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 ,ʤ/ʣʡʫʰ ʺ/ʧʷʥʸ ,ʤ/ʠʴʥʸ 
 ʯʥʫʣʲ ʬʲ ʪʲʩʣʥʤʬ ʥʰʰʥʶʸʡʥʬʲʡʭʩʰ   ʠʴʥʸʬʥ ʬʹ ʯʫʸʶʬTalzenna 0.25 mg ʥ- Talzenna 1 mg. 

 
 :ʬʩʲʴʤ ʡʩʫʸʮʤ 

Talazoparib (as tosylate) 0.25 mg or 1 mg 

 

 :ʯʥʰʩʮ ʺʸʥʶ                                                                                                                                       ard capsulesH 
 

 :ʤʩʥʥʺʤ 
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.  

 

 :ʠʴʥʸʬ ʯʥʬʲʡ ʭʩʩʸʷʩʲʤ ʭʩʰʥʫʣʲʤ ʯʬʤʬ 

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 <10.4% (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 complete blood counts for cytopenia at baseline and monthly thereafter 

during treatment with TALZENNA. For prolonged hematological toxicities, interrupt TALZENNA and 

monitor blood counts weekly until recovery. If the levels have counts do not recovered after recover 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, leukopenia/ neutropenia, and/or thrombocytopenia, have been 

reported in patients treated with TALZENNA [see Adverse Reactions (6)].  

 

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. 

 

Monitor complete blood count for cytopenia at baseline and monthly thereafter. Do not start 

Withhold TALZENNA until patients have adequately recovered from hematological toxicity caused by 

previous therapy. If this occurs, dose modifications (dosing interruption with or without dose reduction) are 

recommended [see Dosing Modifications (2.3 Monitor blood counts monthly during treatment with 

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)]. 

… 
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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 monotherapy 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 (nN=286) or a chemotherapy agent (capecitabine, eribulin, gemcitabine, or 

vinorelbine) of the healthcare provider’s choice (nN=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). 

 

… 

 

ʬ :ʯʫʸʶʬ ʯʥʬʲʡ ʭʩʩʸʷʩʲʤ ʭʩʰʥʫʣʲʤ ʯʬʤ 
 
4.  ʩʠʥʥʬ ʺʥʲʴʥʺ 
 

  ʥʮʫʡ ʹʥʮʩʹʤ ,ʤʴʥʸʺ ʬʫ ʤʰʦʬʨʡ  ʬʤʡʩʺ ʬʠ .ʭʩʹʮʺʹʮʤʮ ʷʬʧʡ ʩʠʥʥʬ ʺʥʲʴʥʺʬ ʭʥʸʢʬ ʬʥʬʲʩ ʩʠʥʥʬʤ ʺʥʲʴʥʺ ʺʮʩʹʸ ʠʸʷʮʬ.  ʩ ʩ ʯʫʺʹ  ʠʬ
ʩʬʡʱʺ ʯʤʮ ʺʧʠ ʳʠʮ. 

… 
)ʤʸʹʲʮ ʣחʠ ʹʮʺʹʮʮ ʸʺʥʩʡ ʺʥʲʩʴʥʮʹ ʺʥʲʴʥʺ( ʣʥʠʮ ʺʥחʩʫʹ ʩʠʥʥʬ ʺʥʲʴʥʺ : 

  ,ʤʹʬʥʧ ʥʠ ʺʥʴʩʩʲʭʩʰʡʬ ʥʠ ʭʩʮʥʣʠ ʭʣ ʩʠʺ ʬʹ ʪʥʮʰ ʸʴʱʮ  ʬʹ ʤʫʥʮʰ ʤʸʩʴʱ ʭʩʰʡʬ ʭʣ ʩʠʺ ʬʹ ʤʫʥʮʰ ʤʸʩʴʱ ,ʭʩʮʥʣʠ ʭʣ ʩʠʺ  ,ʺʥʬʩʧʡ ,
ʪʥʮʰ ʸʴʱʮ  ʤʫʥʮʰ ʤʸʩʴʱ  ,ʹʠʸ ʡʠʫ ,ʺʥʩʱʨ ʬʹ ʯʣʡʥʠ ʤʣʩʸʩ  ʡ ,ʸʲʩʹ ʺʸʩʹʰ ,ʺʥʠʷʤ ,ʬʥʹʬʹ ,ʯʥʡʠʺʡʠʫ   ,ʺʸʥʧʸʧʱ ,ʯʨʡ ʤʩʰʴʥʷʩʥʬ   ʤʣʩʸʩ(

)ʭʩʰʡʬ ʭʣ ʩʠʺ ʺʸʩʴʱʡ  ,ʺʥʮʸ   ʬʹ ʺʥʤʥʡʢʸʫʥʱ ʭʣʡ ʩʣʥʷʴʺ ʬʹ ʺʥʷʩʣʡʡ ʤʩʬʲ ,ʣʡʫ ʯʣʩʱ ʬʹ ʺʥʫʥʮʰ ʺʥʮʸ , ʭʣʡ . 
 

 ʩʠʥʥʬ ʺʥʲʴʥʺʡ ʺʥʲʩʴʥʮʹ ʺʥʲʴʥʺ( ʺʥחʩʫʹ-1-10   ʪʥʺʮ ʭʩʹʮʺʹʮ100 ) : 
ʤʲʸʴʤ ʹʥʧʡ ʭʲʨʤ  ,ʩʩʹʷ ʬʥʫʩʲ  )ʤʩʱʴʴʱʩʣ( ʬʥʫʩʲʤ ʺʫʸʲʮʡ ʺʥʲʸʴʤ,  ʺʷʬʣ  ʺʥʩʸʩʸʡ ʤʴʤ  ( ɦ ʩʨʩʨʮʥʨʱ,) ʤʩʰʴʥʴʮʩʬ   ʩʠʺ ʬʹ ʤʫʥʮʰ ʤʸʩʴʱ(

)ʭʩʨʩʶʥʴʮʩʬ ʢʥʱʮ ʭʩʰʡʬ ʭʣ  ʭʥʧ ʰʩʰʴʥʸʨʩʥ . 
  

 ,ʩʠʥʥʬ ʺʲʴʥʺ ʤʲʩʴʥʤ ʭʠ ʥʠ ,ʤʸʩʮחʮ ʩʠʥʥʬʤ ʺʥʲʴʥʺʮ ʺחʠ ʭʠ ʸʹʠʫʺʠ ʺʬʡʥʱ  ʠʬʹ ʩʠʥʥʬ ʺʲʴʥʺʮ ʤʰʩʥʶʩʬʲ ,ʯʥʬʲʡʩ  ʵʲʩʩʺʤʬ ʪ
 .ʠʴʥʸʤ ʭʲ 

 
 ʭʩʩʥʰʩʹʤʡʥʤʶ ʲʷʸʡ ʭʩʹʢʣʥʮʤ  ʤʸʮʧʤ ʭʩʥʥʤʮ  ,ʯʥʺʧʺ ʥʷ  ʯʮʱʮ ʲʣʩʮ ʺʴʱʥʺ  ʥʤʶʥʧ ʥʷ ʯʮʱʮ  ʲʣʩʮ ʺʷʩʧʮ  . 

 ,ʯʫ ʥʮʫ  ʭʩʰʥʬʲʡ ʭʩʥʥʤʮ ʭʰʩʠʹ ʧʱʥʰ ʩʰʥʫʣʲʥ ʲʣʩʮ ʺʨʮʹʤ ,ʲʣʩʮ ʺʴʱʥʺ ʭʩʬʬʥʫʤ ʭʩʴʱʥʰ ʭʩʩʥʰʩʹ ʥʲʶʥʡ .ʤʸʮʧʤ 
 :ʺʥʠʩʸʡʤ ʣʸʹʮ ʸʺʠʡʹ ʺʥʴʥʸʺʤ ʸʢʠʮʡ ʭʮʥʱʸʴ ʪʸʥʶʬ ʺʥʠʩʸʡʤ ʣʸʹʮʬ ʥʧʬʹʰ ʭʩʰʫʣʥʲʮʤ ʭʩʰʥʬʲʤ 

ʺʥʠʩʸʡʤ ʣʸʹʮ | ʺʥʴʥʸʺʤ ʸʢʠʮʡ ʹʥʴʩʧ (www.gov.il)  
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