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TECVAYLI 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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2. QUALITATIVE AND QUANTITATIVE COMPOSITION

TECVAYLI 10 mg/mL solution for injection
One 3 mL vial contains 30 mg of teclistamab (10 mg/mL).

TECVAYLI 90 mg/mL solution for injection
One 1.7 mL vial contains 153 mg of teclistamab (90 mg/mL).

Teclistamab is a humanised immunoglobulin G4-proline, alanine, alanine (IgG4-PAA) bispecific antibody
directed against the B cell maturation antigen (BCMA) and CD3 receptors, produced in a mammalian
cell line (Chinese hamster ovary [CHO]) using recombinant DNA technology.

Excipient with known effect

Each 3 mL vial contains 1.2 mg (0.4 mg/mL) of polysorbate 20.
Each 1.7 mL vial contains 0.68 mg (0.4 mg/mL) of polysorbate 20
For the full list of excipients, see section 6.1.

4.4 Special warnings and precautions for use

Neurologic toxicities, including ICANS

Serious e+, life-threatening or fatal 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).

Excipients

Sodium
This medicinal product contains less than 1 mmol (23 mg) sodium per dose, that is to say essentially
‘sodium-free’.

Polysorbate
This medicinal product contains 0.4 mg of polysorbate 20 in each mL, which is equivalent to 1.2 mg per
3 mL vial and 0.68 mg per 1.7 mL vial. Polysorbates may cause hypersensitivity reactions
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