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L-OHP 85 mg/m? day 1
LV 200 mg/m? day 1
A4)/)Thy 150 mg/m? day 1
5-FU HHes 2,400 mg/m? day 1-3
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nab—-PTX 125 mg/m? day 1. 8,15
GEM 1,000 mg/m? day 1.8.15
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Completion date 5/1/2022

EHEAEFIEL 126 A\ (AE$62 A, BE§64.N)

Result actual enrolment 126 patients
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Baseline Characteristics
Arm A (n=62) Arm B (n=64)
n (%) n (%)
Age Median (range) 66 years (44-75) 66 years  (47-75)
Sex Male 36 (58%) 38 (59%)
Female 26 (42%) 26 (41%)
ECOG PS 0 46 (74%) 45 (70%)
1 16 (26%) 19 (30%)
Tumor location Head 39 (63%) 34 (53%)
Body 20 (32%) 28 (44%)
Tail 3 (5%) 2 (3%)
CA19-9 <1000 47 (75%) 45 (70%)
Nodal status NO 486 (74%) 54 (84%)
N1 16 (26%) 10 (16%)
Resectability ~ BR 7 (11%) 6 (9%)
UR-LA 55 (89%) 58 (91%)
Vascular CA 28 (45%) 37 (58%)
involvement SMA 40 (65%) 42 (66%)
(multiple choice) CHA 35 (56%) 40 (63%)
PHA 17 (27%) 20 (31%)
PV 21 (34%) 22 (34%)
Family History Yes 31 (50%) 36 (56%)
Pancreatic ca. 7] 7
Ovarian ca. 0 1
Breast ca. T 4
Prostate ca 3 &)
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Participant fl
articipant tlow All registered patients
(n=126)
> Ineligible patient (n=1) |
v v
CA19-9>1000 CA19-9<1000
(n=82) (n=43)
I i
v
All eligible patients
(n=125)
v v
Arm A: mFOLFIRINOX Arm B; GEM+nab-PTX
(n=62) (n=63)
All treated patients All treated patients
(n=62) (n=63)

Treatment—related death was not observed.
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Adverse events CTCAE verd.0 Arm A (n=62) Arm B (n=63)
Any (%) Gr.3-4(%) Any(%) Gr.3-4(%)

Neutropenia 90.3 59.7 96.8 79.4
Thrombocytopenia 871 3.2 937 32
Leukopenia 58.1 226 825 44 4
Anemia 69.4 1.3 85.7 19.0
Febrile neutropenia 8.1 8.1 48 4.8
Elevated AST/ALT 75.8/80.6 11.3/12.9 74.6/81.0 12.7/15.9
Elevated T-bil 1.3 16 14.3 3.2
Diarrhea 53.2 17.7 39.7 16
Nausea/vomiting 58.1/24.2 4.8/3.2 3021127 6.3/3.2
Fatigue 452 4.8 619 0
Sensory Neuropathy 742 258 73.0 36.5
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Outcome measures
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0.2

0.0 Arm A

Arm A 62 62 48
Arm B 63 63 52
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43 28 16
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+ Censored
Logrank two—sided p=0.6627

18 24 30

Months after randomization

N events censored MST  95%LCI 95%UCI

Arm A 62 44 18
Arm B 63 47 16

1-year OS
(95% CI

71.4%
(64.9-86.0)

23.0m 19.3m 29.3m
21.3m 18.2m  24.1m

Arm A Arm B

42 48 54 60 66

82.5%
(70.7-89.9)

2-year OS
(95% CI

46.2%
(334-580)

41.3%
(29.1-530)

3-year OS
(95% CI)

30.0%
(18.2-42.6)

22.1%
(12.2-33.9)

Median OS
(95% CI)

230m
(19.3-29.3)

213 m
(18.2-24.1)

HR (95% CI)

1.096 (0.726-1.654)
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Brief summary

There was no substantial difference in efficacy and safety between modified FOLFIRINOX
and gemcitabine plus nab—paclitaxel for locally advanced pancreatic cancer.

The efficacy of both modified FOLFIRINOX and gemcitabine plus nab—paclitaxel is
superior to that of gemcitabine alone, suggesting that modified FOLFIRINOX and

gemcitabine plus nab—paclitaxel are the standard chemotherapy for locally advanced

pancreatic cancer.
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3IPD (individual clinical trial participant-level data) 71 >4 (BRLSNI-EREEARDORREBELIOT—
ADOEE)
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Plan description
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