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gemcitabine® Log-Ranki&5E
57xnH P=0.0025

gemcitabine
(n=63)

10 12 14
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Burris HA 3rd, et al. Improvements in survival and clinical benefit with gemcitabine as first-line therapy for patients
with advanced pancreas cancer : a randomized trial. J Clin Oncol, 15(6) : 2403-2413, 1997.
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100 +

HR = 0.82
95% Cl (0.69 10 0.99)
F=.038

80
60 -
Erlotinib (n = 285)
Median = 6.24 months
40 5 1-year survival = 23%
Placebo (n = 284)
20 - Median = 5.91 months
1-year survival = 17%
0 6 12 18 24

Time {(months)

Moore M J et al. JCO 2007
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180mg/m? 1. 6D T EEEE
A00mg/m?  REEE

2 400mg/m* A6 B A T SR
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Bolus 5FU 400mg/m?

Zhr l
O4 &1 2 Continuous 5-FU
400mg/ mé 2 400mg/m?

1)/ Th 4ehr
180mg/m?

1.5hr g2wks

Conroy T et al. N Engl J Med 2011




Hazard ratio, 0.57 (95% Cl, 0.45-0.73)
P<0.001 by stratified log-rank test
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Gemcitabine
':I: | | ] | | | | | I | | 1 II | .
0 3 & 9 12 15 18 21 24 27 30 33 36 39 42
Months
Mo. at Risk

Gemcitabine 171134 89 48 28 14 7 6 3 3 2 2 2 % 1
FOLFIRINOX 171 146116 81 62 34 20 13 9 5 3 2 2 2 12

Conroy T et al. N Engl J Med 2011
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Table 3. Most Common Grade 3 or 4 Adverse Events Occurring in More Than
5% of Patients in the Safety Population.*

FOLFIRINOX | Gemcitabine
Event (N=171) (N=171) P Value
no. of patients/total no. (%)
Hematologic
Neutropenia 75/164 (45.7)  35/167 (21.0)  <0.001
Febrile neutropenia 9/166 (5.4) 2169 (1.2) 0.03
Thrombocytopenia 15/165 (9.1) 6/168 (3.6) 0.04
Anemia 13/166 (7.8) 10/168 (6.0) NS
Nonhematologic
Fatigue 39/165 (23.6)  30/169 (17.8) NS
Vomiting 24/166 (14.5)  14/169 (8.3) NS
Diarrhea 21/165 (12.7)  3/169 (1.8) <0.001
Sensory neuropathy 15/166 (9.0) 0/169 <0.001

aminotransferase

Thromboembolism

11/166 (6.6)

7/169 (4.1)

Elevated level of alanine 12/165 (7.3) 35/168 (20.8) <0.001

NS

* Events listed are those that occurred in more than 5% of patients in either
group. NS denotes not significant.

Conroy T et al. N Engl J Med 2011
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1.0 ARURN (%) BRBEO5%C]  75/\—EVIAI
08 + 3337431 (77) 8.5[7.89-953] 14.8
08 L 359,430 (83) 6.7 [6.01-7.23] 11.4
0.7 | — nab-P+Gem
£ 06} — Gem
=
% 05 f-------
- 04t
03 |- I\YF—kE=0.72
oo L T TT [95%CI : 0.617-0.835]
o1 L p=0.000015
e 1 [ 1
0 ! ! ! ! l ! ! | | — ! |

0 3 6 9 12 15 18 21 24 27 30 33 36 39

RIE (A)
Patients at Risk

nab-P+Gem 431 357 269 169 108 67 40 27 16 9 - 1 1 0
m 430 340 220 124 69 40 26 15 7 3 1 0 O o
nab-P : nab/t&2UFFt)L Gem :  FLYFEY
(Von Hoff D, et al. ASCO GI 2013, abstract No.LBA148)
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sHERIOEET MRS EREN (srEsED) J\NHF— REE) 95%(ETEX
GEM+T7SF RV 5 623 0.85 0.76—0.96
GEM+ 5-FU &Y 6 901 0.9 0.81—0.99
GEM+AHANRIZE > 3 468 0.86 0.75—0.98

(x) GEMEIREIZ1& LI E = DR ie & Ef DHazard ratio for death

1) Heinemann V, et al. BMC Cancer 2008.
2) Cunningham D et al. JCO 2009
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loka et al. ASCO 201 1. Abstract 4007
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(=2 R WENR  AES R = A F AR

RSB WETF P&

Bk s B & hR{E (A)
_ _ _ <0.05
S P 40Gy+5FU 32 10.4
— 40Gy — — 32 6.3
40Gy+5FU — — 5FU 28 10.6 <0.01
GITSG 1981 60Gy+5FU — — 5FU 31 10.1 <0.01
- 60Gy - - 25 5.7
40Gy+5FU — — 5FU 47 8.3 n.s.
o0 | Ak u — 5FU 5FU 44 8.2
_ _ 0.02
aree | e 54Gy+5FU SMF 22 10.5
— — SMF SMF 21 8.0
I, [— 50.4Gy+5FU — — N 16 13.2 0.001
— — - — 15 6.4
50.4-61.2Gy+5FU  — N GEM 16 6.7 0.027
[ 27NN2
B “Y 50.4-61.2Gy+GEM  — - GEM 18 14.5
_ _ _ 0.16
ccos o005 294Gy +HEFU+MMC 55 8.4
- 59.4Gy  — - 49 7.1
_ _ 0.03
Chauffert 2008  ©0GYT5FU+CDDP GEM 59 8.6
— — GEM GEM 60 13.0
50.4 Gy+GEM — — GEM 34 11.0 0.04

Loehrer 2008 L _ GEM GEM 37 9.2
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GEMCAP 312U
FLTFEZ 1000me/m2 1,8, 158BICES 4883
ANTFZEZ 830mg/m*= 1828 1-218BICES 488

.
> FmEtET
Y - EEE>6cm
[ mER(E ] P32
- FERE>10%
 BRACEDT

[ GEMCAP 1H42)L ] [ GEMCAP 13121 ]
FhiaE 300meg/me hA~RuHEZ 830mg/me
HAlE (EFE) 18268 (#O. B-%)
50.4Gy/28F 504Gy/28F

ERERPTR. CA19-9, CT7%26,39,52:8H [C5Hi
CRT#OFTATHEN = 57

(Mukherjee S, et al. ASCO GI 2013, abstract No.LBA146)




INF—FHE=0.39
[95%CI : 0.18-0.81] p=0.012

1.00 Cap+RT ——Cap+RT
OShsE 15.2HH — Gem+RT
075 L [959%CI : 13.9-19.2]
' 1 F&EFETO.2%
o [95%CI : 61.1-89.5]
7 n
g 0-50 _
= Gem+RT
OShoa 134418
0.25 [95%CI : 11-15.7]
1EE£7FE=E4.2%
[95%CI : 46.4-77.5]
D ] ] ] ] |
0 B 12 18 24 30
SiFE0HE (B)
YRS
Cap+RT 36 35 24 7 ] 0
Gem+RT 38 37 20 2 0 0

Cap: ANv9EY Gem :: LA RT:: RGHEEL
(Mukherjee S, et al. ASCO Gl 2013, abstract No.LEA1486)
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O—0O JPS Stage la
®—® JPS Stage
& JPS Stage I
A—h JPS Stage IVa
o—0O JPS Stage IVb

n
46
60
386
666
1190

0 12 24 36 48

60

Time after initial treatment (Month)
f& 9 2 3 $R 52007 (ER§2007; 22: e133) &Y35|

MST
30.6
>39.0
25.8
15.7
8.3

1-yr
88.2
86.4
74.9
61.0
311

2-yr
59.7
64.7
52.7
28.5
12.3

3-yr
42.6
51.8
42.0
16.5
3.9

N.S.
N.S.
p<0.0001
p<0.0001
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TLIFEVE
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Log Rank p=0.005
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| | | | |
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