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|NTRODUCT|ON Figure 1. Study Design « Meaningful improvements in urinary symptoms, malaise, future worries, and bloating and flatulence were observed
at the 3-month visit in the ATLAS trial (Figure 2)
. Transurethrgl resgctlon of bladder tumor (TURBT) is used to manage low-grade intermediate-risk OPTIMA Il Figurei2! Change From Baseline at 3 Months in NMIBC24 Domains
non-muscle invasive bladder cancer (LG-IR-NMIBC) _ _
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Notably, 80% of patients treated with UGN-102 achieved a complete response (CR) at 3 months; £ 0.
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Here we report on the patient-reported outcomes from the OPTIMA Il (NCT03558503),> ATLAS insti"ationsyof UGN-102 CR 2t 3.month visi § 30 | | | |
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METHODS G(N=2 40) < w w w w w w disease-free survival issues (MCID = 7.59) partner (MCID = 12.87) (MCID = 16.29)
* |n the single-arm phase 2b OPTIMA Il and pivotal phase 3 ENVISION studies, patients received UGN-102; in N (MCID =9.38) | | (MCID = 13.66)
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UGN-102-treated patients NMIBC24 NMIBC24 NMIBC24 Secondary/exploratory ATLAS: n=125; ‘Risk of contaminating partner’, ‘Female sexual problems’, and ‘Male sexual problems’, n=61, 10, and 91, respectively.

ENVISION: n=224; ‘Risk of contaminating partner’, ‘Female sexual problems’, and ‘Male sexual problems’, n=62, 12, and 137, respectively.

endpomt included: MCID, minimal clinically important difference; NMIBC24, 24-item non-muscle invasive bladder cancer questionnaire; QoL, quality of life; SD, standard deviation.

- Each study had a treatment period consisting of 6 weeks, an assessment of CR at 3 months, and a follow period 6 once-weekly intravesical PRO (NMIBC24)

between 12 and 63 months ATLAS instillations of UGN-102
« Patient-reported symptom burden and health status/function were evaluated using the European Organisation for x
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« Meaningful improvements in urinary symptoms, malaise, future worries, and female sexual problems were observed
at the 12-month visit in the ATLAS trial (Figure 3)

Research and Treatment of Cancer 24-item Quality of Life Questionnaire for NMIBC (EORTC-QLQ-NMIBC24) at Month 3 Month 12
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baseline, 3 months, and 12 months or end of study (Figure 1) et N Figure 3. Change From Baseline at 12 Months in NMIBC24 Domains
« Scores for each scale ranged from 1 (not at all) to 4 (very much), transformed to a 0—100 scale, with a high score for to U§1'1'21°2 ; ? ? ; ; ; "OPTIMAII = ATLAS = ENVISION
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CR, complete response; LG-IR-NMIBC, low-grade intermediate-risk non-muscle invasive bladder cancer; NMIBC24, 24-item non-muscle invasive bladder cancer questionnaire; Q -20 - : : !
RES U LTS PRO, patient-reported outcomes; TURBT, transurethral resection of bladder tumor; WK, week. g 0 1 ! ! !
> i i |
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Table 1. Participant Characteristics at Baseline by Trial _ _ o _ e | | |
« Mean baseline scores suggest a high level of functioning and low symptom burden prior to the start of the S 30 : : :
OPTIMA 1l (N=63) ATLAS (n=142) ENVISION (N=240) . o . | | |
( , ; : ; ; ; ; trials (Table 1) = 404 ; ; ;
Age, median (range), years 68.0 (33.0, 96.0 68.0 (23, 85 70.0 (30, 92 ) i ) . L. 1 ! : !
Sex, n (%) « Treatment with UGN-102 did not result in sustained decrements to functioning and symptom burden 50 - - - -
, o : : £ - AR . . . Urinary symptoms Malaise Intravesical Future worries Bloating and Risk of Female sexual Male sexual
y:rlr(\aale gg Egg.gg 13075((2763.19)) 19437((3681&3?;) Previous wprk identified minimal clinically |mportant_d|fferences (MC!Ds), apd none of the measgred FIomalns regched (MCID=634) (MCID=437)  treatment  (MCID = 11.08) fatulonce contaminating oroblems oroblems
' ' ' the worsening MCID threshold at 3 or 12 months (Figures 2 and 3) indicating the treatment period did not negatively issues (MCID = 7.59) partner (MCID = 12.87) (MCID = 16.29)
Treatment Course, n (%) affect QoL (MCID = 9.38) (MCID = 13.66)
Full (6 treatments) 57 (90.5) 132 (93.0) 228 (93.0) Green and red shaded area indicates MCID threshold for improvement and worsening, respectively, per outcome. For OPTIMA Il, change from baseline was measured at 12 months or end of study.
Partial (<6 treatments) 6 (9.9) 6 (4.2 12 (5.0) OPTIMA II: n=44; ‘Intravesical treatment issues’, ‘Risk of contaminating partner’, ‘Female sexual problems’, and ‘Male sexual problems’, n=43, 10, 3, and 26, respectively.
No treatment received - — ATLAS: n=89; ‘Risk of contaminating partner’, ‘Female sexual problems’, and ‘Male sexual problems’, n=41, 4, and 65, respectively.

ENVISION: n=159; ‘Risk of contaminating partner’, ‘Female sexual problems’, and ‘Male sexual problems’, n=38, 8, and 96, respectively.

NMIBC24 Domain, mean (SD)? MCID, minimal clinically important difference; NMIBC24, 24-item non-muscle invasive bladder cancer questionnaire; QoL, quality of life; SD, standard deviation.
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A high score for a symptom scale/item represents a high level of symptomatology/problems.
NMIBC24, 24-item non-muscle invasive bladder cancer questionnaire; SD, standard deviation.
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