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To evaluate facial palsy reporting signals associated with BCMAxCD3 and
GPRC5DxCD3-directed bispecific antibodies in the FAERS database 3 1,820 Talquetamab

* These signal-generating findings warrant validation
e ——— 3.25 (1.05-10.10) through prospective studies or registries capturing

cranial nerve events

BCMA and GPRCSD are two distinct transmembrane receptor proteins which Facial palsy Total FAERS , . .
are often expressed at high levels on the surface of malignant plasma cells. reports reports Analysis / agent ROR (95% CI) ' E)ac;(;:la\:;faar:?a)ll r::grgir;:ﬁ‘:’/evc;{ts %;nd&rrézggg;ﬁid
BCMAXxCD3 and GPRC5DxCD3 are bispecific antibodies that engage T-cells to | anti_bc;]dy tlherapy, b:ehyondtbroa_der ICANS or
malignant plasma cells; these agents have been approved for 14 5’158 Pooled BCMAxCD3 ! —_— 5.42 (3.21-9.17) peripheral hedropatny categories
fractory/relapsed multipl | RRMM). '
refractory/relapsed multiple myeloma ( ) : * Elranatamab demonstrated the strongest signal
|
Neurotoxicity, particularly ICANS, is a well-recognized adverse effect secondary : Signals were also detected for Teclistamab and
to these agents; however facial palsy, as a discrete cranial neuropathy, has not 184 Elranatamab | — 8 58 (4.28-17.20 '
been specifically reported in trial safety data. d 846 : SN 28} Talquetamab
' _ | . .
A 2024 Elranatamab case series described 3 incidences of lower motor neuron : * No signals were detected for Linvoseltamab
. . . . . |
facial palsy preceding severe neurologic toxicity 6 3,278 Teclistamab : = 3.61(1.62-8.05)  Limitation: FAERS lacks exposure denominators
:
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METHODS 0.5 1 2 5 10 20
N Reporting odds ratio (log scale) REFERENCES

DATA SOURCE AND TIMEFRAME -
Linvoseltamab: O facial palsy reports Case-level findings

FAERS reports from Jan , 2022 - May 13, 2026
among 34 total FAERS reports.
e 17 drug-specific reports
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AGENTS QUERIED . o : : :
1. BCMAxCD3 agents - elranatama, teclistamab, and Signal criterion: ROR > 1.0 e 16 unique cases after 1 overlapping teclistamab/talquetamab report

liovaseltamak with lower 95% Cl > 1.0. - | PR e

2. GPRC5DCD3 agent - talquetamab \ e 1 case co-reported Guillain-Barré syndrome (GBS) i
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Bell's palsy
DISCUSSION

Facial paresis
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; | Prior FAERS searches identified broad neurologic signals - including ICANS and neurotoxicity - however it did not report facial palsy as a discrete signal; our event-specific analysis therefore
4 SIGNAL DETECTION A p N refines the neuologic safety phenotype (Zhou et al. 2025).
RORs - 95% Cls were calculated for:
- pooled BCMAXCD3 agents DESCRIPTIVE SCREEENING _ , _ _ _ . L ,
II| - individual agents with facial palsy reports. Ia Linvoseltamah was screened descriptively. This FAERS analysis detected facial palsy signals for three of the BCMAxXCD3 and GPRC5DxCD3 bispecific antibodies; the strongest signal detected was for Elranatamab, among reports
Signal criteria: ROR >1.0 with lower 95% \ ) ||St|ng It as the sole Suspect agent_
\ Cl>1.0 y
% An immune-mediated mechanism is plausible: a BCMA CAR-T facial palsy case demonstrated BCMA-directed CAR-T cells in the CSF, together with chemokine and trafficking pathways
p N consistent with neuroinflammation; whether a similar mechanism occurs with bispecific antibodies remains unknown (Kathari YK et al. 2024 ).
0Aa0 CASELISTINGS |
O n E\Zgﬂaspppelﬁg";ﬁjii'Li;"fﬁeg%%gevﬂﬁﬂ ]:[grinvolve The Talquetamab signal warrants caution or limiting inference that the signal is independent of BCMA targeting; 2 of its 3 facial palsy reports also involved BCMA-directed therapies
N facial nerve. ) (Teclistamab or Ciltacabtagene Autoleucel).

Glossary: BCMA, B-cell maturation antigen; GPRC35D, G protein—coupled receptor class C group 5 member D; FAERS, FDA Adverse Event Reporting System; ROR, reporting odds ratio; Cl, confidence interval;
ICANS, immune effector cell-associated neurotoxicity syndrome.
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