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METHODS

 JAVELIN Bladder 100 (NCT02603432) is an international,
randomized, phase 3 trial that enrolled patients with
unresectable locally advanced or metastatic UC who
were progression free after 4-6 cycles of 1L platinum-based
chemotherapy (Figure 1)

BACKGROUND

* In the JAVELIN Bladder 100 trial, avelumab 1L maintenance + best supportive care (BSC) significantly
prolonged OS and PFS vs BSC alone in patients with advanced UC that had not progressed with
1L platinum-based chemotherapy'-2

Figure 1. JAVELIN Bladder 100 study design’
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— After 22 years of follow-up, median OS was 23.8 vs 15.0 months, respectively (hazard ratio,
0.76 [95% CI, 0.63-0.91]; 2-sided p=0.0036)'
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— Avelumab 1L maintenance was associated with acceptable long-term safety, including a low rate
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e Best response to 1L chemotherapy (CR or PR vs SD)
e Metastatic site when initiating 1L chemotherapy (visceral vs nonvisceral)

— The primary endpoint was OS, measured from

e Results from the trial supported the inclusion of avelumab 1L maintenance in updated infernational L
randomization after chemotherapy

treatment guidelines as a recommended freatment opftion for patients with advanced UC#»
* |n this post hoc analysis, subgroups of patients who had been

treated with avelumab for 21 or 22 years were analyzed

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;
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. TAssessed using the Ventana SP263 assay.

e Here, we report post hoc analyses from the JAVELIN Bladder 100 frial that assessed the probability of
additional OS, PFS, and safety in patients treated with avelumalb for 21 or 22 years
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Table 2. Summary of AEs occurring at any time and after 21 or 22 years of avelumab
treatment

Figure 2. Additional OS in patients who had received 1 or 2 years of avelumab

A.Patients with 21 year of avelumab treatment B. Patients with 22 years of avelumab treatment
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occurred after 1 year in 12% of patients and after 2 years in 6%

 Overall, these results suggest that people with advanced urothelial cancer who live
for at least 1 year while receiving avelumab maintenance treatment have a high
likelihood of surviving for another 1 or 2 years or longer, with a low frequency of severe
side effects

66.7%, respectively (Figure 3A)

e |In patients who had received 1 year of avelumab treatment, the probability of an
additional 1 or 2 years of OS was 93.2% and 79.6%, respectively (Figure 2A)

— In this subgroup, the probability of an additional 6 months or 1 year of PFS was 77.9% and

e |n patients who had received 2 years of avelumab treatment, the probability of an
additional 1 or 1.5 years of OS was 25.8% and 90.3%, respectively (Figure 2B)

— In this subgroup, the probability of an additional 6 months or 1 year of PFS was 82.9% and
66.7%, respectively (Figure 3B)

BSC, best supportive care; PFS, progression-free survival.

* |n patients who were still receiving avelumalb treatment at specified time points, rates of
AEs and TRAEs decreased over time (Table 2)

— Any-grade TRAEs occurred after 1 year in 50.0% of patients and after 2 years in 35.3%,
including grade =3 TRAEs in 11.9% and 5.9%, respectively

* |[n general, types of TRAEs that occurred after 1 or 2 years of freatment were consistent with
those observed in the overall population (Table 3)

TRAEs of any grade that occurred in 22% of patients who were treated for 21 or 22 years are shown.
TRAE, treatment-related adverse event.
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