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Background

e Immuno-oncologic combination of nivolumab plus ipilimumab (NIVO+IPI) is
one of the most recent standard-of-care options for the first-line
treatment of intermediate/poor (I/P)-risk advanced renal cell carcinoma
(@aRCC) 1

Objective

e To estimate the proportion of patients who are progression-free LTS based

on analysis of PFS data for NIVO+IPI in previously untreated, |/P-risk aRCC
from CheckMate 214 trial [Clinical Trials.gov identifier: NCT02231749]

Methods

Figure 2. Proportion of progression free LTS and corresponding 95% Cls for NIVO+IPI estimated from MCMs for 48- and 60-month DBLs
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Discussion
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e The existence and the strength of the PFS plateau for NIVO+IPI patients in
the trial was accurately captured by MCMs

e Estimated LTS rates were consistent across models and both DBLs, showing
approximately one-third of |/P-risk patients with aRCC treated with
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e This analysis was limited to NIVO+IPI patients and PFS data only

— Given the mechanism of action for SUN, there is not a clinical
expectation of durable PFS benefit as seen in immuno-oncologic
combinations, and therefore, applying MCMs was not deemed
appropriate

S(t) = S*(t)[m + (1 - m)S,(t)], in which

48-month DBL

delayed separation of the curves after approximately 6 months 60-month DEL

(HR: 0.73 [95% CI, 0.61-0.87])°

— PFS data for NIVO+IPI exhibited a survival plateau above 30% from
year 2 in the |/P population, whereas the PFS data for SUN

« S(t) is survival at time t for the overall population
« S*(t) is background survival at time t (i.e., 1 - background

EXP: exponential; DBL: database lock; Gen Gam: generalized gamma; Gomp: Gompertz; LL: log-logistic; LN: lognormal; LTS: long-term survivors; Weib: Weibull
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