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2D 390%
Talazoparib (as tosylate) 0.1 mg; talazoparib (as tosylate) 0.25 mg; talazoparib (as tosylate) 1 mg

IR DN
Hard capsules
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Talzenna 0.1 mg:

HRR Gene-mutated Metastatic Castration-Resistant Prostate Cancer (mCRPC)
TALZENNA is indicated in combination with enzalutamide for the treatment of adult patients with

homologous recombination repair (HRR) gene-mutated metastatic castration-resistant prostate cancer
(mCRPC).

Talzenna 0.25 mg:

BRCA-mutated (gBRCAm) HER2-negative Locally Advanced or Metastatic Breast Cancer
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.

HRR Gene-mutated Metastatic Castration-Resistant Prostate Cancer (mCRPC)

TALZENNA is indicated in combination with enzalutamide for the treatment of adult patients with
homologous recombination repair (HRR) gene-mutated metastatic castration-resistant prostate cancer

(mCRPC).

Talzenna 1 mg:

BRCA-mutated (gBRCAm) HER2-negative Locally Advanced or Metastatic Breast Cancer
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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8 USE IN SPECIFIC POPULATIONS
8.6 Hepatic Impairment

No dose adjustment is required for patients with mild hepatic impairment (total bilirubin < 1 X upper
limit of normal [ULN] and aspartate aminotransferase (AST) > ULN. or total bilirubin > 1.0 to




1.5 x ULN and any AST), moderate hepatic impairment (total bilirubin > 1.5 to 3.0 x ULN and any
AST), or severe hepatic impairment (total bilirubin > 3.0 X ULN and any AST) (see section 12.3).
Talzenna in combination with enzalutamide is not recommended for use in patients with severe
hepatic impairment (Child-Pugh classification C), as pharmacokinetics and safety have not been
established in these patients (see section 12.3).

12 CLINICAL PHARMACOLOGY

12.3 Pharmacokinetics

Patients with Hepatic Impairment

Talazoparib monotherapy

Based on a population PK analysis that included 490 patients who received talazoparib 1 mg daily
as monotherapy, where 118 patients had mild hepatic impairment (total bilirubin < 1.0 x ULN and
AST > ULN, or total bilirubin > 1.0 to 1.5 X ULN and any AST), mild hepatic impairment had no
effect on the PK of talazoparib. The PK of talazoparib in patients with normal hepatic function,
mild hepatic impairment, moderate hepatic impairment (total bilirubin > 1.5 to 3.0 x ULN and any
AST) or severe hepatic impairment (total bilirubin > 3.0 x ULN and any AST) was studied in a PK
study. Population PK analysis using data from this PK study indicated that mild, moderate or severe
hepatic impairment had no significant impact on the PK of talazoparib (see section 8.6).

Talazoparib co-administered with enzalutamide
The PK of talazoparib in combination with enzalutamide has not been studied in patients with
hepatic impairment (see section 8.6).
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