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Abstract

AIM: To evaluate the efficacy and safety of
gimeracil and oteracil porassium capsules (5-1)
as a single drug in the adjuvant treatment of pa-
tients with advanced colorectal cancer.

METHODS: Eligible patients with advanced
colorectal cancer were randomly assigned
to either a control group or an experimental
group. The patients of the control group re-
ceived routine symptomatic treatment, while
the experimental group was additionally given
S-1 [60 mg/(m’ed), bid, P.O. on days 1-14, then
drug withdrawal for 1 wk, repeated every 3 wk,
stopped until disease progression or unaccept-
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able toxicity occurred] beside the routine symp-
tomatic treatment.

RESULTS: A total of 83 eligible patients were
enrolled, including 4 in the control group and
41 in the experimental arm. Median follow-up
period was 54 wk. The baseline characteristics
were comparable between the two groups. S-1
treatment improved the progression-free sur-
vival (PFS), though there was no statistical dif-
ference (HR = 0.52, 95%CI: 0.22-1.23, P = 0.1384).
For all patients with advanced colorectal
cancer, the 1-year PFS for the control arm and
experimental arm was 78.6% and 97.6%, respec-
tively, favoring the S-1 regimen. For patients
with advanced colon cancer, the improvement
of PFS did not differ significantly between the
two arms (HR = 0.62, 95%CI: 0.20-1.95, P =
0.4156). The 1-year PFS for the control arm and
experimental arm was 76.2% and 95.0%, favor-
ing the S-1 regimen. For patients with advanced
rectal cancer, the improvement of PFS did not
differ significantly between the two arms (HR
=0.42, 95%CI: 0.11-1.58, P = 0.2005). The 1-year
PFS for the control arm and experimental arm
was 76.2% and 95.2%, respectively. Three cases
developed S-1-induced adverse reactions, in-
cluding one case of grade II and two cases of
grade 1, which, however, did not cause treat-
ment discontinuation.

CONCLUSION: S-1 can improve the PFES in pa-
tients with advanced colorectal cancer, indicat-
ing that such patients may benefit from S-1 regi-
men in the adjuvant setting.

© 2014 Baishideng Publishing Group Inc. All rights
reserved.
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