Randomly assigned
(N=362)

v
Arm A: EP chemotherapy
Etoposide 100 mg/m? IV on D1-3
Cisplatin 70 mg/m* IV on D1
every 3 weeks x 6 cycles
(2=189)
|
Efficacy analysis
(n=189)
v
Not treated
(n=2)

v

v
Arm B: IP chemotherapy
Irinotecan 65 mg/m* IV on D1&8
Cisplatin 70 mg/m? IV on D1
every 3 weeks x 6 cycles
(@=173)
|
Efficacy analysis
(n=173)
v
Not treated
(n=6)

v

Treated with etoposide/cisplatin
(safety analysis n=187)

- Completion of protocol treatment (n=98)

- Discontinuation due to disease progression (n=37)

- Death during protocol treatment (n= 9)

- Discontinuation due to toxicity (n=21)

- Discontinuation due to combined medical

conditions (n=1)

- Discontinuation due to consent
withdrawal (n=18)

- Discontinuation based on the investigator’s
discretion (n=3)

- Discontinuation due to the protocol deviation
(0=0)

Treated with irinotecan/cisplatin
(safety analysis n=167)

- Completion of protocol treatment (n=97)

- Discontinuation due to disease progression (n=14)

- Death during protocol treatment (n= 11)

- Discontinuation due to toxicity (n=17)

- Discontinuation due to combined medical

conditions (n=0)

- Discontinuation due to consent
withdrawal (n=17)

- Discontinuation based on the investigator’s
discretion {n=9)

- Discontinuation due to the protocol deviation
(0=2)

S1 Fig. CONSORT diagram. 1V, intravenously.




