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[Abstract] Background and purpose: Although there is still no standard first line chemotherapy regimen
for metastatic gastric cancer (MGC), the doublet and triplet regimens containing platinum and fluorouracil were most
popular worldwidely. The ECF regimen is the classical and one of the most popular treatment choices in this setting,
while the marrow suppression, the renal toxicity and poor compliance inhibits its usage. In order to improve its efficacy
and tolerability, this study conducted 2 phase I trials by modified ECF regimen, the EOF; regimen (substituting
cisplatin with oxaliplatin, shortening the continuous infusion period to 120 h), to treat patients with MGC since 2004.

This paper reported the comprehensive results of the 2 studies. Methods: All the patients who enrolled in our previous
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2 phase I trials and received EOF; as first line treatment entered this study. Each patient received the treatment of
epirubicin 50 mg/m’ iv d1, oxaliplatin 130 mg/m” iv gtt d1 and 5-FU 375-425 mg/m*-d" civ 120 h, and repeated every
3 weeks. Efficacy was analyzed every 6 weeks. Results: A total number of 178 patients (all were metastatic patients but
2 advanced patients with unresectable lesions) were included into this study. One hundred and seventy patients were
evaluable, and 7 patients (3.9%) achieved complete response (CR), 76 patients (42.7%) achieved partial response (PR),
46.6% patients achieved overall response rate (ORR, CR+PR), and the cases of stable disease (SD) and progressive
disease (PD) were 69 (38.8%) and 18 (10.1%), respectively. The median progress free survival (PFS) and overall
survival (OS) were 6.0 months (95%CI: 5.2-6.8) and 12.6 months (95%CI: 8.9-16.3), 1-year and 2-year survival rate
were 50.9% and 28.0%, respectively. Grade 3, 4 toxicity including: leucopenia (23.0), neutropenia (38.8%), anemia
(6.5%), thrombocytopenia (23.5%), nausea/vomiting (14.1%), and peripheral neuropathy toxicity (1.2%). Among 75
patients who received second line treatment, the median survival from second line treatment was 8.0 months (95%CI:
4.8-11.2). Conclusion: EOF; regimen is a highly effective regimen with moderate and manageable toxicity, and it
providesa suitable alternative for the first-line treatment of MGC.
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Tab.1 Patients’ clinicopathological characteristics

Patient characteristics n(%)
Gender
Female 67(37.6)
Male 111(62.4)
Histologic diagnosis
Adenocarcinoma
Moderately and well differentiated 21(11.8)
Low/undifferentiated 117(65.7)
Un-classified 40(22.5)
Synchronous metastasis or relapse from surgery
Relapse from radical surgery 36(20.2)
Diagnosed with synchronous metastasis 142(79.8)
No. of tumor sites
1 4(2.2)
2 12(6.7)
=3 162(91.0)
ECOG
0 9(5.1)
1 155(87.1)
2 14(7.9)
Sites involved
Liver 68(38.2)
Lung 16(9.0)
Retroperitoneal lymph nodes 91(51.1)
Ascites 39(21.9)
Pleural effusion 18(10.1)
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Fig.2 The overall survival and progression free survival of patients with or without 5-FU maintenance treatment

A: Overall survival; B: Progression free survival.
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Tab.2 Adverse events assessed according to National Cancer Institute Common Toxicity Criteria

[n(%0)]
Adverse events Number of patients with adverse effect
I 11 1] v Total

Leucocytopenia 41(24.1) 66(38.8) 35(20.6) 4(2.4) 146(85.9)
Neutropenia 26(15.3) 49(28.8) 57(33.5) 9(5.3) 141(82.9)
Febrile neutropenia 0(0) 0(0) 6(3.5) 0(0) 6(3.5)
Thrombocytopenia 16(9.4) 15(8.8) 26(15.3) 14(8.2) 71(41.8)
Anemia 58(34.1) 44(25.9) 7(4.1) 4(2.4) 113(66.5)
Aminotransferase 40(23.5) 7(4.1) 0(0) 0(0) 47(27.6)
Creatinine 3(1.8) 0(0) 0(0) 0(0) 3(1.8)
Nausea/vomiting 62(36.5) 48(28.2) 24(14.1) 0(0) 134(78.8)
Peripheral neuropathy 59(34.7) 9(5.3) 2(1.2) 0(0) 70(41.2)
Oral mucositis 25(14.7) 4(2.4) 3(1.8) 0(0) 32(18.8)
Diarrhea 20(11.8) 11(6.5) 4(2.4) 0(0) 35(20.6)
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