR K ADRA SR 6F .
Note: * refers to ADRs mentioned in the drug package insert (for

Tab. 4 - 6).
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Tab.5 Top 30 PT ranked by the number of ADEs related

to letemovir (n = 588)

Tab.6 SOCs signals involved in the ADE reports related to

letemovir (n = 68)
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