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Carboplatin plus etoposide (CE) is the current standard treatment for elderly extensive-disease small-
cell lung cancer (ED-SCLC). Although carboplatin plus irinotecan (CI) is expected to produce
promising results, this regimen should be evaluated in a prospective comparative trial. A randomized
phase II/III trial (JCOG1201) comparing CI with CE for the treatment of elderly patients with ED-
SCLC commenced in JCOG in December 2013. Thereafter the study was revised to the intergroup
trial of JCOG and TORG as JCOG1201/TORG1528 in January 2016 to increase patient accrual. The
purpose of this study is to confirm the superiority of CI in terms of overall survival over CE for elderly
ED-SCLC patients in a phase II/III design. A total of 370 patients will be accrued from 71 Japanese
institutions within 5 years. In the phase II part, the primary endpoint is the response rate of the CI
arm and the secondary endpoint is adverse events. In the phase III part, the primary endpoint is
overall survival and the secondary endpoints are progression-free survival, response rate, adverse
events, serious adverse events and symptom score. This trial has been registered at the UMIN
Clinical Trials Registry as UMIN000012605.
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Carboplatin plus etoposide (CE) is the current standard treatment for elderly extensive-disease small-
cell lung cancer (ED-SCLC). Although carboplatin plus irinotecan (CI) is expected to produce
promising results, this regimen should be evaluated in a prospective comparative trial. A randomized
phase II/III trial (JCOG1201) comparing CI with CE for the treatment of elderly patients with ED-
SCLC commenced in JCOG in December 2013. Thereafter the study was revised to the intergroup
trial of JCOG and TORG as JCOG1201/TORG1528 in January 2016 to increase patient accrual. The
purpose of this study is to confirm the superiority of CI in terms of overall survival over CE for elderly
ED-SCLC patients in a phase II/III design. A total of 370 patients will be accrued from 71 Japanese
Institutions within 5 years. In the phase II part, the primary endpoint is the response rate of the CI
arm and the secondary endpoint is adverse events. In the phase III part, the primary endpoint is
overall survival and the secondary endpoints are progression-free survival, response rate, adverse
events, serious adverse events and symptom score. This trial has been registered at the UMIN
Clinical Trials Registry as UMIN000012605.
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Carboplatin plus etoposide (CE) is the current standard treatment for elderly extensive-disease
small-cell lung cancer (ED-SCLC). Although carboplatin plus irinotecan (CI) is expected to
produce promising results, this regimen should be evaluated in a prospective comparative trial.
A randomized phase II/III trial (JCOG1201) comparing CI with CE for the treatment of elderly
patients with ED-SCLC commenced in JCOG in December 2013. Thereafter the study was
revised to the intergroup trial of JCOG and TORG as JCOG1201/TORG1528 in January 2016 to
increase patient accrual. The purpose of this study is to confirm the superiority of CI in terms of
overall survival over CE for elderly ED-SCLC patients in a phase II/III design. A total of 370
patients will be accrued from 71 Japanese institutions within 5 years. In the phase II part, the
primary endpoint is the response rate of the CI arm and the secondary endpoint is adverse events.
In the phase III part, the primary endpoint is overall survival and the secondary endpoints are
progression-free survival, response rate, adverse events, serious adverse events and symptom

score. This trial has been registered at the UMIN Clinical Trials Registry as UMIN000012605.
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