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TALZENNA is indicated for the treatment of adult patients with deleterious or suspected deleterious

germline breast cancer susceptibility gene (BRCA)-mutated (gBRCAm) human epidermal growth factor
receptor 2 (HER2)-negative locally advanced or metastatic breast cancer.
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5 WARNINGS AND PRECAUTIONS
5.1 Myelodysplastic Syndrome/Acute Myeloid Leukemia

Myelodysplastic Syndrome/Acute Myeloid Leukemia (MDS/AML}have), including cases with a fatal
outcome, has been reported in patients who received TALZENNA.

Overall, MDS/AML has been reported in <+0.4% (3 out of 787-0-4%)788) of solid tumor patients treated
with TALZENNA as a single agent in clinical studies. The duration-durations of TALZENNA treatment in
these three patients prior to developing MDS/AML was 4 months, 24 months, and 60 months respectively.
These patients had received previous chemotherapy with platinum agents and/or other DNA damaging
agents including radiotherapy.

Do not start TALZENNA until patients have adequately recovered from hematological toxicity caused by
previous chemotherapy. Monitor eemplete-blood counts fer-eytopeniaatbaseline-and monthly thereafter
during treatment with TALZENNA. For prolonged hematological toxicities, interrupt TALZENNA and
monitor blood counts weekly until recovery. If thelevels-have-counts do not reeevered-afterrecover within 4
weeks, refer the patient to a hematologist for further investigations, including bone marrow analysis and
blood sample for cytogenetics. If MDS/AML is confirmed, discontinue TALZENNA.

5.2 Myelosuppression

Myelosuppression consisting of anemia, leskepeniatneutropenia, and/or thrombocytopenia, have been
reported in patients treated with TALZENNA [see Adverse Reactions (6}4~

Grade >3 anemia, neutropenia, and thrombocytopenia were reported, respectively, in 39%, 21%, and 15% of
patients receiving TALZENNA as a single agent. Discontinuation due to anemia, neutropenia, and

thrombocytopenia occurred, respectively, in 0.7%, 0.3%, and 0.3% of patients.

Withhold TALZENNA untll patlents have adequately recovered from hematologlcal t0X101ty caused by
previous therapy. H-+th g :
feeemmeﬂded—fsee—Bembg—Medy@ea-ﬁem—é%—Momtor blood counts monthlv durmg treatment w1th
TALZENNA. If hematological toxicities do not resolve within 28 days, discontinue TALZENNA and refer
the patient to a hematologist for further investigations including bone marrow analysis and blood sample for
cytogenetics [see Dosage and Administration (2.3)].




6 ADVERSE REACTIONS
6.1 Clinical Trials Experience

Because clinical trials are conducted under widely varying conditions, adverse reaction rates observed in the
clinical trials of a drug cannot be directly compared to rates in the clinical trials of another drug and may not
reflect the rates observed in practice.

gBRCAm HER2-negative Locally Advanced or Metastatic Breast Cancer

EMBRACA

The safety of TALZENNA as monetherapy-a single agent was evaluated in gBRCAm patients with HER2-
negative locally advanced or metastatic breast cancer who had previously received no more than 3 lines of
chemotherapy for the treatment of locally advanced/metastatic disease [see Clinical Studies (14.1)].
EMBRACA was a randomized, open-label, multi-center study in which 412 patients received either
TALZENNA 1 mg once daily (’RN=286) or a chemotherapy agent (capecitabine, eribulin, gemcitabine, or
vinorelbine) of the healthcare provider’s choice (’N=126) until disease progression or unacceptable toxicity.
The median duration of study treatment was 6.1 months in patients who received TALZENNA and 3.9
months in patients who received chemotherapy.

Serious adverse reactions of TALZENNA occurred in 32% of patients. Serious adverse reactions reported in
>2% of patients included anemia (6%) and pyrexia (2%). Fatal adverse reactions occurred in 1% of patients,
including cerebral hemorrhage, liver disorder, veno-occlusive liver disease, and worsening neurological
symptoms (1 patient each).
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