METHODS

In the phase 3 JAVELIN Bladder 100 trial (NCT02603432), enrolled patients had unresectable
locally advanced or metastatic UC that had not progressed with 4-6 cycles of 1L
gemcitabine + cisplatin or carboplatin

BACKGROUND

* In the JAVELIN Bladder 100 trial, avelumab 1L maintenance + BSC significantly prolonged .
OS vs BSC alone in patients with advanced UC that had not progressed with 1L platinum-
containing chemotherapy’

Figure 1. JAVELIN Bladder 100 study design’
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e We report updated JAVELIN Bladder 100 data from an exploratory analysis with 22 years of
follow-up in all patients (additional 19 months of median follow-up from the initial analysis),
enabling assessment of longer-term efficacy and safety

Adverse events (AEs) were graded according to the National Cancer Institute Common
Terminology Criteria for Adverse Events version 4.03

1L, first line; BSC, best supportive care; CR, complete response; OS, overall survival; PD, progressive disease; PFS, progression-free survival; PR, partial response; R, randomization;
RECIST 1.1, Response Evaluation Criteria in Solid Tumors version 1.1; SD, stable disease; UC, urothelial carcinoma.

*BSC (eg, antibiotics, nutritional support, hydration, and pain management) was administered per local practice based on patient needs and clinical judgment; other antitumor
therapy was not permitted, but palliative local radiotherapy for isolated lesions was acceptable.

TPD-L1+ status was defined as PD-L1 expression in 225% of tumor cells or in 225% or 100% of tumor-associated immune cells if the percentage of immune cells was >1% or <1%,
respectively (Ventana SP263 assay).

RESULTS

* Baseline characteristics are shown in Table 1 Figure 2. 0S and investigator-assessed PFS in the overall population and the PD-L1+

* At data cutoff (June 4, 2021), median follow-up in all randomized patients was population
38.0 months (95% CI, 36.1-40.5) with avelumalb + BSC and 39.6 months (?5% ClI, 36.2-41.7)
N with BSC alone 100 omab C olon 100
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Table 2. OS in subgroups defined by best response to 1L chemotherapy in the
overall population

Median OS (95% CI), months
Avelumab + BSC BSC alone HR (95% CI)

OS in the PD-L1+ population

Avelumab + BSC

OS in the overall population

Avelumab + BSC BSC alone BSC alone
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1L, first line; BSC, best supportive care; CR, complete response; PR, partial response; SD, stable disease. Favors avelumalb + BSC Favors BSC alone R
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*The upper tract was defined as the renal pelvis or ureter, and the lower tract as the bladder, urethra, or prostate gland.

Patients who switched platinum regimens while receiving 1L chemotherapy.

1L, first line; BSC, best supportive care; CR, complete response; ECOG, Eastern Cooperative Oncology Group; HR, hazard ratio; OS, overall survival; PR, partial response; SD, stable disease.

*HRs and Cls were calculated using a Cox proportional hazards model.
tStratified by best response to 1L chemotherapy (CR or PR vs SD) and metastatic disease site when initiating 1L chemotherapy (visceral vs nonvisceral).

*Patients who switched platinum regimens while receiving 1L chemotherapy.

AE, adverse event; BSC, best supportive care; TEAE, treatment-emergent adverse event; TRAE, freatment-

related adverse event.
*Patients with 212 months of freatment.
TAll freated patients.

Table shows TEAEs of any grade occurring in 210% of patients with
212 months of treatment.

BSC, best supportive care; TEAE, treatment-emergent adverse event.
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