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fE(medial survival time: MST)& <35 Di%, HER2
R T S ANCK T B ToGARBROREBRIGE THD,
Capecitabine, CDDP, 38X U\ Trastuzumabff LT,
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Human gastric cancer development with TNF-a-
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inducing protein secreted from Helicobacter pylori.
Suganuma M, Yamaguchi K, et al. Cancer Lett. 2012

Mar 27.

Sawaki A, Yamaguchi K, et al. Efficacy of
trastuzumab in Japanese patients with HER2-positive
advanced gastric or gastroesophageal junction cancer:
a subgroup analysis of the Trastuzumab for Gastric
Cancer (ToGA) study. Gastric Cancer. 2012 Jul;15(3):
313-22.

Efficacy and safety of capecitabine plus cisplatin in
Japanese patients with advanced or metastatic gastric
cancer: subset analyses of the AVAGAST study and
the ToGA study. Yamaguchi K, et al. Gastric Cancer.
2012 Jul 11.

A randomized phase II trial to elucidate the efficacy
of capecitabine plus cisplatin (XP) and S-1 plus
cisplatin (SP) as a first-line treatment for advanced
gastric cancer: XP ascertainment vs. SP randomized PII
trial (XParTS II). Tsuburaya A, Yamaguchi K, et al.
BMC Cancer. 2012 Jul 23;12(1):307.

TAS-102 monotherapy for pretreated metastatic
colorectal cancer: a double-blind, randomised,placebo-

controlled phase 2 trial. Yoshino T, Yamaguchi K.et al.

Lancet Oncol. 2012 Aug 27.

A phase I study of intravenous aflibercept with FOLFI
RI in Japanese patients with previously treated
metastatic colorectal cancer. Yoshino T, Yamaguchi K,
et al. Invest New Drugs. 2012 Nov 20.
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2013 ASCO Gastrointestinal Cancers Symposium
Randomized Phase II Study of S-1/CDDP Plus TSU-68
Versus S-1/CDDP in patients with Advanced Gastric

Cancer Yamaguchi K et al

Randomized phase III study of S-1 plus oxaliplatin ver
sus S-1 plus cisplatin for first-line treatment of advanc
ed gastric cancer. Higuchi K, Yamaguchi K et al.
2012 ASCO Annual Meeting

Randomized phase III study of irinotecan (CPT-11) ver
sus weekly paclitaxel (WPTX) for advanced gastric can
cer (AGC) refractory to combination chemotherapy

(CT) of fluoropyrimidine plus platinum (FP): WJOG40
07 trial. Ueda S, Yamaguchi K et al

Randomized phase II trial of gemcitabine plus S-1 co
mbination therapy versus S-1 in advanced biliary tract
cancer: Results of the Japan Clinical Oncology Group
study (JCOGO805). Morizane N kensei Y et al.

1* line treatment in Her2 positive advanced or metastatic
gastric cancer.
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Fuse N, Nagahisa-Oku E, Doi T, Sasaki T, Nomura S,
Kojima T, et al. Effect of RECIST revision on
classification of target lesions and overall response in
advanced gastric cancer patients. Gastric Cancer.
2012 Aug 22. Epub 2012/08/23.

Doi T, Takiuchi H, Ohtsu A, Fuse N, Goto M, Yoshida
M, et al. Phase | first-in-human study of TAK-285, a
novel investigational dual HER2/EGFR inhibitor, in
cancer patients. Br J Cancer. 2012 Feb
14;106(4):666-72.
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A. TFEERN
To clarify the survival benefit of everolimus comp
ared with best supportive care in patients with ad

vanced or metastatic previously treated gastric ca

ncer patients.

B. WEFE
In a randomized, double-blind, multicenter, phase
3 study, patients aged 2 18 years with confirmed A
GC and disease progression after 1 or 2 lines of s
ystemic chemotherapy were randomized 2:1 to oral E
VE 10 mg/d plus best supportive care (BSC) or plac
ebo (PBO) plus BSC. Randomization was stratified b
y region (Asia vs rest of world) and previous line
s of chemotherapy (1 vs. 2). Study drug was discon
tinued upon progression or unacceptable toxicity
The primary endpoint was overall survival (0S). Se
condary endpoints included progression—free surviv
al (PFS), overall response rate (ORR), and safety.
The final analysis was performed when 526 deaths
occurred.
We present the results with the Japanese populatio
n (n=116).

(fWEE~DEE)

Written informed consent is needed at enrollment.

C. WrsofER

To compare the efficacy results between overall an

d Japanese population, in Japanese population, the
efficacy results were consistent with that of ove

rall.

Eveolimus did not improve OS but it was associated
with a reduced the risk of progression and death
compared with placebo.

0S in both arm and PFS in eve group in the Japane

se population likely to be better than that of ove

rall population.

Although OS did not reach statistical significance,
eveolimus was associated with a reduced the risk
of progression or death compared with the placebo.
Concerning the efficacy in everolimus arm, it was
likely to be more effective in Japanese population
that of overall population, but 0S in both arm in
Japanese were better than that of overall populat

ion
D. £%£

To compare the prognostic factors between the Japa
nese and non—J population, there were more PSO pat
ients in the Japanese patients.

E. f&

In Japanese population, the efficacy results were

consistent with that of overall;

Everolimus monotherapy improved PFS, but did not s
ignificantly improve OS in patients with AGC previ
ously treated with 1 or 2 lines of systemic chemot
herapy

F. #FgERE

(BFFELES - H - BITESELRA)
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xR

2. FLRRK
#F10E] B RN RIERFSFENES
GRANITE-1; &8 L SERIEIC X 2 RTRER ICEIT 25k
L= ETHEEEERFICRBIT 2" Y AXDEIIIFE
RER . BA AT

G. MXMEZOHRE - BERL (FEZED, )
LFFFERE 2. RAIFRBE 3. 2oft WIhbik
Ep/ 9P
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1. Satoru Iwasa, Masahiro Goto, Hirofumi Yasui,
Tomohiro Nishina, Daisuke Takahari, Norisuke Na
kayama, Koichi Taira, Hitoshi Kusaba, Nozomu Fus
e, Shuichi Hironaka, Yasuhiro Shimada, Takako Eg
uchi Nakajima : Multicenter feasibility study of
combination therapy with fluorouracil, leucovor
in and paclitaxel (FLTAX) for peritoneal dissemi
nated gastric cancer with massive ascites or ina
dequate oral intake. Jpn J Clin Oncl.42 (9):787-
93, 2012
2. FEER
AIFFRICEZEREET 2 b DR L, AP E
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1. Ken Shimada, Katsuhiko Higuchi, Naoshi Hosaka,
Eisaku Sasaki, Norisuke Nakayama, Kenji Amagai,
Yuiti Takeda, Moriwaki, Takashi
Sekikawa, Toshikazu Sakuyama, Kazuhito Yajima,
Satoshi Tanabe, Yusuke Saito, Yoshiharu Maeda,

Toshikazu

Ken Nishimura, Tohru Sasaki, Kouji Kobayashi,

Tatsu Shimoyama, Ichinosuke Hyodo, Wasaburo
Koizumi; The Tokyo Cooperative Oncology Group:
Randomized phase III trial of irinotecan plus
cisplatin versus irinotecan alone after S-1
based chemotherapy failure for patients with
advanced and recurrent gastric cancer (AGC)
(TCOG GI-0801). 2013 ASCO-GI
2. Kensei VYamaguchi, Wasaburo Koizumi, Hisashi
Hosaka, Yasutaka Takinishi, Norisuke Nakayama,
Takuo Hara, Kei Muro, Hideo Baba,
Tomohiro Nishina,
Esaki, Takagi, Gotoh,
Ryuichi Kitamura, Hideki Matsumoto, Tsuneo
Sasaki: Randomized phase II study of S-1/CDDP

plus TSU-68 versus S-1/CDDP in patients with

Yasutsuna

Sasaki, Nozomu Fuse, Taito

Masakazu Masahiro
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