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Combination of S-1 and Paclitaxel for Advanced/Recurrent Gastric Cancer Patients with Peritoneal Metastasis,
Feasibility Study (OGSG0401): Yutaka Kimura ™', Hirohisa Machida ™", Kazumasa Fujitani*'*, Moritoshi Yamamoto™'?,
Kazunari Tominaga™"?, Hiroshi Yano*'?, Toshio Shimokawa*'*, Hiroya Takiuchi*"?, Toshimasa Tsujinaka*'* and Hiroshi
Furukawa *'* (*'Osaka Gastrointestinal Cancer Chemotherapy Study Group (OGSG), *:Dept. of Surgery, NTT West Osaka
Hospital, **Dept. of Gastroenterology, Osaka City University Graduate School of Medicine, *'Dept. of Surgical Oncology,
National Osaka Medical Center, *sDept. of Internal Medicine, NTT West Osaka Hospital, *$ Graduate School of Medicine and
Engineering, University of Yamanashi, *" Cancer Chemotherapy Center, Osaka Medical College, **Dept. of Surgery, Sakai-
Municipal Hospital)
Summary

Background: The standard therapy for gastric cancer with peritoneal metastasis has remained unclear. Purpose: This pro-
spective feasibility study was aimed to investigate the efficacy and safety of 5-1 plus paclitaxel for advanced/recurrent gastric
cancer patients with peritoneal metastasis able to take oral feeding. Patients and methods: Seven patients were enrolled in
this study. Paclitaxel 50 mg/m?® was administered on days 1 and 8. S-1 was administered orally at 40 mg/m?® bid for 14
consecutive days, followed by a t-week rest. Qverall survival, the response rate and safety were examined for efficacy and
tolerability. Results: The median survival time was 310 days. The response rate in five patients was 80. 0%. Grade 3 toxicity
was observed in two patients. Combination chemotherapy of weekly paclitaxel and $S-1 demonstrated efficacy and tolerable
toxicity. This regimen will be one of the initial treatment options for unresectable or metastatic gastric cancer with peritoneal
metastasis. Key words: Peritoneal metastasis from gastric cancer, 5-1, Paclitaxel (Received Mar. 19, 2009/ Accepted Jun. 18,
2009)
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Table 1 Patients characteristic and treatment course

Patients characteristic (n=7)
Sex: male/female 5/2
Age (median) 64 (50-75)
Performance status (ECOG): (/1 6/1
Histology: tub/por/sig 0/4/3
Metastatic site: N/H/P (ascites) 3/1/7 (1)
Disease status: primary/recurrent 7/0
Pretreatment; Yes/No 0/7

Treatment course (median) 7 (5-200
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Table2 Registered patients

No. Age/sex PS [Histology Course Metastatic site® RECIST  Evaluation of ascites Outcome (comment)
1 75/M 1 por 7 N/P PR Effect Death
2 69/M 0 sig 6 P — Effect Death
3 64/M 0 sig 5 N/P PR Good effect Death
4 50/M 0 por 8 P SD No effect Death
5 59/F 0 sig 20 H/P CR Good effect Alive (gastrectomy)
6 53/F 0 por 6 P — No effect Death
7 67/M 0 por 7 N/P PR Effect Death

*N: Lymph node, P: Peritoneum, H: Liver
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Fig. 2 Progression-free survival (PFS)

Table3 Adverse events

Toxicity (n=T7) Gradel Grade2 Grade3 =Grade3 (%)
Hematologic )
Leukopenia 1 4 1 1 (14.3}
Neutropenia 1 2 1 1 (14.3)
Anemia 4 1 0 0
Thrombopenia 0 0 0 0
Nonhematologic
Anorexia 2 3 0 0
Nausea/vomiting 1 2 0 0
Diarrhea 1 1 0 0
Fatigue 1 0 0 0
Hepatic dysfunction 1 1 1 1 (14.3)
Acomia 3 1 0 0
Peripheral neuropathy 1 0 0 0
Dysgeusia 0 1 0 0
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Fig. 3
a; Contrast-enhanced abdominal CT showed liver masses (arrows) on admission.
b: Abdominal CT at the end of 10 courses revealed the disappearance of liver masses,

Fig. 4
At pelvic CT, ascites on admission {a) disappeared at the end of 10 courses (b).

TFig.5
a: Endoscopic examination revealed Type 3 turmor.
b: The tumor reduced at the end of 10 courses.
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