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Lunsumio® 1 mg/iml
mosunetuzumab
Concentrate for solution for infusion
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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

[...]

Serious infections

Serious infections such as pneumonia, bacteraemia, and sepsis or septic shock have occurred in
patients receiving Lunsumio, some of which were life-threatening or fatal events (see section 4.8).
Febrile neutropenia was observed in patients after receiving Lunsumio infusion. Cases of progressive
multifocal leukoencephalopathy (PML) have been reported in patients receiving CD20-directed
monoclonal antibodies, including CD3-CD20 bispecific antibodies.

Lunsumio should not be administered in the presence of active infections. Caution should be exercised
when considering the use of Lunsumio in patients with a history of recurring or chronic infections
(e.g., chronic, active Epstein-Barr Virus), with underlying conditions that may predispose to infections
or who have had significant prior immunosuppressive treatment. Patients should be administered
prophylactic antibacterial, antiviral and/or antifungal medicinal products, as appropriate. Patients
should be monitored for signs and symptoms of infection, before and after Lunsumio administration,
and treated appropriately. In the event of febrile neutropenia, patients should be evaluated for infection
and managed with antibiotics, fluids and other supportive care, according to local guidelines. Patients
should be monitored for new or worsening neurological toxicities. If neurological symptoms
suggestive of PML occur during Lunsumio therapy, treatment with Lunsumio should be discontinued
and appropriate diagnostic and treatment measures, including consultation with a neurologist, be
initiated.
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