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Lunsumio as monotherapy is indicated for the treatment of adult patients with relapsed or

refractory follicular lymphoma (FL) who have received at least two prior systemic therapies.
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4.4 Special warnings and precautions for use

Cytokine Release Syndrome (CRS)

...

Haemophagocytic lymphohistiocytosis (HLH), including fatal cases, has been reported in patients

receiving Lunsumio. HLH is a life-threatening syndrome characterized by fever, hepatomegaly and

cytopenias. HLH should be considered when the presentation of CRS is atypical or prolonged.

Patients should be monitored for clinical signs and symptoms of HLH (see Section 4.2). For suspected

HLH, Lunsumio must be interrupted and treatment for HLH initiated.

4.8 Undesirable effects

…
Table 4   Adverse reactions occurring in patients treated with Lunsumio

System organ class / preferred term or

adverse reaction
All grades Grade 3 – 4

…

Blood and lymphatic system disorders

…

Haemophagocytic lymphohistiocytosis Uncommon Uncommon


