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TECVAVYLI is indicated as monotherapy for the treatment of adult patients with relapsed and refractory
multiple myeloma, who have received at least three prior therapies, including an immunomodulatory

agent, a proteasome inhibitor, and an anti-CD38 antibody and have demonstrated disease progression
on the last therapy.
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4.4 Special warnings and precautions for use

Neurologic toxicities, including ICANS

Serious or life-threatening neurologic toxicities, including Immune Effector Cell-Associated
Neurotoxicity Syndrome (ICANS) occurred following treatment with TECVAYLI.

Patients should be monitored for signs or symptoms of neurologic toxicities during treatment
and treated promptly.

Patients should be counselled to seek medical attention should signs or symptoms of
neurologic toxicity occur. At the first sign of neurologic toxicity, including ICANS, patients
should be immediately evaluated and treated based on severity. Patients who experience
Grade 2 or higher ICANS or first occurrence of Grade 3 ICANS with the previous dose of
TECVAYLI should be instructed to remain within proximity of a healthcare facility and
monitored for signs and symptoms daily for 48 hours.

For ICANS and other neurologic toxicities, treatment with TECVAYLI should be withheld as
indicated in Table 3 (see section 4.2).

Due to the potential for ICANS, patients should be advised not to drive or operate heavy
machinery during the TECVAYLI step-up dosing schedule and for 48 hours after completing
the TECVAYLI step-up dosing schedule and in the event of new onset of any neurological
symptoms (see section 4.7).

4.8 Undesirable effects

Neurologic toxicities, including ICANS

In MajesTEC-1 (N=165), neurologic toxicity events were reported in 15% of patients receiving
TECVAYLI. Neurologic toxicity events were Grade 1 (8.5%), Grade 2 (5.5%), or Grade 4
(<1%). The most frequently reported neurologic toxicity event was headache (8%).

ICANS, including Grade 3 and higher, were reported in clinical trials and with post-marketing
experience. The most frequent clinical manifestation of ICANS were confusional state,
decreased level of consciousness, disorientation, dysgraphia, aphasia, apraxia, and somnolence.
The onset of neurologic toxicity can be concurrent with CRS, following resolution of CRS, or
in the absence of CRS. The observed time to onset of ICANS ranged from 0 to 21 days after
the most recent dose.
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