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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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4.8 Undesirable effects

Table 3
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Adverse drug reactions identified with Tecartus

System Organ Class (SOC)

| Frequency

| Adverse reactions

Infections and infestations

Very common

Unspecified pathogen infections
Bacterial infections

Fungal infections

Viral Infections

Blood and lymphatic system di

sorders

Very common

Leukopenia®
Neutropenia®
Lymphopenia®
Thrombocytopenia?
Anaemia?

Febrile neutropenia

Common

Coagulopathy

Immune system disorders

Very common

Cytokine Release Syndrome®
Hypogammaglobulinaemia

Common

Hypersensitivity
Haemophagocytic lymphohistiocytosis

Metabolism and nutrition diso

rders

Very common

Hypophosphataemia?®
Decreased appetite
Hypomagnesaemia
Hyperglycaemia?

Common

Hypoalbuminemia®?
Dehydration

Psychiatric disorders

Very common

Delirium
Anxiety
Insomnia

Nervous system disorders

Very common

Encephalopathy
Tremor
Headache

syndrome (ICANS® €)
Aphasia

Dizziness
Neuropathy

Common

Seizures, including status epilepticus
Ataxia
Increased intracranial pressure

Cardiac disorders

Very common

Tachycardias
Bradycardias

Common

Non-ventricular arrhythmias

Immune effector cell-associated neurotoxicity
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System Organ Class (SOC)

| Frequency

Adverse reactions

Vascular disorders

Very common

Hypotension
Hypertension

Haemorrhage
Common Thrombosis
Respiratory, thoracic and mediastinal disorders
Very common Cough
Dyspnoea
Pleural effusion
Hypoxia

Common

Respiratory failure
Pulmonary oedema

Gastrointestinal disorders

Very common

Nausea
Diarrhoea
Constipation
Abdominal pain

Vomiting
Oral pain
Common Dry mouth
Dysphagia
Skin and subcutaneous tissue disorders
Very common Rash

Skin disorder

Musculoskeletal and connective tissue disorders

Very common

Musculoskeletal pain
Motor dysfunction

Renal and urinary disorders

Very common

Renal insufficiency

Common

Urine output decreased

General disorders and adminis

tration site conditions

Very common

Oedema
Fatigue
Pyrexia
Pain
Chills

Common

Infusion related reaction

Eye Disorders

Common

Visual impairment

Investigations

Very common

Alanine aminotransferase increased?
Blood uric acid increased?

Aspartate aminotransferase increased?®
Hypocalcaemia®

Hyponatraemia?®

Direct bilirubin increased?
Hypokalaemia®

Common

Bilirubin increased?

Only cytopenias that resulted in (i) new or worsening clinical sequelae or (ii) that required therapy or (iii) adjustment in
current therapy are included in Table 3.
aFrequency based on Grade 3 or higher laboratory parameter.
b See section Description of selected adverse reactions.
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System Organ Class (SOC) | Frequency Adverse reactions

¢ The frequency of ICANS has been estimated from events reported in the post-marketing setting.
ZUMA-2 data cutoff: 24 July 2021; ZUMA-3 data cutoff: 23 July 2021

6.4  Special precautions for storage

Tecartus must be stored in the vapour phase of liquid nitrogen (< - 150 °C) and must remain frozen until the
patient is ready for treatment to ensure viable live autologous cells are available for patient administration.

Tecartus may be stored a single time at -80 °C (+ 10 °C), for up to 90 days. After storage at -80 °C (+ 10 °C),
the product must be used within the 90-day period or the labelled expiration date, whichever comes first.
After these dates, the product must not be used and must be discarded.

Thawed product must not be refrozen.

For storage conditions after thawing of the medicinal product, see section 6.3.
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