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G-SOX

Unresectable
advanced or 
recurrent gastric 
cancer (n=680)

S-1 + CDDP (SP)
S-1:40 mg/m2 bid for 21 days

CDDP:60 mg/m2 iv on day 8, q5w
(n=340)

R

S-1 + L-OHP (SOX)
S-1:40 mg/m2 bid for 14 days

L-OHP:100 mg/m2 iv on day 1, q3w
(n=340)

Stratified factors:
- ECOG PS 0/1/2
- Unresectable/ 

Recurrence with or without adjuvant chemotherapy
- Institution 

Phase III, randomized, open-label, multicenter study

Primary endpoints :
Progression -free survival, Overall survival
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Progression-free Survival (PPS)
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Lapatinib in Combination with Capecitabine plus Oxaliplatin in HER2-
positive Advanced or Metastatic Gastric, Esophageal, or Gastroesophageal
Adenocarcinoma: The TRIO-013/LOGiC Trial.



DOC+S-1 S-1
310 313

MST ( ) 390 334
1 52.5% 46.0%
2 23.7% 20.6%
3 13.0% 12.3%

Log-rank p=0.1416
HR=0.88 (95% CI:0.735-1.044)

314 160 71 39 21 6
321 138 59 28 11 4

No. at Risk
DOC + S-1

S-1

2nd line Phase III

CPT-11: 250~350 mg/m2,q3w

R
BSC n=19

CPT-11 n=212nd Line

(Dr’s Choice) Docetaxel: 60mg/m2, q3w
CPT-11: 150mg/m2, q2w

R
BSC n=65

SLC n=128
SLC: Second line Chemotherapy

2nd Line

R
Placebo + BSC n=217

Evelorimus + BSC n=4392nd Line

MST
CPT-11 4.0mo
BSC 2.4mo
p = 0.012

MST
SLC 5.1mo
BSC 3.8mo
p = 0.009

Kang JH et al, J Clin Oncol, 2012 

Eric Van Cutsem et al, ASCO-GI 2012 #LBA3

MST
Eve 5.39mo
BSC 4.34mo
p = 0.1244

GRANITE-1

Thuss-Patience PC et al, Eur J Cancer. 2011



RANDOMIZATION
Stratified by

Institution, PS 0-1/2, target lesion -/+

IRI
150 mg/m2 d1, 15 q4w

weekly Paclitaxel
80 mg/m2 d1, 8, 15 q4w

AGC refractory to prior FP confirmed by imaging
Age 20-75, PS 0-2, No history of CPT-11 or Taxane

Randomized phase III study of 
irinotecan (IRI) versus weekly paclitaxel (wPTX) for advanced 
gastric cancer (AGC) refractory to combination chemotherapy 

(CT) of fluoropyrimidine plus platinum (FP): 
WJOG4007 trial
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RAINBOW  Overall Survival
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• Ramucirumab (RAM) is a human IgG1 antibody targeting VEGFR-2. 

• In RAINBOW, RAM plus paclitaxel (PTX) demonstrated significant improvements in 
OS, PFS, and ORR in patients with metastatic gastric (mGC) or gastro-esophageal 
junction (GEJ) adenocarcinoma  whose disease had progressed after 
fluoropyrimidine - and platinum-containing chemotherapy.1

• Several trials for mGC suggest regional differences in survival outcome; specifically, 
Japanese patients tend to have a better prognosis than Western patients.2-5

RAM + PTX
N = 330

PL* + PTX
N = 335

HR
P - value

Median OS 
(mos) 9.63 7.36 0.807

P = 0.0169
Median PFS
(mos) 4.40 2.86 0.635

P <0.0001
ORR 
(95% CI)

28% 
23.3%–33.0%

16%
12.6%–20.4% P = 0.0001

*PL: placebo

1Wilke H, et al. J Clin Oncol 2014;32(suppl 3):abstr LBA7.  2Ohtsu A, et al. J Clin Oncol 2011;29:3968-76.
3Hironaka S, et al. J Clin Oncol 2013;31:4438-44.  4Thuss-Patience PC, et al. Eur J Cancer 2011;47:2306-14.
5Ford HE, et al. Lancet Oncol 2014;15:78–86.
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Lapatinib plus paclitaxel versus paclitaxel alone in the second-
line treatment of HER2-amplified advanced gastric cancer in 

Asian populations: TyTAN, a randomized, phase III study
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