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ABSTRACT

BACKGROUND

No treatment has surpassed platinum-based chemotherapy in improving overall sur-
vival in patients with previously untreated locally advanced or metastatic urothelial
carcinoma.

METHODS
We conducted a phase 3, global, open-label, randomized trial to compare the ef-
ficacy and safety of enfortumab vedotin and pembrolizumab with the efficacy and
safety of platinum-based chemotherapy in patients with previously untreated locally
advanced or metastatic urothelial carcinoma. Patients were randomly assigned in a
1:1 ratio to receive 3-week cycles of enfortumab vedotin (at a dose of 1.25 mg per
kilogram of body weight intravenously on days 1 and 8) and pembrolizumab (at a
dose of 200 mg intravenously on day 1) (enfortumab vedotin—pembrolizumab group)
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