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Verzenio film-coated tablets for oral use — ni7av MmN

Verzenio 50 mg, (Abemaciclib 50 mg) film-coated tablets for oral use.
Verzenio 100 mg, (Abemaciclib 100 mg) film-coated tablets for oral use.
Verzenio 150 mg, (Abemaciclib 150 mg) film-coated tablets for oral use.
Verzenio 200 mg, ((Abemaciclib 200 mg) film-coated tablets for oral use.
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VERZENIO™ (abemaciclib) is indicated:

* In combination with a non-steroidal aromatase inhibitor as initial endocrine-based therapy for the
treatment of postmenopausal women with hormone receptor (HR)-positive, human epidermal growth
factor receptor 2 (HER2)-negative advanced or metastatic breast cancer.

* In combination with fulvestrant for the treatment of women with hormone receptor (HR)-positive, human
epidermal growth factor receptor 2 (HER2)-negative advanced or metastatic breast cancer with disease
progression following endocrine therapy.

« As monotherapy for the treatment of adult patients with HR-positive, HER2-negative advanced or
metastatic breast cancer with disease progression following endocrine therapy in the metastatic setting
and prior chemotherapy in the metastatic setting including taxane in adjuvant or metastatic setting.
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Verzenio should not be used in women after prior treatment with cyclin-dependent kinases
4 and 6 (CDK4 and CDK®) inhibitor.
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6.3 Interstitial Lung Disease (ILD)/Pneumonitis

Severe, life-threatening, or fatal interstitial lung disease (ILD) and/or pneumonitis can occur in
patients treated with VERZENIO and other CDK4/6 inhibitors. Across clinical trials (MONARCH
1, MONARCH 2, and MONARCH 3), 3.3% of VERZENIO-treated patients had ILD/pneumonitis
of any grade, 0.6% had Grade 3 or 4, and 0.4% had fatal outcomes. Additional cases of
ILD/pneumonitis have been observed in the postmarketing setting, with fatalities reported [see
Adverse Reactions (7.1)].

Monitor patients for pulmonary symptoms indicative of ILD/pneumonitis. Symptoms may include
hypoxia, cough, dyspnea, or interstitial infiltrates on radiologic exams. Infectious, neoplastic,
and other causes for such symptoms should be excluded by means of appropriate
investigations.

7 ADVERSE REACTIONS

The following adverse reactions are discussed in greater detail in other sections of the labeling:

. Diarrhea [see Warnings and Precautions (6.1)].

. Neutropenia [see Warnings and Precautions (6.2)].

. Interstitial Lung Disease (ILD)/Pneumonitis [see Warnings and Precautions (6.3)].
. Hepatotoxicity [see Warnings and Precautions (6.4)].

. Venous Thromboembolism [see Warnings and Precautions (6. 5)].
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