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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assessment

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

e Avelumab 1L maintenance is now considered standard of care in infernational treatment
guidelines#® .

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

Stratification
e Best response to 1L chemotherapy (CR or PR vs SD)
e Metastatic site when initiating 1L chemotherapy (visceral vs nonvisceral)

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.

PD-L1+ status was defined as PD-L1 expression in 225% of tumor cells or in 225% or 100% of tfumor-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 avelumab + BSC and 39.6 months (95% CI, 36.2-41.7)
N with BSC alone 100 bmol +85C  BSC alon 100

T. Powles,'S. H. Park,’ E. Voog,’ C. Caserta,* B. P. Valderrama,® H. Gurney,® Y. Loriot,” S. S. Sridhar,®
N. Tsuchiya,’ C. N. Sternberg,” . Bellmunt," ). B. Aragon-Ching,"” D. P. Petrylak,” ). A. Blake-Haskins,"
R. ]. Laliberte,” . Wang,™ N. Costa,™ P. Grivas"

'Barts Cancer Institute, Experimental Cancer Medicine Centre, Queen Mary University of London, St Bartholomew's Hospital, London, UK; ‘Sungkyunkwan University

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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*The upper tract was defined as the renal pelvis or ureter, and the lower tract as the bladder, urethra, or prostate gland.

TPatients 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, tfreatment-

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.

REFERENCES 1. Powles T, et al. N Engl J Med. 2020;383(13):1218-30. 2. NCCN Clinical Practice Guidelines. Bladder Cancer. V6.2021. 3. Powles T, et al. Ann Oncol. Published online November 27, 2021. 4. Cathomas R, et al. Eur Urol. 2022;81(1):95-103. 5. Japanese Urological Association. Supplemental to Clinical Practice Guidelines for Bladder Cancer (2019). Accessed January 26, 2022. https://www.urol.or.jp/lib/files/other/guideline/39_bladder_cancer_2019_rev2021_info.pdf. DISCLOSURES T. Powles has served in consulting or advisory roles for Astellas Pharma, AstraZeneca, Bristol Myers Squibb, Eisai, Exelixis, Incyte, Ipsen, Johnson & Johnson, Merck & Co., Kenilworth, NJ, Novartis, Pfizer, Roche, Seattle Genetics, and the healthcare business of Merck KGaA, Darmstadt, Germany; and has received travel and accommodations
expenses from AstraZeneca, Ipsen, Merck & Co., Kenilworth, NJ, Pfizer, and Roche; and research funding from Astellas Pharma, AstraZeneca, Bristol Myers Squibb, Eisai, Exelixis, Ipsen, Johnson & Johnson, Merck & Co., Kenilworth, NJ, Novartis, Pfizer, Roche, Seattle Genetics, and the healthcare business of Merck KGaA, Darmstadt, Germany. S. H. Park has received honoraria from Ono Pharmaceutical, Pfizer, and the healthcare business of Merck KGaA, Darmstadt, Germany; has served in consulting or advisory roles for Janssen; and has received research funding from Ono Pharmaceutical and Sanofi. E. Voog and C. Caserta have nothing to disclose. B. P. Valderrama has received honoraria from Bristol Myers Squibb, EUSA Pharma, lIpsen, Novartis, Pfizer, and Roche; has served in consulting or advisory roles for Astellas Pharma,
Bristol Myers Squibb, EUSA Pharma, lpsen, Merck & Co., Kenilworth, NJ, Pfizer, Roche, and Sanofi; and has received travel and accommodations expenses from Astellas Pharma, Bristol Myers Squibb, Ipsen, Merck & Co., Kenilworth, NJ, Pfizer, and Roche. H. Gurney has served in consulting or advisory roles for AstraZeneca, Bristol Myers Squibb, lpsen, Janssen-Cilag, Merck & Co., Kenilworth, NJ, Pfizer, Roche, and the healthcare business of Merck KGaA, Darmstadt, Germany; has provided speakers services for the healthcare business of Merck KGaA, Darmstadt, Germany; and has received travel and accommodations expenses from AstraZeneca. Y. Loriot has served in consulting or advisory roles for Astellas Pharma, AstraZeneca, Bristol Myers Squibb, Immunomedics, Janssen, Janssen (Inst), Merck & Co., Kenilworth, NJ, Merck &
Co., Kenilworth, NJ (Inst), Roche, Seattle Genetics, and Taiho Pharmaceutical; has received travel and accommodations expenses from Astellas Pharma, AstraZeneca, Janssen Oncology, Merck & Co., Kenilworth, NJ, Roche, and Seattle Genetics; has received honoraria from Pfizer and Sanofi; and has received institutional research funding from AstraZeneca, Boehringer Ingelheim, Clovis Oncology, CureVac, Exelixis, Incyte, Janssen Oncology, Medivation, Merck & Co., Kenilworth, NJ, Nektar, Oncogenex, Pfizer, and Sanofi. S. S. Sridhar has served in consulting or advisory roles on behalf of their institution for Astellas Pharma, AstraZeneca, Bayer, Bristol Myers Squibb, Immunomedics, Janssen, Merck & Co., Kenilworth, NJ, Pfizer, Roche/Genentech, and Sanofi; and has received institutional research funding from Bayer, Janssen,
and Pfizer. N. Tsuchiya has received honoraria from Astellas Pharma, Bayer, Bristol Myers Squibb, Eisai, Janssen, Merck & Co., Kenilworth, NJ, Pfizer, Takeda, and the healthcare business of Merck KGaA, Darmstadt, Germany; and research funding from Eisai. C. N. Sternberg has served in consulting or advisory roles for Astellas Pharma, AstraZeneca, Bayer, Bristol Myers Squibb, Foundation Medicine, Genzyme, Immunomedics, Incyte, Medscape, Merck & Co., Kenilworth, NJ, Pfizer, Roche, the healthcare business of Merck KGaA, Darmstadt, Germany, and UroToday. J. Bellmunt has served in consulting or advisory roles for Astellas Pharma, AstraZeneca/Medimmune, Bristol Myers Squibb, Genentech, Novartis, Pfizer, and the healthcare business of Merck KGaA, Darmstadt, Germany; has received fravel and accommodations
expenses from lpsen, Merck & Co., Kenilworth, NJ, and Pfizer; has stock and other ownership interests in Rainier Therapeutics; has received honoraria from UpToDate; and has received institutional research funding from Millennium, Pfizer/the healthcare business of Merck KGaA, Darmstadt, Germany, and Sanofi. J. B. Aragon-Ching has served in consulting or advisory roles for Algeta/Bayer, Amgen, AstraZeneca, AstraZeneca/Medlmmune, AVEO, Bayer, Dendreon, Immunomedics, Janssen Biotech, Merck & Co., Kenilworth, NJ, Pfizer, Sanofi, Seattle Genetics, and the healthcare business of Merck KGaA, Darmstadt, Germany; has provided speakers services for Astellas Pharma, Bristol Myers Squibb, Janssen-Ortho, and Seattle Genetics/Astellas; has received travel and accommodations expenses from Algeta/Bayer, Astellas
Pharma, Bristol Myers Squibb, Dendreon, and the healthcare business of Merck KGaA, Darmstadt, Germany; and has received honoraria from Astellas Scientific and Medical Affairs Inc., Bristol Myers Squibb, and the healthcare business of Merck KGaA, Darmstadt, Germany. D. P. Petrylak has served in consulting or advisory roles for Advanced Accelerator Applications, Amgen, Astellas Pharma, AstraZeneca, Bayer, Bicycle Therapeutics, Bristol Myers Squibb, Boehringer Ingelheim, Clovis Oncology, Exelixis, Gilead Sciences, Incyte, Ipsen, Janssen, Lilly, Mirati Therapeutics, Monopteros Therapeutics, Pfizer, Pharmacyclics, Regeneron, Roche, Seattle Genetics, and UroGen Pharma; has provided expert testimony for Celgene and Sanofi; has stock and other ownership interests in Bellicum Pharmaceuticals and TYME; and has
received institutional research funding from Advanced Accelerator Applications, Agensys, Astellas Medivation, AstraZeneca, Bayer, BioXcel Therapeutics, Bristol Myers Squibb, Clovis Oncology, Eisai, Endocyte, Genentech, Gilead Sciences, Innocrin Pharma, Lilly, Medimmune, Medivation, Merck & Co., Kenilworth, NJ, Mirati Therapeutics, Novartis, Pfizer, Progenics, Replimune, Roche, Sanofi, and Seattle Genetics. J. A. Blake-Haskins reports employment by, and stock and other ownership interests in Pfizer; and their immediate family reports employment by, and stock and other ownership interests in Gilead Sciences. R. J. Laliberte reports employment by, and stock and other ownership interests in Pfizer. J. Wang reports employment by Pfizer. N. Costa reports employment by, stock and other ownership interests in, and honoraria
from Pfizer. P. Grivas has served in consulting or advisory roles for 4D Pharma PLC, Astellas Pharma, AstraZeneca, Bristol Myers Squibb, Dyania Health, Exelixis, Genentech, Gilead Sciences, Guardant Health, Infinity Pharmaceuticals, Janssen, Merck & Co., Kenilworth, NJ, Mirati Therapeutics, Pfizer, QED Therapeutics, Regeneron Pharmaceuticals, Roche, Seattle Genetics, the healthcare business of Merck KGaA, Darmstadt, Germany, and UroGen Pharma; and has received institutional research funding from Bavarian Nordic, Bristol Myers Squibb, Clovis Oncology, Debiopharm Group, G1 Therapeutics, GlaxoSmithKline, Immunomedics, Kure It Cancer Research, Mirati Therapeutics, Merck & Co., Kenilworth, NJ, Pfizer, QED Therapeutics, and the healthcare business of Merck KGaA, Darmstadt, Germany. ACKNOWLEDGMENTS The
authors thank the patients and their families, investigators, co-investigators, and the study teams at each of the participating centers. This trial was sponsored by Pfizer as part of an alliance between Pfizer and the healthcare business of Merck KGaA, Darmstadt, Germany (CrossRef Funder ID: 10.13039/100009945). Medical writing support was provided by Jamie Ratcliffe of ClinicalThinking and was funded by Pfizer and the healthcare business of Merck KGaA, Darmstadt, Germany.

Presented at JADPRO Live 2022, October 20-23, 2022; Aurora, CO. Data originally presented at the 2022 ASCO Genitourinary Cancers Symposium, February 17-19, 2022; San Francisco, CA; Hybrid; Abstract No. 487.



