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INTRODUCTION Figure 1. ENVISION and ATLAS Study Designs Table 2. Determination of Between-Group MCID
« Symptom bu_rden _and health-related quality of life (HR_QoL) are critical concerns for patients with ENVISION? ¢ onco-weekly intravesical NMIBC24 domain N“mbg;?:a'it:ms N Cronbach’s Alpha MCIga?Izlw‘fvir;-fgoup Mcgasgzwnﬁzz;ggoup
non-muscle invasive bladder cancer (NMIBC) and their healthcare providers instillations of UGN-102 - TETE Urinary Symptoms ; 08633 6577 17 6347 17
« The European Organization for Research and Treatment of Cancer (EORTC) Quality of Life el , * \ o o Primary endpoint: Malaise 2 0.3405 4.37-5.13 4.37-6.38
. : : . : : : e . . on on .
CEBIMIE ;]re[\li\(/llllé(g-l\lll\ﬂ]lBCZZj_ls a questlonnr? |r? tlrat 1S u;ed 19 erElEs e gually erllie i | fecurront WK WKz WK WK4 o WKS - WKG SR I et S Intravesical Treatment Issues 1 N/A 9.38-13.85 9.38-12.55
DRI v iz 25 e aeress i ol ouliug 1) eletmalis, (N=240) lm W W @ W W l l Exploratory endpoint: Future Worries 4 0.8978 11.08—12.2 11.08-14.4
— 2 functional scales/items (sexual function and sexual enjoyment) s MIBCaa Mincad  NMIBaa PRO (NMIBC24) Bloating and Flatulence 5 0.7764 7 59-11.97 7 59-9.48
— 9 symptom scales/items (urinary symptoms, malaise, intravesical treatment issues, future Male Sexual Problems 2 0.7844 15.3-16.29 16.29-19.84
worries, bloating and flatulence, male sexual problems, sexual intimacy, risk of contaminating ATLAS 6 once-weekly ifntravesical Sexual Intimacy 1 N/A 8.69-10.48 8.69-18.43
instillati N-102
a partner, and female sexual problems) instillations of UEN-10 ATLAS Risk of Contaminating Partner 1 N/A 13.66-16.99 13.66-14.92
— A high score for a functional scale represents a high/healthy level of functioning, but a high TR WK1 WK2  WK3  WK4  WK5 WK Month 3 Month 12 Primary endpoint: Female Sexual Problems 1 N/A 12.87-12.87 12.87-15.97
score for a symptom scale/item represents a high level of symptomatology/problems '-tfj-'URémlng W @ W W disease-free survival Sexual Function 2 0.8580 11.29-12.43 10.61-12.43
« The instrument has not been evaluated in patients with low-grade (LG) intermediate-risk (IR) B Ll Al gRBT Secondary endpoint: Sexual Enjoyment 1 N/A 11.64-17.47 11.64-12.52
NMIBC previous|y (n=140) il v il PRO (NMIBC24) MCID, minimal clinically important difference; N/A, not applicable; NMIBC24, 24-item non-muscle invasive bladder cancer questionnaire.
e This Study evaluated and validated the psychometric properties of the QLQ-NMIBC24 and NMIBC24 NMIBC24 NMIBC24 NMIBC24 ° SenSItIVIty to change, assessed from baseline to Week 6 and baseline to Month 3 showed that only
reports new suggested, between-group estimates for the minimal clinically important difference e b Y e S s G e 7 P R e e urinary symptoms, sexual intimacy, and malaise were sensitive
(MCID) for patients with LG-IR-NMIBC participating in a global clinical trial setting FIRCh PSRl ES] CHUECHTIESS SIAE, MEMSUEIE Galol) G Loz EiST e, Uil TEss - MCID values are shown in Table 2
— At Week 6, between-group estimates of MCID ranged from 4.37 to 17.47
METHODS RESULTS — At Month 3, between-group estimates of MCID ranged from 4.37 to 19.84
« Table 1 summarizes the demographics and baseline characteristics of patients enrolled in the ENVISION
Clinical Trial Data and ATLAS studies CONCLUSIONS
« Data collected in the ATLAS (NCT04688931)? and ENVISION (NCT05243550)° studies (Figure 1) were * Almost all patients in ENVISION had recurrent LG-NMIBC episodes, while 38—46% of patients in ATLAS _ _ _ e
used to determine the psychometric properties of QLQ-NMIBC24 had recurrent LG-NMIBC episodes « These results are consistent with previous reports' and support the utilization of EORTC QLQ-

NMIBC24 to assess HRQoL in individuals with LG-IR-NMIBC

« ENVISION was a multinational, open-label, single-arm phase 3 trial evaluating the efficacy and safety Furthermore, the between-group, ranged. MCID estimates reported in these analyses could aid in the

_ , _ Table 1. Baseline Demographics and Disease Characteristics
of UGN-102 therapy in patients with recurrent LG-IR-NMIBC

ENVISION ATLAS clinical interpretation of HRQoL in patients with LG-IR-NMIBC, and enable clinicians to evaluate the
_ ' i > - 0 ' _ ) : ) : : : ’
240 patients received 21 dose of UGN-102, and 228 (95.0%) received all 6 weekly doses Characteristic ITT Population UGN-102 = TURBT ITT Population TURBT Alone impact of different treatment interventions on patients with LG-IR-NMIBC
- ATLAS was a phase 3, open-label, randomized controlled trial that assessed the efficacy and safety (N=240) (n=142) (n=140) R
of UGN-102 with or without transurethral resection of bladder tumor (TURBT) versus TURBT alone in Age, median (range), years 70.0 (30-92) 68 (23-85) 67 (29-88) Limitations
patients with de novo or recurrent LG-IR-NMIBC Sex, male, n (%) 147 (61) 105 (74) 93 (66) « The analyses were limited by the number of patients included in the studies, and the Patient Global
— Patients were randomized to receive 6 once-weekly intravesical instillations of UGN-102 (n=142) Any Prior LG-NMIBC Episode, n (%) 232 (97)° 54 (38) 65 (46) Impression of Change (PGIC) data, usually used for MCID estimates, were not collected
or TURBT alone (n=140) Prior LG-NMIBC Episode Within « Correlations between the QLQ-C30 and QLQ-NMIBC24 were insufficient, which meant distribution-
QLQ-NMIBC24 P h tric Evaluati d Validati 1 Year of Current Diagnosis, n (%) 121(50) 41(29) 40 (29) based methods were used to calculate the MCID estimates
i sychometlric Evaluation and validation Prior TURBT, n (%) 228 (95)2 52 (37) 64 (46)
o Wlthln the Valldatl.on exerC.IS.eS, the te.St—.reteSt I’ellablllty was peﬁormed at Week 6 and Month 3 using aHistory of LG-NMIBC requiring treatment with TURBT was an inclusion criterion for the study. A protocol deviation was recorded for patients who enrolled in the study who did not References Disclaimer
intraclass correlation coefficients, while internal reliability compared items using Cronbach’s alpha meet that criterion. o | | 1. Blazeby JM, et al. Eur Urol. 2014;66:1148-56. UGN-102 is an investigational product.
o . . o ITT, intent-to-treat; LG-NMIBC, low-grade non-muscle invasive bladder cancer; TURBT, transurethral resection of bladder tumor. Data cutoff: April 4, 2024. 2. Prasad SM, et al. J Urol. 2023:210:619-29. The safety and efficacy of UGN-102 has not been established.
- For known group validity, comparisons were made using a t-test and Glass’s delta standard deviations , . . . _ 3. Prasad SM, et al. J Urol. 2025;213:205-16.
were calculated. The EORTC 30-item core quality of life questionnaire (QLQ-C30) was used to assess * Cronbach’s alpha values for the domains with more than 2 items are shown in Table 2 Disclosures
_ PR H ; ; : > _ i i i i i i i i CCP: UroGen Pharma — consultant; UroGen Pharma, Janssen — scientific study; RD, VT, NU, MB, BB, VL, and MJL: UroGen Pharma —
known-group validity using two groups, physical function scale <90 and 290 Except for domain malaise, values were higher than 0.75, indicating strong internal consistency employee; TB and MJAA: Prime HCD — employee; ABS: Merck-RTI, Genentech, ARHQ, PCORI, NIH, and UroGen Pharma — grant funding;
+ Sensitivity to change was determined using analysis of covariance, where the change from baseline of — Interclass correlation coefficient values showed moderate-to-high test-retest reliability for the majority G\':ggef]rgﬁ:r”mzhiirjﬁuan:”Zdog’i'zer— research funding via institution; UroGen Pharma — one-time consulting fee ($2k) to present findings at Full poster
the NMIBC24 domain was the dependent variable, the clinical response at Month 3 was the independent of domains at Week 6 and Month 3 Acknowledgments
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« Distribution-based methods were used to assess the between-group MCID. Anchor-based methods to — Patients with high scores (>90) on the Physical function scale of the QLQ-C30 reported fewer symptoms ¢, 4ing
assess MCID could not be used because anchor-based correlations were insufficient with QLQ-NMIBC24 Funded by UroGen Pharma. |
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