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Figure 14.2.1.1a
Kaplan-Meier Plot of Disease-free Survival
ITT Analysis Set

CONFIDENTIAL

1.0 1 + censored
0.9 —+—— UGN-102 +/- TURBT
= ) ---+-- TURBT alone
2 0.8- 3,
z o
Y 1 =TT T
°a 97 o,
2o 06 R
=9 i e
| 051 L------- Hrhy b - — - - — B - — - —H
R-)
owu 04
= (O
o
@ 0.3-
o
0.2 1
0.1
0.0 T T T T T T T T T
0 3 6 9 12 15 18 21 24
Time from randomization(Months)
Number at risk
UGN-102 +-TURBT 142 128 108 96 87 73 21 4 0
TURBT alone 140 119 76 60 54 42 19 1 0
Number Censored
UGN-102 +/- TURBT 0 11 19 23 26 35 84 101 105
TURBT alone 0 20 32 35 36 43 66 84 85
TURBT = Transurethral Resection of Bladder Tumor.

Disease-free survival (DFS) is defined as the time from randomization until the earliest date of any of the following events:

- Failure to be rendered free of local disease at the 3-Month assessment in the TURBT Alone group.

- Recurrence of low-grade disease after the 3-Month assessment (i.e., during the follow-up period).

- Progression to high-grade disease

- Death due to any cause.

DFS in months is calculated as (first event date or censored date - date of randomization + 1) / 30.4375.
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