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BACKGROUND

• Patients with MIBC are at significant risk of disease recurrence after surgery (RC + PLND), with a median 
overall survival of < 5 years1,2

• Neoadjuvant cisplatin-based chemotherapy (with/without perioperative durvalumab, or adjuvant 
nivolumab for high-risk disease) and RC + PLND is standard of care for patients with MIBC3,4

• Nearly 50% of patients with MIBC are ineligible for cisplatin (per Galsky criteria)5-8

- These patients have no neoadjuvant options and tend to be older, frailer, and have more 
comorbidities

• Limited literature in this cisplatin-ineligible population with MIBC suggests poor outcomes with RC + 
PLND alone, highlighting a significant unmet medical need5-7

- No prior phase 3 trial has shown benefit from perioperative therapy in this population

• Enfortumab vedotin (EV) + pembrolizumab (pembro) has strong rationale for investigation in the 
perioperative setting in this population

MIBC, muscle-invasive bladder cancer; RC + PLND, radical cystectomy with standard pelvic lymph node dissection
1. Barton Grossman et al. N Engl J Med 2003; 2. International Collaboration of Trialists et al. J Clin Oncol 2011; 3. Powles T, et al. Ann Oncol 2022; 4. NCCN Bladder 
Cancer (v1.2025); 5. Fazili AN, et al. J Urol 2025; 6. Jiang DM, et al. Nat Rev Urol 2021; 7. Galsky MD, et al. Lancet Oncol 2011; 8. Dash A, et al. Cancer 2006.
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STUDY DESIGN (NCT03924895)
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STUDY DESIGN (NCT04700124)
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KEYNOTE-905 / EV-303: Topline results
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TIMELINE OF STUDY DESIGN DEVELOPMENT
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STATISTICAL CONSIDERATIONS
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PARTICIPANT DISPOSITION
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BASELINE CHARACTERISTICS
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PARTICIPANT DISPOSITION
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BASELINE CHARACTERISTICS
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Toxicities
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- The number of cystectomy’s will increase:  agree / disagree

- Radiochemotherapy of the bladder will increase: agree / disagree

- Active surveillance will increase:    agree / disagree

MUSCLE INVASIVE BLADDER CANCER (POLL)



Systemic therapy should come first, with the 
locoregional approach to be discussed later.

- Vulsteke C

Looking forward in MIBC…
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