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Assessed for eligibility (n=48)
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+ Declined to

Excluded (n=6):
+ Not meeting inclusion criteria (n=4)

participate (n=2)

VPM1002BC induction (n=42):
+ receiving > 5 instillations (n=40)
+ not receiving = 5 instillations (n=2)

- BCG-itis due to traumatic catheterisation (n=

- patient refusal (n=1)

1)

¢

VPM1002BC maintenance (M):
+ received M1 (n=33)
+ did not receive M1 (n=7):
- recurrence (n=4)
- patient refusal / withdrawal of consent (n=3)
+ received M2 (n=25):
+ did not receive M2 (n=8)
- recurrence (n=7)

- delay of treatment for more than 4 consecutive

weeks for events unrelated to treatment (n=1)
+ received M3 (n=15)
+ did not receive M3 (n= 10):
- recurrence (n=9)
- withdrawal of consent (n=1)

¢

Lost to follow-up (n=6):
- patient refusal / withdrawal of consent (n=5)

Safety/ITT (n=42)

- unknown (n=1)
FAS (n=40)
+ excluded from analysis (n=2)
- metastasis at inclusion (n=1)

- positive cytology before
treatment (n=1)

PP (n=22)
+ excluded from analysis (n=20")
- treatment delays (n=7)
- no CT scan at registration (n=3)
- not failing BCG therapy (3)
- patient refusal / withdrawal of
consent (n=4)
- serious temperature deviations for
IMP (n=1)
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