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IBRANCE is indicated for the treatment of HR positive, HER2 negative advanced or metastatic
breast cancer in combination with:
* an aromatase inhibitor as initial endocrine based therapy in postmenopausal women, or
» fulvestrant in women with disease progression following endocrine therapy.
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1 INDICATIONS AND USAGE

IBRANCE is indicated for the treatment of HR-positive, HER2-negative advanced or metastatic

breast cancer in combination with:

o Letrozole-an aromatase inhibitor as initial endocrine-based therapy in postmenopausal women,
or

e fulvestrant in women with disease progression following endocrine therapy.

2 DOSAGE AND ADMINISTRATION
2.1 Recommended Dose and Schedule

The recommended dose of IBRANCE is a 125 mg capsule taken orally once daily for
21 consecutive days followed by 7 days off treatment to comprise a complete cycle of 28 days.

IBRANCE should be taken with food /see Clinical Pharmacology (12.3)].

Whengiven-with-IBRANCE; Administer the recommended dose of letrezele-is2-5-mg-taken-onece
dathy-econtinnousty-throughout- the 28-day-eyele-an aromatase inhibitor when given with IBRANCE.
Please refer to the full-preseribing-information-eftetrozole-Full Prescribing Information for the

aromatase inhibitor being used.




2.2 DOSE MODIFICATION

Permanently discontinue IBRANCE in patients with severe interstitial lung disease
(ILD)/pneumonitis.

Dose Modifications for Hepatic Impairment

No dose adjustment is required for patients with mild or moderate hepatic impairment (Child-Pugh
classes A and B). For patients with severe hepatic impairment (Child-Pugh class C), the
recommended dose of IBRANCE is 75 mg once daily for 21 consecutive days followed by 7 days
off treatment to comprise a complete cycle of 28 days [see Use in Specific Populations (8.6) and
Clinical Pharmacology (12.3)].

5 WARNINGS AND PRECAUTIONS
5.2 Interstitial Lung Disease (ILD)/Pneumonitis

Severe, life-threatening, or fatal interstitial lung disease (ILD) and/or pneumonitis can occur in
patients treated with cyclin-dependent kinase 4/6 (CDK4/6) inhibitors, including IBRANCE when
taken in combination with endocrine therapy.

Across clinical trials (PALOMA-1, PALOMA-2, PALOMA-3), 1.0% of IBRANCE-treated patients
had ILD/pneumonitis of any grade, 0.1% had Grade 3 or 4 and no fatal cases were reported.
Additional cases of ILD/pneumonitis have been observed in the postmarketing setting, with
fatalities reported [see Adverse Reactions (6.2)].

Monitor patients for pulmonary symptoms indicative of ILD/pneumonitis (e.g. hypoxia, cough,
dyspnea). In patients who have new or worsening respiratory symptoms and are suspected to have
developed pneumonitis, interrupt IBRANCE immediately and evaluate the patient. Permanently
discontinue IBRANCE in patients with severe ILD or pneumonitis /see Dosage and Administration

(2.2)].
6 ADVERSE REACTIONS
The following clinically significant adverse reactions are described elsewhere in the labeling:

e Neutropenia [see Warnings and Precautions (5.1)]
e ILD/Pneumonitis [see Warnings and Precautions (5.2)]
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