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Table 1. Patient characteristics

No. of Pts

Gender Male 7

Female 9
Age Median Average 68 years 68 years

Range 51-79 years
Primary Colon 9

Rectal 5

Colorectal 2
PS 0 6

1 7

2 3
Line 1st 12

2nd 2

3rd 2
Disease site Recurrence & 6

Metastasis

Unrespectable 10
Evaluation sites Liver 9

Lung 8

Lymph nodes 4

Others 2

Pts: Patients, PS: Performance Status
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6. BHEER (Table 1)
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Fig. 1. 73 yr, female, colon cancer, lung, liver metastasis: SOX + BV (1stline).

12 courses later

Fig. 2. 72 yr, male, colon cancer, lung, liver metastasis: SOX + BV (1stline).
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Table 2. Incidence of adverse events (n=16)

Grade 1 2 3 4
Neutropenia 4(25%) | 3(19%) | 1(6%) 0
Thrombocytopenia 3(19%) | 1( 6%) 0 0
Neuropathy 13 (81%) | 2(13%) 0 0
Anorexia 7 (44%) | 2(13%) 0 0
General fatigue 6 (38%) 0 0 0
Nausea/Vomiting 9 (56%) 0 0 0
Diarrhea 6(38%) | 3(19%) 0 0
Mucositis oral 4(25%) 0 0 0
Fever 3(19%) 0 0 0
Hypertension 3(19%) | 5(31%) 0 0
Gastrointestinal stoma leak 0 0 1(6%) | 0
‘Wound dehiscence 0 0 1(6%) 0
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Table 3. Efficacy of oxaliplatin/bevacizumab based chemotherapy

Study line Regimen n RR (%) PFS (mo) 0S (mo)
J0193807 Ist XELOX + Bevacizumab 57 72 11.0 274
NO16966" 1st FOLFOX4/XELOX + Bevacizumab 699 47 9.4 21.3
TREE-2% Ist mFOLFOX6 + Bevacizumab 75 52 9.9 26.1
PACCE” 1st Oxaliplatin base + Bevacizumab 410 48 11.4 24.5
E3200' 2nd FOLFOX4 + Bevacizumab 286 22.7 7.3 12.9

n: Number, RR: Response Rate, PFS: Progression Free Survival, OS: Overall Survival

Table 4. Clinical benefit analysis between mFOLFOX6 + BV and SOX + BV

mFOLFOX6 + bevacizumab SOX + bevacizumab
Hospital visits Every 2 weeks Every 3 weeks
Port-catheter Require Not require

Infusion time

Treatment compliance

Treatment time/course

Response rate

Disease control rate

Drug preparation

Gastrointestinal disorders

Approx. 4-5 hours

Confirm infusion-pump
(necessary to educate patients
in port-catheter management)
48 hours intravenous infusion
52% (TREE-2%)

91% (TREE-2%)

Approx. 30 min

Less frequent

Approx. 45 hours
Patients dependent

(compliance instruction on the

oral preparation is necessary)
2 weeks per.os.
87.5% (this study)
100% (this study)
Approx. 5 min

Frequent
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Evaluation of S-1 + Oxaliplatin + Bevacizumab combination chemotherapy
in advanced colorectal cancer

Hiroshi Osawa, Hiroaki Goto and Tomohiro Myojo
Department of Oncology and Hematology, Edogawa Hospital, 2-24-18 Higashikoiwa, Edogawa-ku, Tokyo, Japan

S-1, oxaliplatin and bevacizumab have been used as key drugs in the treatment of advanced colorectal can-
cer, but there has been no report on a safety of these three drugs (SOX + BV) as combination chemotherapy.
In this report, we evaluated the safety of SOX + BV chemotherapy in 16 patients with advanced colorectal
cancer. Bevacizumab (7.5 mg/kg) and oxaliplatin (130 mg/m?) were administrated intravenously on day 1,
whereas S-1 was administrated orally (80 mg/m?/day, b.i.d.) for 14-days followed by a 7-day rest. The overall
response rate was 87.5% (PR, 14 patients; SD, 2 patients) and disease control was 100% (16/16 patients).
Bevacizumab-related side effects were observed in 10 patients (hypertension, 8 patients and 1 patient each
with intestinal stoma leak and wound dehiscence at the port insertion site). S-1 related diarrhea was also ob-
served in 5 patients, but it was manageable. In this study, SOX + BV chemotherapy demonstrated less toxic-
ity, was cost-effective, and it seemed to have a non-inferior response rate and disease control compared with
mFOLFOX6 + BV. SOX + BV chemotherapy is an apparently valid choice for ambulatory chemotherapy. In
future, further studies on SOX + BV chemotherapy, involving such factors as PFS, OS, and QOL, need to be
addressed.



