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BACKGROUND METHODS

The phase 3 JAVELIN Renal 101 trial (NCT02684006) in previously untreated patients with aRCC demonstrated e We examined baseline NER and its association with efficacy outcomes in patients in the avelumab + axifini
significantly improved PFS (hazard ratio [HR], 0.69; 95% CI, 0.574-0.825; p<0.0001) with avelumalb + axitinio and the sunitinib arms of JAVELIN Renal 101 (IA3 data cutoft, April 28, 2020)
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Association between neutrophil-to-eosinophil
ratio (NER) and efficacy outcomes in the

 OS and PFS per blinded independent central review (BICR) using RECIST 1.1 were summarized using the
— OS data were immature (HR, 0.80; 5% ClI, 0.616-1.027; p=0.0392) Kaplan-Meier method

lAVE LI N Re n al 1 01 Stu d\/ — The combinatfion arm had a higher ORR than the sunifinib arm (52.5% vs 27.3%)

NER has emerged as a potential prognostic biomarker in aRCC=3  The proportion of patients with confirmed objective response was calculated with corresponding 1-sided
95% Cl using the Clopper-Pearson method

 The Cox proportional hazards model was fitted to compute the HR and corresponding 95% CI

— Recent data suggest that a low baseline NER may be associated with improved outcomes with
Immuno-oncology-based combination treatment in aRCC=?3  Multivariable Cox regression analyses were also used to assess and adjust the tfreatment effect for relevant
baseline factors of potential prognostic impact

— However, robust analyses to validate NER as a prognostic biomarker for more recently approved immune
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e Results of the multivariate Cox regression models freating NER as
a continuous variable or binary variable are consistent with the
oreviously reported dichotomized analysis

BICR, blinded independent central review; HR, hazard ratio; NE, not evaluable; NER, neutrophile-to-eosinophil ratio; OS, overall survival; PFS; progression-free survival.

* A low NER was associated with improved OS in the sunitinib arm, but there
were no major differences in ORR or PFS

Table 1. PFS, 0S and OR by median NER

Figure 2. PFS per BICR and 0S according to NER in the sunitinib arm
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