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Abstract

AIM: To evaluate the efficacy and safety of
combined chemotherapy with irinotecan
and nedaplatin as a second-line regimen for
advanced esophageal cancer.

METHODS: An open trial was performed.
Twenty-four patients with histopathologically
confirmed esophageal squamous cell carcinoma
who received combination chemotherapy with
irinotecan and nedaplatin as a second-line regi-

men were evaluated. The combination therapy
consisted of intravenous administration of irino-
tecan 65 mg/m” over 1 hour on days 1 and 8 of
a 21-day cycle, and nedaplatin 80 mg/m’ over 2
hours on day 1. Efficacy was evaluated every 6
weeks (two cycles) according to RECIST criteria.
Toxic side effects were graded based on CTCAE
3.0 criteria after each cycle. The follow-up period
was 24 months. Survival analysis was performed
using the Kaplan-Meier method.

RESULTS: All the 24 patients were assessable
for response. In the study, one patient (4%)
experienced complete remission (CR), 5 (21%)
partial remission (PR), 7 (29%) stable disease
(SD), and 11 (46%) progressive disease(PD). The
overall response rate (CR + PR) was 25%, and
the disease control rate (CR + PR + SD) was 54%.
The median overall survival (OS) time was 248.5
d (95% confidence interval [CI]: 159-563 d), and
median time to disease progression (TTP) was
131 d (95%Cl: 45-382 d). Severe hematological
adverse events (grade 3) included: anemia (n = 1;
4%), neutropenia (n = 4; 25%), leucopenia (n = 5;
21%), and thrombocytopenia (1 =1; 4%). Grade
4 neutropenia was observed in only one patient
(4%). No grade 3-4 nonhematological adverse
events occurred. No treatment-related deaths
were observed.

CONCLUSION: Combined therapy with irino-
tecan and nedaplatin as a second-line regimen is
effective, safe and well-tolerated in patients with
advanced esophageal squamous cell carcinoma.
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