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Early breast cancer

Kisqali in combination with an aromatase inhibitor is indicated for the adjuvant treatment of patients
with hormone receptor (HR)-positive, human epidermal growth factor receptor 2 (HER2)-negative
early breast cancer at high risk of recurrence (see sections 4.2 and 5.1 for selection criteria).

In pre- or perimenopausal women, or in men, the aromatase inhibitor should be combined with a
luteinising hormone-releasing hormone (LHRH) agonist.

Advanced or metastatic breast cancer

Kisqali is indicated in combination with:

o a non-steroid aromatase inhibitor for the treatment of pre/perimenopausal or postmenopausal
women, with hormone receptor (HR)-positive, human epidermal growth factor receptor 2
(HER2)-negative locally advanced or metastatic breast cancer, as initial endocrine-based therapy; or

. fulvestrant for the treatment of men and postmenopausal women with HR-positive, HER2-
negative advanced or metastatic breast cancer, as initial endocrine-based therapy or following disease
progression on endocrine therapy.

In pre- or perimenopausal women, the endocrine therapy should be combined with a LHRH agonist.
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4. CLINICAL PARTICULARS

4.4 Special warnings and precautions for use

Critical visceral disease

cacvand safetvofribociclib have not beenstudied DA h-eritical v al disease- A
longer time to response (TTR) has been observed in patients treated with ribociclib plus a non-
steroidal aromatase inhibitor (NSAI) compared to those treated with combination chemotherapy
in a clinical study (see section 5.1). This should be considered by the treating physician
managing patients with critical visceral disease who may be considered for ribociclib plus NSAI
therapy.

5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Study CLEE01143201C (RIGHT Choice)

RIGHT Choice was a randomised, open-label, phase IT study (N=222) comparing the combination of ribociclib plus NSAI (letrozole or anastrozole)
plus goserelin (n=112) versus combination chemotherapy (docetaxel plus capecitabine, paclitaxel plus gemcitabine, or capecitabine plus vinorelbine
1=110) in pre-/perimenopausal women with HR-positive, HER2-negative advanced breast cancer for whom combination chemotherapy was
indicated. Patients had not received prior hormonal therapy, except LHRH agonist. nor chemotherapy for advanced breast cancer.

The primary endpoint of progression-free survival (PFS) was met af the time of primary analysis (12 April 2022 cut-off), with a statistically
significant improvement in PFS in the ribociclib plus NSAI arm compared to the combination chemotherapy arm (HR: 0.536, 95% CT: 0.363, 0.793 at
one-sided stratified log-rank test p-value=0.000727). The median PFS was 24.0 months in the ribociclib plus NSAT arm versus 12.3 months in the
combination chemotherapy arm.

Secondary endpoints included overall response rate (ORR) and time to response (TTR) as determined by local investigator assessment without image
confirmation. The unconfirmed ORR was 65.2% in the ribociclib plus NSAT arm versus 60.0% in the combination chemotherapy arm. The median
TTR was 4.9 months in the ribociclib plus NSAT arm versus 3.2 months in the combination chemotherapy arm.

0S data was immature at final data cut-off date (10 May 2023) with 34 deaths (30.4%) in the ribociclib plus NSAI arm and 29 deaths (26.4%) in the
combination chemotherapy arm. The median OS was not reached in the ribociclib plus NSAT arm (95% CI. 38.6 months, NE) or the combination
chemotherapy arm (95% CIL: 30.8 months, NE); HR: 0.92, 95% CI. 0.56, 1.52.
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