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BACKGROUND METHODS/STUDY DESIGN
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with comparable survival in select patients. cycles) (1malkg dose day 1 and day 8) without cystoscopy
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Combining EV with RT may enhance local control while K(ak)ne or combination) / i —— i —

expanding eligibility for bladder preservation.’
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Current Status: Actively recruiting We are currently in phase | component with interim analysis
Target Enrollment: 41 patients pending.

Study Start: October 2024

Primary Completion: September 2025
Estimated Study Completion: September 2027
ClinicalTrials.gov ldentifier: NCT06434350

Primary Objective:
« Estimate progression-free survival (PFS) with EV and

concurrent RT in patients with locally advanced MIBC We hypothesize that concurrent EV and RT will:

* |Improve local disease control and PFS
« Serve as a viable bladder-preserving alternative
» ldentify biomarkers predictive of treatment response

Secondary Objectives:
Evaluate overall survival (OS) and metastasis-free
survival (MFS) at 12 months
Assess treatment-related toxicity
Measure rates of genitourinary (GU) events (e.g.,
strictures, hematuria)
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Exploratory Objectives:

 |dentify blood- and urine-based biomarkers predictive of
treatment response
Evaluate patient-reported outcomes (PROs) including
health-related quality of life
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