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NDV-01 is a novel sustained-release Intravesical formulation of Gem/Doce.

NDV-01 provides Durable 76% CR rate at 12 months with 95% CR rate at anytime in
high-risk NMIBC.

Tolerability profile remains favorable - no =2 Grade 3 TRAEs and no treatment-related
discontinuations.

CR Rate at 12 months EFS

Targeting two independent registrational pathways: 2L
BCG-Unresponsive NMIBC and adjuvant intermediate-
risk NMIBC
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vol. 211, no. 4, Jan. 2024, pp. 533-38, doi:10.1097/ju.0000000000003846. CIS: Carcinoma In Situ; Ta: Noninvasive papillary carcinoma; Tl: Tumor invades lamina propria; HG: High grade; CR Rate: Complete Response Rate; DOR: Duration of Response. EFS: Event Free Survival; PK: Pharmacokinetics; TURBT: Transurethral resection of bladder tumor; CR:
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