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Tecartus is indicated for the treatment of adult patients with relapsed or refractory mantle cell lymphoma
(MCL) after two or more lines of systemic therapy including a Bruton’s tyrosine kinase (BTK) inhibitor
unless ineligible to BTK inhibitor.

Limitation of use: Tecartus is not indicated for the treatment of patients with active central nervous system
lymphoma.

Tecartus is indicated for the treatment of adult patients with relapsed or refractory B-cell precursor acute
lymphoblastic leukaemia (ALL).
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4.4  Special warnings and precautions for use

| Secondary malignancies including of T cell origin

Patients treated with Tecartus may develop secondary malignancies. T-cell malignancies have been reported
following treatment of haematological malignancies with a BCMA- or CD19-directed CAR T-cell therapy. T-cell
malignancies, including CAR-positive malignancies, have been reported within weeks and up to several years
following administration of a CD19- or BCMA-directed CAR T-cell therapy. There have been fatal outcomes.
Patients must be monitored life-long for secondary malignancies. In the event that a secondary malignancy
occurs, contact the company to obtain instructions on patient samples to collect for testing.

4.8 Undesirable effects

Secondary malignancies

There have been cases of the following adverse effect(s) reported after treatment with other CAR T-cell
products, which might also occur after treatment with Tecartus: secondary malignancy of T-cell origin.
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