
FAERS Database
Jan 2015 - Sep 2025

VigiBase Database
Jan 2015 - Oct 2025

Patients with HMs
(NFAERS = 782838, NVigiBase = 741448)

Inclusion
Indication as HMs

Exclusion
Duplicated Cases

BiTEs Products
Anti-CD19: Blinatumomab
Anti-CD20: Glofitamab, Epcoritamab, Mosunetuzumab
Anti-BCMA: Teclistamab, Elranatamab
Anti-GPRC5D: Talquetamab

Patients with HMs Using BiTEs
(NFAERS = 9350, NVigiBase = 9578)

Anti-CD19
Blinatumomab (NFAERS = 4744, NVigiBase = 3112)

Anti-CD20
Glofitamab (NFAERS = 834, NVigiBase = 744)
Epcoritamab (NFAERS = 380, NVigiBase = 1135)
Mosunetuzumab (NFAERS = 456, NVigiBase = 380)

Anti-BCMA
Teclistamab (NFAERS = 1612, NVigiBase = 2512)
Elranatamab (NFAERS = 713, NVigiBase = 682)

Anti-GPRC5D
Talquetamab (NFAERS = 611, NVigiBase = 1013)

Data Extraction and Processing Pharmacovigilance Analysis Pipeline

4. Temporal Dynamics

1. Landscape and Disproportionality Analysis

Sensitivity Analysis
Calculation of Adjusted ROR (aROR)
Adjusted for potential confounders (e.g., Age, Sex, Reporting 
Year, Indication) using multivariate logistic regression

Time-to-Onset Analysis

Yearly Trends and Fatal Rates
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2. Interconnection Patterns

Pairwise Association
and

Correlation Matrix
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3. Risk Stratification
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● BiTEs vs Non-BiTEs
 
● Subgroup analysis by age, sex, 

indication, drug target, and PT 
category 

● Fatal and non-fatal events across 
SOCs

Comparative Analysis vs. CAR-T
Comparative analysis confined to BiTEs vs. CAR-T therapies, 
adjusting for confounders.

Fatal a c
dbNon-fatal

Target AE Other AE
Patients with HMs Using BiTES

Patients with HMs


