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ONUREG is indicated for continued treatment of adult patients with acute myeloid leukemia who achieved first
complete remission (CR) or complete remission with incomplete blood count recovery (CRi) following intensive induction
chemotherapy and are not able to complete intensive curative therapy.
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4.4 Special warnings and precautions for use

Haematological toxicity

Treatment with Onureg can be associated with neutropenia, thrombocytopenia and febrile neutropenia (see section 4.8
for frequencies). Interruption, reduction or discontinuation of Onureg may be necessary to manage haematological
toxicities. Patients should be advised to promptly report febrile episodes. Patients with low platelet counts should be
advised to report early signs or symptoms of bleeding. Supportive care such as antibiotics and/or antipyretics for
management of infection/fever and GCSF for neutropenia should be provided based on individual patient
characteristics, treatment response and according to the current clinical guidelines (see section 4.2 Table 1).

Complete blood counts should be performed prior to initiation of therapy. Complete blood count monitoring is also
recommended every other week for the first 2 cycles (56 days), every other week for the next 2 cycles after dose
adjustment, and monthly thereafter, prior to the start of subsequent cycles of treatment.

Patients with moderate (BIL > 1.5 to 3 x ULN) and severe hepatic impairment (BIL > 3 x ULN) should be monitored more
frequently for adverse reactions and appropriate dose adjustment should be made (see section 4.2 Table 1).

[...]

4.8 Undesirable effects

[...]

Table 2: Adverse drug reactions (ADRs) in AML patients receiving Onureg maintenance therapy
System organ class All grades frequency

Infections and infestations Very common

Pneumonia® ®

Respiratory tract infection?

Common

Sepsis

Influenza

Urinary tract infection®
Bronchitis

Rhinitis

Uncommon
Neutropenic sepsis
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