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Impact of Ribociclib Dose
Modifications on Overall
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HR+/HER2- Advanced Breast

- In the final protocol-specified OS analysis of ML-2, the median OS was
63.9 months with RIB plus letrozole (LET) vs 51.4 months with PBO plus LET

- For example, Figure 2 presents a patient who had an overall RDI of 80%, and the
first dose modification occurred after 40% of the entire treatment duration; this
results in an RDI2 of 67%
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A prior analysis of the ML-3 and -7 trials demonstrated that RIB dose - All patients were categorized in the “high” group and then either remained or were

. . - . g d to the “medium’ or “low” groups based on the tertile of RDI2 at the time of
modifications (reductions and/or interruptions based on protocol guidance), MONALEESA-2 T first dose reducton or intsrupton (Rl) =g X 2 !
a when needed, did not impact OS benefit with RIB plus ET’ N =668 g a0t ays . first dose reduction/interruption and stayed in the respective group until death or
Cancer in MONALEESA-2 st et censoring. With dose reduction as the time-varying covariate, it was defined in a
We report data on the impact of RIB dose modifications on OS benefit in PBO (3 weeks on/1 week off) iy Roiz similar manner
i ¥ +
Lmv. ell Hart,' Aditya Bardia,? J. Thaddeus Bex patients from the ML2 trial LET (2.5 mg/day continuous) D = Median OS was determined using a modified Kaplan-Meier method
on,? Joohyuk Sohn, overail RDI =
Lo e 0% « Hazard ratios for yes vs no are presented for dose reduction, whereas hazard ratios
e for medium vs high and low vs high are presented for RDI2
RESULTS
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