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Venclexta, Venetoclax Tablets 10mg, 50mg, and 100mg’
Indications and Usage:

CLL/SLL: VENCLEXTA in combination with rituximab or as monotherapy is indicated for the
treatment of adult patients with chronic lymphocytic leukaemia (CLL) or small lymphocytic
lymphoma (SLL), who have received at least one prior therapy.

VENCLEXTA in combination with obinutuzumab is indicated for the treatment of patients with
previously untreated chronic lymphocytic leukaemia (CLL) or small lymphocytic lymphoma (SLL).

AML: VENCLEXTA in combination with a hypomethylating agent or in combination with low dose
cytarabine is indicated for newly diagnosed patients with acute myeloid leukemia (AML) who are
ineligible for intensive chemotherapy.

Important Safety Information:

Contraindications: Concomitant use of VENCLEXTA with strong CYP3A inhibitors at initiation
and during ramp-up phase is contraindicated in patients with CLL/SLL due to the potential for
increased risk of tumor lysis syndrome (TLS). Concomitant use of preparations containing St. John's
wort. Hypersensitivity to the active substance venetoclax, or to any of the excipients within the
formulation.

Warnings and precautions:

Tumor Lysis Syndrome: VENCLEXTA can cause rapid reduction in tumor and thus poses a risk
for TLS at initiation and during the ramp-up phase. Changes in blood chemistries consistent with
TLS that require prompt management can occur as early as 6 to 8 hours following the first dose of
VENCLEXTA and at each dose increase. The risk of TLS is a continuum based on multiple factors,
including tumor burden and comorbidities. Reduced renal function further increases the risk.
Patients should be assessed for risk and should receive appropriate prophylaxis for TLS, including
hydration and anti-hyperuricemics. Monitor blood chemistries and manage abnormalities
promptly. Interrupt dosing if needed. Employ more intensive measures (intravenous hydration,
frequent monitoring, and hospitalization) as overall risk increases.

Concomitant use of VENCLEXTA with P-gp inhibitors or strong/moderate CYP3A inhibitors
increases venetoclax exposure which in turn may increase the risk of TLS at initiation and during
ramp-up phase and requires VENCLEXTA dose adjustment.

Neutropenia: Monitor complete blood counts throughout the treatment period. Interrupt dosing

or reduce dose for severe neutropenia. Consider supportive measures including antimicrobials for
signs of infection and use of growth factor.

abbvie

Infections: Fatal and serious infections such as pneumonia and sepsis have occurred in patients
treated with VENCLEXTA. Monitor patients closely for signs and symptoms of infection and treat
promptly. Withhold VENCLEXTA for Grade 3 and higher infection.

Immunization: Do not administer live attenuated vaccines prior to, during, or after treatment with
VENCLEXTA until B-cell recovery occurs. Advise patients that vaccinations may be less effective.

Embryo-Fetal Toxicity: VENCLEXTA may cause embryo- fetal harm when administered to a
pregnant woman. Advise females of reproductive potential to avoid pregnancy during treatment.
If VENCLEXTA is used during pregnancy or if the patient becomes pregnant while taking
VENCLEXTA, the patient should be apprised of the potential hazard to the fetus.

Effects on ability to drive and use machines: Fatigue has been reported in some patients taking
VENCLEXTA and should be considered when assessing a patient's ability to drive or operate
machines.

Adverse Reactions: VENCLEXTA monotherapy in CLL/SLL patients: The most common adverse
reactions (=20%) of any grade were: neutropenia, anemia, thrombocytopenia, diarrhea, nausea,
fatigue, edema, upper respiratory tract infection, musculoskeletal pain, and cough. VENCLEXTA
in combination with rituximab in CLL/SLL patients: The most common adverse reactions (=20%)
of any grade were: neutropenia, diarrhea, upper respiratory tract infection, nausea, and fatigue.
VENCLEXTA in_combination with obinutuzumab in CLL/SLL patients: The most common
adverse reactions (=20%) of any grade were: (neutropenia, diarrhea and fatigue. VENCLEXTA in
Combination with Azacitidine in AML patients: The most common adverse reactions (>30%) of
any grade were nausea, diarrhea, constipation, neutropenia, thrombocytopenia, hemorrhage,
peripheral edema, vomiting, fatigue, febrile neutropenia, rash, and anemia. VENCLEXTA in
Combination with Decitabine in AML patients: The most common adverse reactions (>30%) of
any grade were febrile neutropenia, constipation, fatigue, thrombocytopenia, abdominal pain,
dizziness, hemorrhage, nausea, pneumonia (excluding fungal), sepsis (excluding fungal), cough,
diarrhea, neutropenia, back pain, hypotension, myalgia, oropharyngeal pain, peripheral edema,
pyrexia, and rash. VENCLEXTA in Combination with Low-Dose Cytarabine: The most common
adverse reactions (=30%) of any grade were nausea, thrombocytopenia, hemorrhage, febrile
neutropenia, neutropenia, diarrhea, fatigue, constipation, and dyspnea.

For full information please see Venclexta Prescribing Information.

Full prescribing information can be received from Abbvie Biopharmaceuticals Ltd. Israel at 4
Hacharash Street, Hod Hasharon 4524075. Tel: 09-7909600, Fax: 09-7909606
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