Real-world effectiveness and treatment patterns in BACKGROUND METHODS

patients with locally advanced or metastatic :

In the JAVELIN Bladder 100 phase Il trial, avelumab 1LM plus best supportive care (BSC) significantly prolonged OS and PFS vs BSC alone in patients with la/mUC that had not progressed after 1L PBC!2 « JAVEMACS chart review (NCT06412848) is a multicenter, non-interventional, retrospective study based on data from medical charts of patients tfreated across 26 university hospitals
urothelial carcinoma receiving avelumab first-line — After 22 years of follow-up (data cutoff: June 4, 2021), median OS (from randomization) was 23.8 vs 15.0 months, respectively (hazard ratio, 0.76 [95% Cl, 0.63-0.91]; 2-sided p=0.0036)' and cancer institutes in Japan
. . — The long-term safety of avelumab 1LM was demonstrated, with no new safety concerns,! and no detrimental impact on quality of life was observed? * Eligible patients were aged 218 years, had la/mUC with no disease progression following 1L PBC, and received their first dose of avelumab 1LM between February 2021 and
maintenance in Japan: long-term follow-up results December 2023

* Avelumab was approved in Japan on February 24, 2021, as maintenance therapy for patients with unresectable la/mUC without disease progression following 1L PBC, based on the JAVELIN Bladder 100

frial, 12 and continues to be recommended in clinical practice guidelines published by the Japanese Urological Association?  Data were collected retrospectively, and patients were followed up until death due to any cause, the end of the data collection period, or loss to follow-up, whichever

occurred first
* The primary objectives of this study were to describe:
— Baseline characteristics of patients at initiation of avelumab 1LM

from the JAVEMACS chart review study

* In routine clinical practice, patient characteristics (such as age and primary tumor location) and details of 1L chemotherapy regimens often differ from those in clinical trials. Therefore, country-specific
real-world data are needed to confirm whether the survival benefits seen in JAVELIN Bladder 100 frial'2 can be reproduced in daily clinical practice in Japan

T. Kobayashi,' H. Kitamura,2 S. Shirotake,?® M. lkeda,* K. Yonemori,> N. Kawamura,®
T. Abe,” A. Fujihara,® M. Nagata,? K. Fujimoto,’ T. Nakagawa," S. Hatakeyama,?
K. Nishihara,” R. Aizawa,? D. lkarashi,’* N. Masumori,’® S. Naito,"” M. Shono,®

G. Kimura,” E. Kikuchi??

'Department of Urology, Kyoto University Graduate School of Medicine, Kyoto, Japan; ‘Department of Urology, Faculty of Medicine, University of Toyama, Toyama, Japan; ‘Department
of Uro-Oncology, Saitama Medical University International Medical Center, Saitama, Japan; ‘Department of Urology, Kitasato University School of Medicine, Kanagawa, Japan;
°Department of Medical Oncology, National Cancer Center Hospital, Tokyo, Japan; “Department of Urology, Osaka International Cancer Institute, Osaka, Japan; ‘Department of Renal and
Genitourinary Surgery, Hokkaido University Graduate School of Medicine, Hokkaido, Japan; "Department of Urology, Kyoto Prefectural University of Medicine, Kyoto, Japan; "Department
of Urology, Juntendo University Graduate School of Medicine, Tokyo, Japan; “Department of Urology, Nara Medical University, Nara, Japan; "Department of Urology, Teikyo University
School of Medicine, Tokyo, Japan; “Department of Urology, Hirosaki University Graduate School of Medicine, Aomori, Japan; "Department of Urology, Kurume University School of
Medicine, Fukuoka, Japan; "Department of Radiation Oncology and Image-Applied Therapy, Kyoto University Graduate School of Medicine, Kyoto, Japan; “Department of Urology, Iwate
Medical University School of Medicine, Iwate, Japan; “Department of Urology, Sapporo Medical University School of Medicine, Hokkaido, Japan; "Department of Urology, Yamagata
University Faculty of Medicine, Yamagata, Japan; "Medical Department, Merck Biopharma Co., Ltd., Tokyo, Japan, an affiliate of Merck KGaA, Darmstadt, Germany; “Department of
Urology, Nippon Medical School Hospital, Tokyo, Japan; *’Department of Urology, St Marianna University School of Medicine, Kanagawa, Japan

* JAVEMACS chart review study investigated the background, treatment patterns, the clinical outcomes, and its predictive factors of patients who received avelumab 1LM for la/mUC through medical chart

review in Japan?®

— The primary analysis results suggested the overall effectiveness of avelumab 1LM in a heterogeneous population?

— Median OS from the start of avelumab 1LM was 31.8 months (95% Cl, 24.6-not estimable [NE]) and was comparable with that reported in JAVELIN Bladder 100 trial'2 as well as large observational .
studies from Europe and the US¢8

* Here, we report the long-term outcomes and treatment patterns from the extended follow-up of the JAVEMACS study

RESULTS

Patient characteristics

Avelumab maintenance therapy and subsequent treatment

— Characteristics of 1L PBC received prior to avelumab 1LM
— Subsequent tfreatments received after avelumab 1LM

* Key secondary objectives included OS, PFS, and PFS2 from the start of avelumab 1LM

Continuous variables were summarized using descriptive statistics, and categorical variables were summarized as frequency counts and percentages

* Time-to-event endpoints (OS, PFS, and PFS2) were analyzed using the Kaplan-Meier method and prognostic factors for OS were explored using univariate and multivariate Cox

regression models

Figure 2A. Kaplan-Meier analysis of 0S from start of avelumab 1LM

Table 2. Univariate and multivariate analysis of factors associated with 0S from start of avelumab 1LM
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clinical trials

Data cutoff: May 31, 2025. The median observation period from the start of avelumab 1LM in the overall population was 34.0 months (reverse
Kaplan-Meier method). The median duration from the first dose of 1L PBC to the start of avelumab 1LM was 4.4 months.

1L, first line; 1LM, first-line maintenance; Cl, confidence interval; OS, overall survival; PBC, platinum-based chemotherapy; PFS, progression-
free survival; PFS2, PFS from 1LM start to 2L progression or death.

The duration of response to freatments in patients who received curative-intent local
therapy after start of avelumab 1LM or subsequent systemic therapy is shown in Figure 3

— The BOR to 1L PBC was complete response in 31 patients (8.9%), partial
response in 180 (51.6%), and stable disease in 138 (39.5%)
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