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Completion date
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Result actual enrolment

527 patients
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Baseline Characteristics
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Age
Median 65 67 65 65
38-75 45-75 35-75 35-75

Range
PS

0 118 118 119
58 57 57
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172

Sex
Male 87 104 112
Female 89 71 64

Disease status
Metastatic 165 167 167 499
Recurrent 1 8 9 28
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Participant flow

[ 527 patients randomly assigned |

[
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175 assigned to modified FOLFIRINOX ] [ 176 assigned to S-IROX ]

143 included in the 142 included in the
planned interim analysis planned interim analysis
1 ineligible 1 ineligible
1 diagnosed with NSCLC 1 homozygous UGT1A1

174 eligible | 175 eligible |

3 did not receive treatment 1 did not receive treatment

171 received treatment l l 174 received treatment l

176 assigned to nab-paclitaxel plus gemcitabine ] [

141 included in the
planned interim analysis

176 eligible ] [

2 did not receive treatment

174 received treatment l l

174 discontinued treatment
84 progressive disease
52 adverse event

171 discontinued treatment
85 progressive disease
59 adverse event

174 discontinued treatment
92 progressive disease
42 adwerse event

1 died 1 withdrew 2 died
2 withdrew 25 due to early trial termination 1 withdrew
33 due to early trial termination 1 other 32 due to early trial termination

4 other 3 other
I | I

176 included in the intention -to-treat population 175 included in the intention -to-treat population 176 included in the intention -to-treat population
174 included in the safety population 171 included in the safety population 174 included i the safety population
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Outcome measures

The primary endpoint for the efficacy of this study was overall survival, and one interim
analysis was planned during the study period. At the time of the interim analysis, a total
of 527 patients were enrolled and 426 patients were included in the interim analysis. The
median overall survival was 14.0 months (HR 1.31, 95% CI 0.97-1.77) and 13.6 months (HR
1.35, 95% CI 1.00-1.82) in the mFOLFIRINOX and S-IROX arms, respectively, as
compared with 17.1 months in the nab—paclitaxel + gemcitabine arm. The predictive
probability of achieving superiority in the final analysis was 0.73% and 0.48% in the
mFOLFIRINOX and S-IROX arms, respectively. Thus, this study was terminated owing to
its futility. The median OS was 15.3 months in the GnP arm, 125 months in the
mFOLFIRINOX arm (HR 1.27, 95% CI 1.01-1.61), and 13.2 months in the S-IROX arm (HR
1.23, 95% CI 0.98-1.56).
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Brief summary Compared to mFOLFIRINOX or S-IROX, nab—paclitaxel + gemcitabine is recommended
as the first-line treatment for metastatic or recurrent pancreatic cancer.
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