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INTRODUCTION

* In the NATALEE frial, the addition of ribociclib to standard-of-care nonsteroidal
aromatase inhibitor (NSAl) demonstrated a significant improvement in invasive disease-

frea survival (iIDFS) over NSAI alone in patients with stage Il or lll hormone receptor-
positive/human epidermal growth l‘ldor receptor 2-negative (HR+/HER2~) early breast

cancer (EBC) at risk of recurrence’?

Second interim efficacy analysis (median iDFS follow-up, 27.7 mo): 20.2% of patients

had completed the planned 3 years of ribociclib treaiment; Hazard ratio, 0.748 (95%

C1,0,618-0.906); 1-sided P=0.0014 7

Protocol-specified final IDFS analysis (median iDFS follow-up, 33.3 mo): 42.8% of
patients had completed 3 years of ribociclib; Hazard ratio, 0.749 (95% CI, 0.628-
0.892); nominal 1-sided P=0.0006 3

We report results from an axploratory 4-year landmark analysis of NATALEE, with an
additional 10.9 months of follow-up since the final iDFS analysis, assessing efficacy

and safety beyond the planned 3-year treatment duration with all patients
off ribociclib

RESULTS

METHODS
Figure 1. NATALEE Study Design®*®
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iDFS Across Key Prespecified Subgroups

Table 1. NATALEE iDFS Analyses Over Time

Second Interim Protocokspecified  4year
Ausiynbins potute efficacy analysis'  final IDFS analysis’  landmark analysis
Data cutoff 11 Jonary 2023 21 Jiy 2023 29 April 2024
Median follow-up for iDFS,
2 a7 33 “z
1DFS avents, n ) 509 503
Off RIB treatment, % 540 783 100
Completed 3 years of RIB
syt 22 428 828
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Figure 5. iDFS by NO (A) and N1-3 (B) Disease
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years of ribociclib to adjuvant NSAI in a broad population of
patients with HR+/HER2- EBC at risk of recurrence
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Table 3. The majority of IDFS events were
distant recurrences, which were more
common in the NSAI only arm

Figure 3. Breakdown of
Distant Metastases in ITT Population
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