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Signal Mining and Death-Related Risk Analysis of Adverse Events Related to Ciltacabtagene
Autoleucel Based on the U. S. Food and Drug Administration Adverse Event Reporting System
Database”

ZHANG Zhenpo' , ZHENG Jingping', LIANG Yankun', SU Ling', MA Lin’( 1. School of Pharmacy,
Jinan University, Guangzhou 511443, China; 2. Dept. of Medical Affairs, Guangdong Hospital of
Traditional Chinese Medicine, Guangzhou 510120, China)

ABSTRACT OBJECTIVE: To conduct comprehensive investigation and summary on adverse drug events ( ADE)
related to ciltacabtagene autoleucel based on the U.S. Food and Drug Administration Adverse Event Reporting System
(FAERS) database, so as to provide reference for clinical safe medication. METHODS; ADE reports related to
ciltacabtagene autoleucel from Feb. 2022 to Dec. 2024 were obtained from the FAERS database, reporting odds ratio
(ROR) method and information component (IC) method were used to conduct proportional imbalance analysis on
ADE related to ciltacabtagene autoleucel, LASSO regression analysis was used to identify death-related adverse drug
events. RESULTS: A total of 787 ADE reports related to ciltacabtagene autoleucel were screened out, 49 preferred
terms (PT) risk signals were detected and 15 system organ classifications (SOC) were involved. The SOC with higher
number of reports included various nervous system diseases, immune system diseases, systemic diseases and various
reactions at the administration site. The PT with higher frequency mainly included cytokine release syndrome, fever
and immune effector cell-related neurotoxicity syndrome. A total of 10 new ADE were identified, including Bell’ s
palsy, abnormal complete blood cell count and facial nerve diseases. And 16 ADE were closely related to the deaths of
patients treated with ciltacabtagene autoleucel, included respiratory failure, COVID-19 and sepsis. CONCLUSIONS
The risks of cytokine release syndrome and neurotoxicity are truly related to ciltacabtagene autoleucel, respiratory
failure, sepsis and encephalopathy are adverse drug events rarely reported while closely related to death. The results of
this study can help clinical physicians pay attention to the above ADE and conducting early intervention.
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