Exposure-response analysis of erdafitinib in patients with
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BLC3001 Study design Endpoint Biomarker/Prognostic HR/OR?(95% ClI) p-value® il
Subjects were assigned to Cohort 1 PO, Time Dependent (PET 1 Mg/dL increase) 0.53 (0.44, 0.65) <0.001
based upon prior treatment With an ECOG>1 (VS 0_1) 1.84 (1.09’ 3.11) 0.023 B = pOtime: 3.3mgidL{1.9-4.4] ™ POtime: 34mg/dL{0.8-4] " POLtme: 4 5mg/dL[4-5] " POstme: 5.7mg/dL{5-9.3]
anti-PD-(L)1 agent and were 0S -

. . . e Hemoglobin =10 g/dL vs <10 g/dL 0.53(0.35,0.78 0.001 Ly Ssamni -
randomized in a 1:1 ratio to erdafitinib 2 2 : ( ) " bt gy
versus Chemotherapy- In Cohort 2, Race: White (VS non'White) 1.58 (1.14, 2.20) 0.007 :; 50 :
subjects th? had not.received prior PFS PO, rimebependent (PET 1Mg/dL increase) 0.69 (0.60, 0.79) <0.001 £ 2: %L"”Z"—Lﬁ
treatment with an anti-PD-(L)1 agent Intercept 0.03(0.01,0.09)  <0.00f T T R e ® % & ok
were randomized in a 11 ratio to ORR ) - Subjects at risk:
erdafitinib versus pembrolizumab, PO avgeweeks (PEM 1 mg/dL increase) 1.84 (1.43, 2.37) . -

ECOG: Eastern Cooperative Oncology group; HR=hazard ratio; OR=odds ratio; Cl=confidence interval =
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Key Takeways
The relationship between serum PO, levels and efficacy/safety outcomes supported the appropriateness of serum PO,
concentration as a relevant pharmacodynamic biomarker for dose titration of erdafitinib.
The totality of the efficacy data, safety data, and ER analyses showed that the recommended dose regimen with
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