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FDA approves pembrolizumab for BCG-
2020 unresponsive, high-risk non-muscle invasive CRR 41%
bladder cancer

FDA D.I.S.C.O. Burst Edition: FDA approval of
Adstiladrin (nadofaragene firadenovec-vncg) for
2022 patients with high-risk Bacillus Calmette-Guérin CRR 53.4%

unresponsive non-muscle invasive bladder
cancer with carcinoma in situ with or without

papillary tumors
FDA approves nogapendekin alfa inbakicept-
2024 pmln for BCG-unresponsive non-muscle invasive CRR 71%*
bladder cancer *Reinduction allowed

FDA approves gemcitabine intravesical system for 0
2025 non-muscle invasive bladder cancer CRR 82.4%

www.fda.gov @DrFelixGuerrero
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| AMONGRESPONDERS.. | OVERAL ______
12 mo DoR Median DoR (months) Cystectomy rate Upstaging to 2MIBC
46% 16.2 49% 12%

24.3% 9.7 26% 12.5%

61.6% 26.6 15.6% N/R

56.2% 25.8 21.2% 8.2%

Grade 23 TRAEs
Pembrolizumab = 13%

Nadofaragene = 4%
BCG + N-803 =23%
TAR-200 =12.9%

Balar AV, Lancet Oncol 2021; Boorjian SA, Lancet Oncol 2021; Chamie K, NEJM Evid 2022; Daneshmand S, Guerrero-Ramos F, J Clin Oncol 2025 @DrFelixGuerrero
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Dinney CP, EAU 2024; Chamie K, NEJM Evid 2022; Daneshmand S, Guerrero-Ramos F, SUO 2025; Vilaseca A, Guerrero-Ramos F, AUA 2024 @DrFelixGuerrero
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EUROPEAN UROLOCY 84 (2023)536~-544

available at www.sciencedirect.com
journal homepage: www.europeanurology.com
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European Association of Urology _—

Platinum Priority - Bladder Cancer - Editor’s Choice
Editorial by Girish S. Kulkarni, Marian S. Wettstein on pp. 545-546 of this issue

Phase 2 Trial of Atezolizumab in Bacillus Calmette-Guérin-
unresponsive High-risk Non-muscle-invasive Bladder
Cancer: SWOG S1605

Peter C. Black ™", Catherine M. Tangen”, Parminder Singh ‘, David J. McConkey °, M. Scott Lucia®,
William T. Lowrance’, Vadim S. Koshkin®, Kelly L. Stratton ", Trinity J. Bivalacqua',

Wassim Kassouf’, Sima P. Porten®, Rick Bangs ", Melissa Plets"”, lan M. Thompson Jr’,

Seth P. Lerner™

* University of British Columbia, Vancouver, Canada; ® SWOG Statistical Center, Seattle, WA, USA; € Mayo Clinic Arizona, Phoenix, AZ, USA; “ Johns Hopkins
Greenberg Bladder Cancer Institute, Baltimore, MD, USA; ¢ University of Colorado, Denver, CO, USA;  University of Utah, Salt Lake City, UT, USA; ¥ Helen Diller
Family Cancer Center, University of California-San Francisco, San Francisco, CA, USA; "University of Oklahoma, Oklahoma City, OK, USA; 'University of
Pennsylvania, Philadelphia, PA, USA; ' McGill University Health Center, Montreal, Canada; ¥ Bladder Cancer Advocacy Network, Pittsford, NY, USA; ' University
of Texas Health Science Center at San Antonio, San Antonio, TX, USA; ™ Dan L. Duncan Cancer Center, Baylor College of Medicine, Houston, TX, USA

@DrFelixGuerrero
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MoonRISe-3: Phase 3 Study of TAR-210 vs Intravesical Chemotherapy in

I Patients With BCG-treated, FGFR-altered Papillary-only HR NMIBC

Primary end point

Key eligibility criteria
» Adults (aged 218 years) . = - 2
= Histologically confirmed papillary-only HR NMIBC: TAR-210 Disease-free survival
~ High-grade Ta (n=110)
Any T1 (no CIS) 141 Treatment cycles for 2 years Key secondary end points
— Recurrent after BCG (N=220)

—or— Recurrence-free survival

Intolerant of BCG

* ECOG performance status of £2 —°_ .« Ti A .
ime to next intervention

» Susceptible FGFR mutation or fusion by urine or tumor

tissue testin - . 3 & " ; :
¢ Investigator’s choice of single- Time to disease worsening
agent intravesical chemotherapy +  Time to progression
Stratification factors (n=110) z .
» T stage (high-grade Ta or any T1) MMC or gemcitabine Overall survival
* Prior BCG treatment (BCG unresponsive, experienced, QW for 6 doses (induction) followed by Q4W «  Safety and tolerability

or intolerant) for 1-2 years (maintenance)
« Choice of intravesical chemotherapy

NCT06919965

Porten S, Guerrero-Ramos F, SUO 2024; Shore N, Guerrero-Ramos F, AUA 2025 @DrFelixGuerrero
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