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 y  : עʯʥʫʣ עʥʸʬ ʯʥʬפʬʥ ʠצʫʺʬ ʯʫʸʹי
Tecartus® 

Cells dispersion for infusion 

(brexucabtagene autoleucel) 

ʠʴʥʸʭʩʧʷʥʸʥ ʭʩ ʣʡʫʰʭʩ , 

 ʬʲ ʭʫʲʩʣʥʤʬ ʺʹʷʡʮ ʮ"ʲʡ ʬʠʸʹʩ ʦʱʰʠʩʱ ʣʠʩʬʩʢ ʺʸʡʧʯʥʣʰʡ ʸʩʹʫʺʬ ʭʩʰʥʬʲ ʯʥʫʣʲ . 

ʭʩʩʥʰʩʹʤ ʭʩʰʮʥʱʮ ʯʥʬʲʡ ʳʸʥʶʮʤ ʸʹʠʫ ʨʱʷʨʤ ʹʢʣʥʮʤ ʭʥʣʠʡ ʳʱʥʤ ʯʥʬʲʬ ʥʬʩʠʥ ʨʱʷʨʤ ʷʥʧʮʤ ʤʶʥʧ ʥʷʡ 

ʲʸʢʰ ʥʰʮʮ . ʭʩʰʥʮʩʱʤʡʥʤʶʡ  .ʩʺʥʧʩʨʡʤ ʲʣʩʮʡ ʺʥʸʮʧʤ ʭʰʩʤ 

 ʸʺʥʩʡ ʭʩʩʺʥʲʮʹʮʤ ʭʩʰʥʫʣʲʤ .ʭʩʴʱʥʰ ʭʩʩʸʥʰʩʮ ʭʩʰʥʫʣʲ ʭʩʮʩʩʷ ,ʤʦ ʡʺʫʮʡ ʭʩʲʩʴʥʮ 

 

ʭʩʰʥʬʲʤ ʠʴʥʸʬ ʯʫʸʶʬʥ ʥʧʬʹʰ ʭʥʱʸʴʬ ʸʢʠʮʡ ʺʥʴʥʸʺʤ ʸʺʠʡʹ ʣʸʹʮ ʺʥʠʩʸʡʤ 

 https://israeldrugs.health.gov.il/#!/byDrug/drugs/index.html  . 

ʥʮʫ ʯʫ, ʯʺʩʰ ʭʬʡʷʬ ʭʩʱʴʣʥʮ ʬʲ ʩʣʩ ʤʩʩʰʴ ʬʲʡʬ ʭʥʹʩʸʤ: 

 ʬʠʸʹʩ ʦʱʰʠʩʱ ʣʠʩʬʩʢ,ʮ"ʲʡ  ʹʸʧʤ ʡʥʧʸ4  .ʣ.ʺ,6090ʣʥʤ ʭʩʷʱʲʤ ʷʸʠʴ ,  ʯʥʸʹʤ4524075ʬʠʸʹʩ ,  

 .ʭʩʬʥʧʤ ʺʥʴʥʷ ʬʫʡ ʯʩʮʦ ʸʩʹʫʺʤ 

 

,ʤʫʸʡʡ  

 ʬʬʮ ʤʩʠʮ 

ʤʰʥʮʮ ʺʧʷʥʸ , ʮ"ʲʡ ʬʠʸʹʩ ʦʱʰʠʩʱ ʣʠʩʬʩʢ 

:ʬʠʸʹיʡ ʸיʹʫʺʬ ʤʮʥʹʸʤ ʤיʥʥʺʤʤ 

Tecartus is indicated for the treatment of adult patients with relapsed or refractory mantle cell lymphoma 

;MCLͿ after two or ŵore liŶes of systeŵiĐ therapy iŶĐludiŶg a BrutoŶ’s tyrosiŶe kiŶase ;BTKͿ iŶhiďitor 
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). 

https://israeldrugs.health.gov.il/#!/byDrug/drugs/index.html
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ʤʥʫʣע ʭייʺʥʤʮʤ ʭיʰ   :ʠפʥʸʬ ʯʥʬעʡ 
4.8 Undesirable effects 

 

Table 3 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 disorders 

 Very common Leukopeniaa 

Neutropeniaa 

Lymphopeniaa 

Thrombocytopeniaa 

Anaemiaa 

Febrile neutropenia  

Common Coagulopathy 

Immune system disorders 

 Very common Cytokine Release Syndromeb 

Hypogammaglobulinaemia  

Common Hypersensitivity 

Haemophagocytic lymphohistiocytosis 

Metabolism and nutrition disorders 

 Very common Hypophosphataemiaa 

Decreased appetite 

Hypomagnesaemia 

Hyperglycaemiaa 

Common Hypoalbuminemiaa  

Dehydration 

Psychiatric disorders 

 Very common Delirium  

Anxiety  

Insomnia  

Nervous system disorders 

 Very common Encephalopathy  

Tremor 

Headache  

Immune effector cell-associated 

neurotoxicity syndrome (ICANSb, c) 

Aphasia  

Dizziness  

Neuropathy  

Common Seizure 

Ataxia  

Increased intracranial pressure  

Cardiac disorders 

 Very common Tachycardias  

Bradycardias  

Common Non-ventricular arrhythmias  

Vascular disorders 

 Very common Hypotension  
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System Organ Class (SOC) Frequency Adverse reactions 

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 administration site conditions 

 Very common Oedema  

Fatigue  

Pyrexia 

Pain  

Chills 

 Common Infusion related reaction 

Eye Disorders 

 Common Visual impairment 

Investigations 

 Very common Alanine aminotransferase increaseda 

Blood uric acid increaseda  

Aspartate aminotransferase increaseda 

Hypocalcaemiaa 

Hyponatraemiaa 

Direct bilirubin increaseda 

Hypokalaemiaa 

Common Bilirubin increaseda 

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. 
a Frequency based on Grade 3 or higher laboratory parameter. 
b See section Description of selected adverse reactions. 

c 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 
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Description of selected adverse reactions from ZUMA-2 and ZUMA-3 (n=182) 

 

Cytokine release syndrome 

CRS occurred in 91% of patients. Twenty percent (20%) of patients experienced Grade 3 or higher (severe or 

life-threatening) CRS. The median time to onset was 3 days (range: 1 to 13 days) and the median duration 

was 9 days (range: 1 to 63 days). Ninety-seven percent (97%) of patients recovered from CRS. 

 

The most common signs or symptoms associated with CRS among the patients who experienced CRS 

included pyrexia (94%), hypotension (64%), hypoxia (32%), chills (31%), tachycardia (27%), sinus tachycardia 

(23%), headache (22%), fatigue (16%), and nausea (13%). Serious adverse reactions that may be associated 

with CRS included hypotension (22%), pyrexia (15%), hypoxia (9%), tachycardia (3%), dyspnoea (2%) and 

sinus tachycardia (2%). See section 4.4 for monitoring and management guidance. 

 

Neurologic events and adverse reactions 

Neurologic adverse reactions occurred in 69% of patients. Thirty-two percent (32%) of patients experienced 

Grade 3 or higher (severe or life-threatening) adverse reactions. The median time to onset was 7 days (range: 

1 to 262 days). Neurologic events resolved for 113 out of 125 patients (90.4%) with a median duration of 

12 days (range: 1 to 708 days). Three patients had ongoing neurologic events at the time of death, including 

one patient with the reported event of serious encephalopathy and another patient with the reported event 

of serious confusional state. The remaining unresolved neurologic events were Grade 2. Ninety-three percent 

of all treated patients experienced the first CRS or neurological event within the first 7 days after Tecartus 

infusion. 

 

The most common neurologic adverse reactions including ICANS representedincluded tremor (32%), 

confusional state (27%), encephalopathy (27%), aphasia (21%), and agitation (11%). Serious adverse 

reactions including encephalopathy (15%), aphasia (6%) and, confusional state (5%) have been reported in 

patients administered Tecartus. ICANS was reported as a serious adverse neurologic reaction at a low 

frequency (2%) in clinical trials. ICANS observed during clinical studies are represented under the adverse 

reaction encephalopathy. Seriousand serious cases of cerebral oedema which may become fatal have 

occurred in patients treated with Tecartus. See section 4.4 for monitoring and management guidance. 

 

ICANS was reported in the context of neurologic toxicity in the post marketing setting. 

 

Febrile neutropenia and infections 

Febrile neutropenia was observed in 12% of patients after Tecartus infusion. Infections occurred in 87 of the 

182 patients treated with Tecartus in ZUMA-2 and ZUMA-3. Grade 3 or higher (severe, life-threatening or 

fatal) infections occurred in 30% of patients including unspecified pathogen, bacterial, fungal and viral 

infections in 23%, 8%, 2% and 4% of patients respectively. See section 4.4 for monitoring and management 

guidance. 

 

 


