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A Pharmacovigilance Study of B — Cell Mature Antigen — Targeted Chimeric Antigen

Receptor T Cells Based on FAERS

CHENG Yimei ,ZHENG Mingyu,GU Wenrui
(The First Affiliated Hospital of Army Medical University ,Chongqing ,China 400038)

Abstract: Objective To provide a reference for safe medication in the clinic. Methods Adverse drug event (ADE) reports of B —
cell mature antigen (BCMA) - targeted chimeric antigen receptor T cells (CAR - T) drugs idecabtagenevicleucel and
ciltacabtageneautoleucel in the US Food and Drug Administration Adverse Event Reporting System (FAERS) from September 2003
to March 2024 were searched. The reporting odds ratio (ROR) method and the Medicines and Healthcare Products Regulatory
Agency (MHRA) method were used to mine the signals. The preferred terms (PTs) and system organ classification (SOC) in the
MedDRA 23.0 were used for classification and description. Results A total of 56 ADE PTs were searched,including 17 signals of
idecabtagenevicleucel and 39 signals of ciltacabtageneautoleucel, which involved 15 SOC, mainly concentrated in general disorders
and administration site conditions, nervous system disorders and immune system disorders. Ciltacabtageneautoleucel was strongly
correlated with adverse drug reactions (ADRs) such as neoplasms benign, malignant and unspecified, infections and infestations.
Conclusion The ADE signals of BCMA - targeted CAR - T drugs (idecabtagenevicleucel and ciltacabtageneautoleucel) are
generally consistent with the ADRs listed in their drug instructions. However, there are differences in the strength of the association
between the ADRs of the two drugs and some ADE signals related to SOC. Compared with traditional anti — tumor therapy,CAR - T
therapy has the characteristics of complexity and technical specificity. Clinical pharmacists can actively participate in the CAR - T

therapy team, work closely with physician and nurse teams, and provide patients with comprehensive pharmaceutical care through
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pharmaceutical monitoring, drug restructuring, ADR treatment, medication education and health guidance,and pharmaceutical follow -

up,in order to achieve individualized and precise treatment.

Key words:CAR — T cells;idecabtagenevicleucel; ciltacabtageneautoleucel ; FAERS ;adverse drug events;data mining;pharmacovigilance
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Tab.1 Fourfold table of disproportionality analysis method
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Tab.2 Calculation formulas and evaluation criteria of ROR and
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Tab.3 Basic information of the ADEs related to BCMA - targeted CAR — T therapy [case(%) ]
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Tab.4 Top 20 PTs in terms of signal strength of ADEs related to BCMA - targeted CAR — T therapy
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Note:* refers to ADRs not listed in the drug instructions.
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Fig.1 SOC involved in the ADEs of the two BCMA - targeted
CAR - T therapy
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