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Assess for gBRCA Mutations to Inform Treatment Planning’

According to the NCCN Clinical Practice Guidelines in Oncology (NCCN Guidelines®)

> All patients with recurrent or metastatic breast cancer (MBC) should be assessed for gBRCA1/2
mutations to identify candidates for PARP inhibitor therapy’

gBRCA=germline breast cancer susceptibility gene; PARP=poly (ADP-ribose) polymerase.

IMPORTANT SAFETY INFORMATION

Myelodysplastic Syndrome/Acute Myeloid Leukemia (MDS/AML) have been reported in patients who received
TALZENNA. Overall, MDS/AML has been reported in <1% (3 out of 787, 0.4%) of solid tumor patients treated with
TALZENNA in clinical studies. The duration 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.

Myelosuppression consisting of anemia, leukopenia/neutropenia, and/or thrombocytopenia have been reported

in patients treated with TALZENNA. Grade =3 anemia, neutropenia, and thrombocytopenia were reported,
respectively, in 39%, 21%, and 15% of patients receiving TALZENNA. Discontinuation due to anemia, neutropenia, and
thrombocytopenia occurred, respectively, in 0.7%, 0.3%, and 0.3% of patients.

Monitor complete blood counts for cytopenia at baseline and monthly thereafter. Do not start TALZENNA until patients
have adequately recovered from hematological toxicity caused by previous therapy. If hematological toxicity occurs,
dose modifications (dosing interruption with or without dose reduction) are recommended. With respect to MDS/AML,
for prolonged hematological toxicities, interrupt TALZENNA and monitor blood counts weekly until recovery. If the levels
have not recovered after 4 weeks, refer the patient to a hematologist for further investigations. If MDS/AML is confirmed,
discontinue TALZENNA.

TALZENNA can cause fetal harm when administered to pregnant women. Advise women of reproductive potential

to use effective contraception during treatment and for at least 7 months following the last dose. A pregnancy test

is recommended for females of reproductive potential prior to initiating TALZENNA treatment. Advise male patients
with female partners of reproductive potential or who are pregnant to use effective contraception during treatment
with TALZENNA and for at least 4 months after receiving the last dose. Based on animal studies, TALZENNA may impair
fertility in males of reproductive potential. Advise women not to breastfeed while taking TALZENNA and for at least 1
month after receiving the last dose because of the potential for serious adverse reactions in nursing infants.

The most common adverse reactions (=20%) of any grade for TALZENNA vs chemotherapy were fatigue (62% vs 50%),
anemia (53% vs 18%), nausea (49% vs 47%), neutropenia (35% vs 43%), headache (33% vs 22%), thrombocytopenia (27%
vs 7%), vomiting (25% vs 23%), alopecia (25% vs 28%), diarrhea (22% vs 26%), and decreased appetite (21% vs 22%).

The most frequently reported Grade =3 adverse reactions (=10%) for TALZENNA vs chemotherapy were anemia (39%
vs 5%), neutropenia (21% vs 35%), and thrombocytopenia (15% vs 2%).

Please see Important Safety Information continued on the next page. Click for the full Prescribing Information
or visit TalzennaHCP.com.


http://labeling.pfizer.com/ShowLabeling.aspx?id=11046
https://www.pfizerpro.com/product/talzenna/hcp
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Talazoparib (TALZENNA®) Received a Category 1 Recommendation

From the National Comprehensive Cancer Network® (NCCN®)'

Category 1 definition: Based upon high-level evidence, there is uniform NCCN consensus that the
intervention is appropriate

NCCN
Category Talazoparib (TALZENNA) is a preferred treatment option for recurrent or stage IV

1 breast cancer patients with a gBRCA1/2 mutation*

*Assess for gBRCA1/2 mutations in all patients with recurrent or metastatic breast cancer to identify candidates for PARP inhibitor therapy.

The NCCN Guidelines above fall outside the TALZENNA US Prescribing Information

TALZENNA Indication?

TALZENNA is a poly (ADP-ribose) polymerase (PARP) inhibitor 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. Select patients for
therapy based on an FDA-approved companion diagnostic for TALZENNA.

The appropriate use of TALZENNA should be based on risk/benefit assessment by the practitioner for an individual patient.

IMPORTANT SAFETY INFORMATION (Continued from the first page)

The most common lab abnormalities (225%) for TALZENNA vs chemotherapy were decreases in hemoglobin (90% vs
77%), leukocytes (84% vs 73%), lymphocytes (76% vs 53%), neutrophils (68% vs 70%), platelets (55% vs 29%), and calcium
(28% vs 16%) and increases in glucose (54% vs 51%), aspartate aminotransferase (37% vs 48%), alkaline phosphatase (36%
vs 34%), and alanine aminotransferase (33% vs 37%).

Coadministration with P-gp inhibitors or BCRP inhibitors may increase TALZENNA exposure. If coadministering with the
P-gp inhibitors amiodarone, carvedilol, clarithromycin, itraconazole, or verapamil is unavoidable, reduce the TALZENNA
dose to 0.75 mg once daily. When the P-gp inhibitor is discontinued, increase the TALZENNA dose (after 3-5 half-lives of the
P-gp inhibitor) to the dose used prior to the initiation of the P-gp inhibitor. When coadministering TALZENNA with other
known P-gp inhibitors or BCRP inhibitors, monitor patients for potential increased adverse reactions.

For patients with moderate renal impairment, the recommended dose of TALZENNA is 0.75 mg once daily. For patients
with severe renal impairment, the recommended dose of TALZENNA is 0.5 mg once daily. No dose adjustment is
required for patients with mild renal impairment. TALZENNA has not been studied in patients requiring hemodialysis.

INDICATION

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. Select patients for therapy based on an FDA-approved companion diagnostic for TALZENNA.
References: 1. Referenced with permission from the NCCN Clinical Practice Guidelines in Oncology (NCCN Guidelines®) for Breast Cancer V.8.2021. © 2021 National Comprehensive
Cancer Network, Inc. All rights reserved. Accessed October 7, 2021. To view the most recent and complete version of the guideline, go online to NCCN.org. NCCN makes no warranties of

any kind whatsoever regarding their content, use or application and disclaims any responsibility for their application or use in any way. 2. TALZENNA [prescribing information]. New York,
NY: Pfizer Inc.; 2021.

Click for the full Prescribing Information or visit TalzennaHCP.com.
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