4747P Introduction Methods Figure 1: SunRISe-1 study design (NCT04640623)
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with gem-iDRS treatment . . DFS, disease-free survival; ECOG PS, Eastern Cooperative Oncology Group performance status; Q3W, every 3 weeks; Q12W, every 12 weeks;
9 EFS was defined as the time from first dose to persistence/recurrence of RC, radical cystectomy.

*Patients with BCG-unresponsive papillary-only HR NMIBC (high-grade Ta, any T1) per protocol amendment 4. *Cetrelimab is an anti-programmed cell
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— 46 of 58 patients (79%) achieved a CR at any time — Most patients were male and had CIS only (no papillary disease)
— Of 46 responders, 25 had CR 212 months
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Nicotine use, % * Week 12 utDNA MRD status was not statistically associated with DOR or EFS (Figure 6)
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Key Takeaway

Despite the established poor prognosis generally
associated with utDNA MRD positivity, gem-iDRS
demonstrated clinically meaningful activity across both
MRD+ and MRD- patients with high-risk NIMBC with CIS
+/- papillary disease, differentiating it from other therapies

Tumor stage, %
CIS only 67.1 67.2
CIS + papillary disease 329 32.8

P S e

Mean (SD) 281(29.6) | 61.6(28.1)

- - Median (range) 20.0 (0-86.0) |68.5 (0-91.0)
Total doses of prior BCG, no., median (range) 12 (7-42) 12 (7-42)

Time from last BCG dose to CIS diagnosis, months, median (range) 3.2(0-22.0) 3.2(0.1-15.1)
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Conclusions

Week 12 MRD status, n (%)

Baseline GDB score

Best overall response MRD+ 13 (65) 7(35)

W CR =12 months Efficacy outcomes by baseline GDB scores and baseline utDNA MRD status MRD- 18.(95) 16)
I CR <12 months q Bfl q °
B Non-CR * Baseline GDB scores were not predictive of best overall response (Figure 3)
[ Not evaluable * Baseline utDNA MRD status was not statistically associated with DOR or EFS (Figure 4)
Response assessment

O CR Figure 3: CR by baseline GDB scores and with baseline MRD status Figure 6: Association of (A) DOR and (B) EFS with Week 12 MRD status
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Not evaluable 1004 Wilcoxon p=0.86 « MRD+ CR Non-CR/NE p Value
* MRD- (N=42) (N=8)
utDNA MRD status

Unlike in prior studies of other agents, gem-iDRS
demonstrated benefit regardless of baseline MRD status

Despite detectable utDNA at Week 12 and higher GDB
scores in non-CR patients, MRD+ vs MRD- patients had
similar long term-benefit
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1-yDORrate, % (95%Cl) B
MRD- 52.9 (27.6-73.0)
MRD+ 57.1(28.4-78.0)

1y EFS rate, % (95% CI)
MRD- 611 (35.3-79.2)
MRD* 40.0 (19.3-60.0)

These findings corroborate the broad activity of gem-iDRS
monotherapy in BCG-unresponsive CIS +/- papillary disease A Positive
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Copies of this poster obtained through the QR code are for
personal use only and may not be reproduced without written
permission of the authors.

W+ [ dddd] DD'I
Ll |
| |

o

[oF 144113

5 18 21 24 27 30 33 36 39 ,
Treatment time (months) Non-CR/NE

11000 0
5 5 2 2 1 1
Acknowledgments

This study was sponsored by Janssen Research & Development LLC, 2 Johnson & Jofinson company. The authors thank the partcipants and investigators
for their participation in the study. Writing support was provided by Benjamin Ricca of Johnson & Johns

_— - References H
Disclosures 1. St-Laurent MP, et al. Eur Urol. 2025;88:430-434. 2. Narayan V, et al. Eur Urol Oncol. 2025;8:425-434. 3. Bahlburg H, et al. J Urol. 2026;216:388-399. 4. Catto JWF, et al. Eur Urol. 2026;89(S 1):A0591. 5. Daneshmand S, et al. J Clin Oncol. U rothelial Ca nce r
Felix Guerrero-Ramos has received honoraria/speakers’ bureau fees from AstraZeneca, Bristol Myers Squibb GmbH & Co. KG, Johnson & Johnscn/ 2025;43:3578-3588. 6. INLEXZO™ (gemcitabine intravesical system) [prescribing information]. Janssen Products, LP, Horsham PA; 2025. 7. Salari K, et al. Clin Cancer Res. 2023;29(18):3668-3680. 8. Lerner SP, et al. Urol Oncol. 2009;27:155-159.
gmm Combat Medical, Merck/MSD Oncology, NHC‘E'X alex, Pfizer, and Roche; consulting/advisory fees from AstraZeneca, Pfizer, Bristol Myers 9. US Food and Drug Administration. Available at: https://www.fda.gov/media/101468/download. 10. DeAngelis N, et al. Cancer Chemother Pharmacol. 2022;89:515-527. 11. Felip E, et al. Cancer Chemother Pharmacol. 2022;89:499-514.
quibb GmbH & Co. KG, Johnson & Johnson/Jan Merck, and Roche; research funding from Combat Medical and Roche; travel b
from AstraZeneca, Combat Medical, Fidia Farmzceuuc\ 55 AN|pesn R ann EcoM e SN E ey U B el D sert  eres TR SAIVATA B
nts/other intellectual property interests with BlaD NA-Based Diagnostic Urine Test.

Presented by F Guerrero-Ramos at the European Society for Medical Oncology (ESMO) Congress 2026; October 23-27, 2026; Madrid, Spain






