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INTRODUCTION

Young Onset Bladder Cancer (YOBC) is a newly defined entity

The Bladder Cancer Advocacy Network (BCAN) and International Bladder
Cancer Group (IBCG) arrived at a consensus definition of YOBC as a
diagnosis aged <50 years’

The YOBC population is distinguished by a higher percentage of low-
grade (LG) disease than is typically diagnosed in an older population
Low-grade, intermediate-risk, non-muscle invasive bladder cancer
(LG-IR-NMIBC) can be managed with a transurethral resection of bladder

tumor (TURBT), a surgical procedure conducted under general
anesthesia; however, disease recurrence is common?

UGN-102, a reverse thermal hydrogel formulation of mitomycin (75mg
dose), is a US Food and Drug Administration (FDA)-approved non-
surgical chemoablative treatment for adults with recurrent LG-IR-NMIBC
that can be administered via a urinary catheter in an ambulatory setting

OBJECTIVE: To assess the efficacy of UGN-102 across different age

subgroups of patients with recurrent LG-IR-NMIBC, using pooled data
from three prospective clinical trials: OPTIMA |l (phase 2b), ENVISION
(pivotal phase 3), and ATLAS (phase 3)

METHODS

« Data from 3 prospective trials were pooled to assess the 3-month complete
response (CR) and long-term duration of response (DoR) of UGN-102-
treated patients with recurrent LG-IR-NMIBC: OPTIMA Il (NCT03558503),3
ENVISION (NCT05243550),4 and ATLAS (NCT04688931)°

— Patients received six once-weekly intravesical instillations of UGN-102
(75 mq)

— CR: absence of bladder cancer per negative white light cystoscopy,
negative urine cytology, and, when indicated, a negative for-cause biopsy

— Qutcomes were analyzed by age group at baseline: <50 vs >50 years;
<55 vs 255 years; and <65 vs 265 years

— DoR was assessed using Kaplan—Meier (KM) methods

— The pivotal, ongoing ENVISION trial includes up to 5 years of follow-up
and was analyzed separately to evaluate longer-term DoR

RESULTS

« Baseline patient demographics and prognostic factors are shown in Table 1
* Pooled baseline characteristics were generally similar:

— Across the pooled analysis age groups, = 60% of patients were male,
= 95% were White, 2 67% were not from the US, = 93% received all 6
instillations of UGN-102, = 85% had a tumor longest diameter < 3 cm,
and = 81% of patients had multiple tumors
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Abbreviations: eCRF, electronic case report form; NMIBC, non-muscle invasive bladder cancer; TURBT, transurethral resection of
bladder tumor.
@ Based on data from Urothelial Carcinoma Medical History eCRF page.

d Estimated using the Kaplan—Meier method with confidence intervals computed using the Greenwood method with log—log transformation. DoR
is defined as time from CR at 3-month assessment until the earliest date of recurrence, progression, or death.

¢ Estimated using the reverse Kaplan—Meier method.
f Estimated using the reverse Kaplan—Meier method, with confidence intervals computed using the Brookmeyer—Crowley method.
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