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Powder for concentrate for solution for infusion
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e  BLINCYTO is indicated as monotherapy for the treatment of adults with CD19 positive relapsed or
refractory B-precursor acute lymphoblastic leukemia (ALL). Patients with Philadelphia
chromosome positive B-precursor ALL should have failed treatment with at least 2 tyrosine
kinase inhibitors (TKIs) and have no alternative treatment options.

e BLINCYTO is indicated as monotherapy for the treatment of adults with Philadelphia chromosome
negative CD19 positive B-precursor ALL in first or second complete remission with minimal
residual disease (MRD) greater than or equal to 0.1%.

e BLINCYTO is indicated as monotherapy for the treatment of pediatric patients aged 1 year or
older with Philadelphia chromosome negative CD19 positive B-precursor ALL which is refractory
or in relapse after receiving at least two prior therapies or in relapse after receiving prior
allogeneic hematopoietic stem cell transplantation.

e  BLINCYTO is indicated as monotherapy for the treatment of paediatric patients aged 1 year or
older with high-risk first relapsed Philadelphia chromosome negative CD19 positive B-precursor
ALL as part of the consolidation therapy.

Limitations of use: After failure of two previous treatments and with no CNS involvement.
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4.4 Special warnings and precautions for use

Haemophagocytic lymphohistiocytosis/Immune effector cell-associated haemophagocytic
lymphohistiocytosis-like syndrome (IEC-HS)

Haemophagocytic lymphohistiocytosis (HLH)/Immune effector cell-associated
haemophagocytic lymphohistiocytosis-like syndrome (IEC-HS) have been observed in
patients receiving BLINCYTO. HLH is a life-threatening syndrome characterized by fever,
hyperferritinaemia, hepato- and/or splenomegaly, cytopenias, coagulopathy with
hypofibrinogenaemia, haemophagocytosis and transaminitis. IEC-HS refers to the occurrence
of HLH-like toxicities associated with immune effector cell therapies, characterized by
excessive immune activation and dysregulated cytokine production leading to multisystem
inflammation and organ dysfunction. HLH/IEC-HS should be considered when the
presentation of CRS is atypical or prolonged. Patients should be monitored for clinical signs
and symptoms of HLH/IEC-HS. For suspected HLH/IEC-HS, BLINCYTO must be interrupted for
diagnostic workup, including evaluation for alternative causes of HLH such as infections,
malignancies and autoimmune diseases. Prompt initiation of treatment for HLH/IEC-HS (e.g.
corticosteroids, immunosuppressive or cytokine-directed therapy, and supportive care)
should follow institutional or published guidelines.




4.8 Undesirable effects

system disorders

Anemia’
Neutropenia?
Thrombocytopenia
Leukopenia®

3

Lymphopenia®

MedDRA system organ | Very common Common Uncommon
class (21/10) (=21/100 to < 1/10) (21/1,000 to < 1/100)
Blood and lymphatic Febrile neutropenia Leukocytosis® Lymphadenopathy

Haemophagocytic
lymphohistiocytosis

(HLH)
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