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Tepkinly is indicated for the treatment of adult patients with relapsed or refractory diffuse large B-cell
lymphoma (DLBCL), not otherwise specified, including DLBCL arising from indolent lymphoma, and high

grade B cell lymphoma after two or more lines of systemic therapy.

Tepkinly as monotherapy is indicated for the treatment of adult patients with relapsed or refractory follicular

lymphoma (FL) after two or more lines of systemic therapy.
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4.2  Posology and method of administration

Table 5 ICANS grading and management guidance

Grade? Recommended therapy Epcoritamab dose
modification

Grade 2° Treatment with dexamethasone’ Hold epcoritamab until

ICE score* 3-6 resolution of event

or, depressed level of
consciousness?; awakens
to voice

Consider non-sedating anti-seizure medicinal products (e.g.,
levetiracetam) until resolution of ICANS

No concurrent CRS:
¢ Anti-cytokine therapy not recommended

For ICANS with concurrent CRS:
e Treatment with dexamethasone®'
e Choose immunosuppressant alternatives® to
tocilizumab, if possible

dDexamethasone should be administered at 10 mg intravenously every 12 hours

Dexamethasone 10-20 mg intravenously every 12 hours
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4.4  Special warnings and precautions for use

Haemophagocytic lymphohistiocytosis (HLH)

Haemophagocytic lymphohistiocytosis (HLH), including fatal cases, have been reported in patients
receiving epcoritamab. HLH is a life-threatening syndrome characterised by fever, skin rash,
lymphadenopathy, hepato- and/or splenomegaly 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. For suspected HLH, epcoritamab must be interrupted for diagnostic workup and treatment for HLH
initiated. If HLH is confirmed, administration of Tepkinly should be discontinued.

Excipient with known effect

This medicinal product contains 2+-928.8 mg of sorbitol per vial, which is equivalent to 27.33 mg/ml.

4.8 Undesirable effects

Table 7 Adverse reactions reported in patients with relapsed or refractory LBCL or FL treated with
epcoritamab

System organ class / preferred All grades Grade 3-4
term or adverse reaction

Blood and lymphatic system disorders

Neutropenia’ Very common Very common
Anaemia’ Very common Common
Thrombocytopenia” Very common Common
Lymphopenia’ Very common Common
Febrile neutropenia Common Common
Haemophagocytic Uncommon Rare

lymphohistiocytosis’
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