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ct, circulating tumor; ET, endocrine therapy; N, node; OS, overall survival; PK, pharmacokinetics; PRO, patient-reported outcome; R, randomized; STEEP, Standardized Definitions for Efficacy End Points in Adjuvant Breast Cancer Trials.
a Enrollment of patients with stage Il disease was capped at 40%. > 5101 patients were randomized from January 10, 2019 to April 20, 2021. < Open-label design. ¢ Per investigator choice.
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and node_positive disease16 ) 51%\?:#7\': 285 262 258 250 244 235 177 67 5 o slé:;trfrsli\': 2261 2085 2012 1951 1853 1458 934 301 16 o . . .
100 - . . alone 328 300 294 287 276 258 188 80 5 o alone 2219 1938 1873 1791 1697 1337 877 273 21 o Table 2. Safety Profile of Ribociclib at 400 mg
. . . . . . 1
Results for distant disease—free survival favored ribociclib + '
: P _ H P RIB + NSAI NSAI alone
NSAI over NSAI alone 90 : Distant Disease—Free SurV|'vaI' (DPES) Overall Survival (OS) ne2525 2442
) ) 52 80 5% : 87.60/0: *  The absolute DDFS? benefit with ribociclib pIUS NSAI . The median fo"ow_up for OS was 35.9 months at AESIs. A P Grade >3 A q Grade >3
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0 6 12 18 24 30 36 42 48 54 104 Hazard ratio (95% 10| Hazard ratio 0.892 (0.661-1.203) Diarrhea 145 0.6 55 0.1
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No. at risk onths Nominal 1-sided P 0 6 12 18 24 30 36 42 48 54 VTE® 15 0.6 0.8 0.4
RIB + NSAI 2549 2350 2273 2204 2100 1694 111 368 21 0 No.atrisk  yalue -0010 No. at risk Montns ECG, electrocardiogram; MedDRA, Medical Dictionary for Regulatory Activities; VTE, venous thromboembolism.
NSAI a |0ne 2552 2241 21 69 2080 1 975 1 597 1 067 354 26 0 EISBATE,":QS:; 2552 2245 2171 2091 1990 1609 1080 356 26 0 EISBI-\ra’TErﬁzI gggg %ggg gggg gggg g%gg 12?% lgg? 22‘51 g? 8 a Gn_)yuped term that combines ngut’ropenia and neutrophil count decrease_d. b G’r_oupea_ t_en'n that _includes all preferred terms !dentiﬁed by standardized M_edDR/_\ queries for drgg-related hepatic qisorders. ¢ Grouped term. ¢ G_rouped term
that includes all preferred terms identified by standardized MedDRA queries for interstitial lung disease. ¢ Grouped term that includes all preferred terms identified by standardized MedDRA queries for venous thromboembolism.
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