
RESULTS (cont.)
• The majority of patients included in OPTIMA II had recurrent

disease at parent study baseline (77.8%), with multiple prior
TURBT procedures (Table 1)

• Among the 41 patients achieving a complete response (CR)
at 3 months, 25 remained in CR at 12 months and 17 entered
long-term follow-up

–   The median Kaplan–Meier estimate of duration of response
(DoR) was 24.2 months (95% confi dence interval [CI] 9.72,
47.18), with a median follow-up time of 33.6 months
(95% CI 10.78, 42.94) (Figure 2)

• 20 patients (48.8%) experienced recurrence of low-grade (LG)
disease, 1 patient progressed to high-grade (HG) disease, and
1 patient died due to a cardiac disorder

• 5 patients remained disease-free at the time of the 4-year data
analysis (Table 2)

CONCLUSIONS
• Patients with LG-IR-NMIBC who achieved CR after receiving

treatment with UGN-102 experienced clinically meaningful
long-term response, with an estimated DoR of about 2 years

• In addition, recurrence events that occurred were of LG
disease

• These results demonstrate that treatment with UGN-102
results in a clinically meaningful DoR in patients with newly
diagnosed or recurrent LG-IR-NMIBC

• UGN-102 may represent a durable and safe non-surgical
alternative to TURBT, the current standard of care, for
treating these patients

Neal D. Shore1*, K. Kent Chevli2, Andrew Trainer3, Daniel Saltzstein4, Yaron Ehrlich5, Jay D. Raman6, Boris Friedman7, Alexander Sankin8, Douglas Scherr9, William C. Huang10, Michael J. Louie11, Sunil Raju11, Brent Burger11, Andrew Meads11, Mark Schoenberg11,12; on behalf of the OPTIMA II Study Group
1Atlantic Urology Clinics, Carolina Urologic Research Center, Myrtle Beach, SC, USA; 2State University of New York at Buffalo Jacobs School of Medicine and Biomedical Sciences, Buffalo, New York, NY, USA; 3Adult Pediatrics Urology & Urogynecology, Omaha, NE, USA; 4Urology San Antonio, San Antonio, TX, USA; 5Rabin Medical Center, Petah-Tikva, Israel; 6Penn State Health Milton 
S. Hershey Medical Center, Hershey, PA, USA; 7Lady Davis Carmel Medical Center, Technion Israel Institute of Technology, Haifa, Israel; 8Albert Einstein College of Medicine, Bronx, NY, USA; 9Weill Medical College of Cornell University, New York, NY, USA; 10NYU Langone Urology Associates, New York, NY, USA; 11UroGen Pharma, Princeton, NJ, USA; 12Department of Urology,
Montefi ore Medical Center, Einstein Campus, Bronx, NY, USA *Presenting author.

TREATMENT OF LOW-GRADE INTERMEDIATE-RISK NON-MUSCLE INVASIVE BLADDER CANCER 
WITH UGN-102: LONG-TERM OUTCOMES OF THE OPTIMA II STUDY

INTRODUCTION
• Low-grade intermediate-risk non-muscle invasive

bladder cancer (LG-IR-NMIBC) is a persistent cancer
that frequently recurs despite treatment with the current
standard of care, transurethral resection of bladder
tumor (TURBT)

• UGN-102 is a reverse thermal gel containing mitomycin
being developed as a non-surgical treatment option for
LG-IR-NMIBC

• The OPTIMA II phase 2b study (NCT03558503) treated
patients with LG-IR-NMIBC with UGN-102

• Primary effi cacy and safety results have previously
been reported for the 12-month parent study;1 here we
report 4-year follow-up data

Poster MP15-05 25-5953

Reference:
Chevli KK, et al. J Urol. 2022;207:61-9.

Disclosures:
UGN-102 is an investigational product. The safety and effi cacy of UGN-102 has not been established 

NDS, AT, DS, YE, JDR, JL, DM, JDR, BF, AS, DSc, WH: investigators/consultants/advisors; 
UroGen Pharma: BB, AM, SR, ML, MS, employees of UroGen

Acknowledgment:
Editorial support was provided by Jaqui Hodgkinson, DPhil, MBA of Excerpta Medica, 
funded by UroGen Pharma, in accordance with Good Publication Practice guidelines

Funding:
Funded by UroGen Pharma.

Presented at the 2025 Annual Meeting of the American Urological Association (AUA 2025); Las Vegas, NV, USA; April 26–29, 2025.

Table 1. Baseline Characteristics and Medical History

Table 2. Summary of Response in OPTIMA II and LTFU

RESULTS

aBaseline characteristics of the subset of patients entering the LTFU were similar to the entire OPTIMA II population.
NMIBC, non-muscle invasive bladder cancer; SD, standard deviation; TURBT, transurethral resection of bladder tumor. CI, confi dence interval; CR, complete response; DoR, duration of response; HG, high grade; LG, low grade; LTFU, long-term follow-up.

Characteristic OPTIMA IIa

N=63

Age, years, median (range) 68 (33–96)

Sex, n (%)
   Male
   Female

38 (60.3)
25 (39.7)

Race, n (%)
   White
   Black
   Hispanic
   Asian
   Other

55 (87.3)
1 (1.6)
3 (4.8)
3 (4.8)
1 (1.6)

Recurrent LG-NMIBC, n (%) 49 (77.8)

Mean Number of Prior TURBTs (SD) 4.0 (3.3)

Median Number of Prior TURBTs (range) 3.0 (0–13)

UGN-102

CR at 3 Months, n (%) 41/63 (65.1)

Patients With Events Between 3 and 12 Months, 
n (%) 22/41 (53.7)

Recurrence of LG disease 20/41 (48.8)

Progression to HG disease 1/41 (2.4)

Death 1/41 (2.4)

 Patients Censored, n (%) 19/41 (46.3)

Early discontinuation in parent study
CR at end of parent study, did not enter LTFU
Early discontinuation in rollover study
Ongoing CR in rollover study 

2/41 (4.9)
8/41 (19.5)
4/41 (9.8)

5/41 (12.2)

Continued in LTFU, n (%) 17/41 (41.5)

Early discontinuation in LTFU 4/41 (9.8)

Ongoing CR 5/41 (12.2)

Median follow-up time, months (95% CI) 33.61 (10.78, 42.94)

Kaplan–Meier Estimate of DoR, months (95% CI) 24.2 (9.72, 47.18)

Figure 1. Study Design and Methods Figure 2. Kaplan–Meier Estimate of DoR for All Patients 
with CR at 3-months in OPTIMA II (N=41)

17 patients who 
remained in CR at 

12 months entered LTFU
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aCR defi ned as visual confi rmation and negative wash urine cytology as well as for-cause biopsy. CR, complete response; LTFU, long-term-follow up.
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CR, complete response; DoR, duration of response.
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