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Tecartus is indicated for the treatment of adult patients with relapsed or refractory mantle cell ymphoma
(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
° Cytokine release syndrome

Nearly all patients experienced some degree of CRS. Severe CRS, which can be fatal, was observed with
Tecartus with a median time to onset of 3 days (range: 1 to 13 days). Patients must be closely monitored for
signs or symptoms of these events, such as hlgh fever hypotenswn hypoxia, chllls tachycardla and headache
(see sectlon 4.8). €k 2 ; s

Diagnosis of CRS requires excluding alternate causes of systemic inflammatory response, including infection.

Management of cytokine release syndrome associated with Tecartus

At least 1 dose per patient of tocilizumab, an interleukin-6 (IL-6) receptor inhibitor, must be on site and
available for administration prior to Tecartus infusion. The qualified treatment centre must have access to an
additional dose of tocilizumab within 8 hours of each previous dose.

patlents should be conducted based on the patlent s clinical presentatlon and in accordance with applicable

local institutional and/or national or European/international clinical guidelines. Physicians are advised to
exercise clinical judgment consistent with these standards.

CRS has been known to be associated with end organ dysfunction (e.g., hepatic, renal, cardiac, and
pulmonary). In addition, worsening of underlying organ pathologies can occur in the setting of CRS. Patients
with medically significant cardiac dysfunction must be managed by standards of critical care and measures
such as echocardiography is to be considered. In some cases, macrophage activation syndrome (MAS) and
haemophagocytic lymphohistiocytosis (HLH) may occur in the setting of CRS.

Evaluation for haemophagocytic lymphohistiocytosis/macrophage activation syndrome (HLH/MAS) is to be
considered in patients with severe or unresponsive CRS. HLH/MAS should be managed per local institutional
and/or national or European/international clinical guidelines.

Tecartus continues to expand and persist following administration of tocilizumab and corticosteroids. Tumour
necrosis factor (TNF) antagonists are not recommended for management of Tecartus-associated CRS.

CRS Grade (o) Toecilizumab Ceorticosteroids
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° Neurologic adverse reactions

Severe neurologic adverse reactions, also known as immune effector cell-associated neurotoxicity syndrome
(ICANS), have been observed in patients treated with Tecartus, which could be life-threatening or fatal. The
median time to onset was 7 days (range: 1 to 262 days) following Tecartus infusion (see section 4.8).

as-summarisedin-Table2- The management of patients should be conducted based on the patient’s clinical
presentation and in accordance with applicable local institutional and/or national or European/international
clinical guidelines. Physicians are advised to exercise clinical judgment consistent with these standards.
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