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Statistical analysis

The trial was designed to have §0% power to detect a
5-month difference in median overall survival (15 months
in the chemoradiotherapy group and 10 months in the
radiotherapy alone group) via a log-rank test with
one-sided alpha of 0-05.7'%" A sample size of 200 patients
was planned by the Schoenfeld and Richter method,"”
with 1.5 years of follow-up after 4 vears of patient accrual.

671-8.

Articles

Thoracic radiotherapy with or without daily low-dose
carboplatin in elderly patients with non-small-cell lung
cancer: a randomised, controlled, phase 3 trial by the Japan
Clinical Oncology Group (JCOG0301)

kamata, Nobuyuki Yamamata, Yuichiva Ohe, Toshiyuki Sova, Sa
armura, on behalf af the fapan Chindcal Oncalogy Graup Lung Can

shikura,
Study Group

Shinji Atagi, Masaaki Kawahara, Akira Yokoyama, Hi
ita, Haruhiko Fukwda, Nagahiro Saijo, Torm

Tara 5}

Summary

Background It is unknown whether combined chemura.dio‘therdp,‘ improves overall survival in elderly patients with
lescally advanced non-small-cell lung cancer (NSCLC), The aim of this study was to assess whether radiotherapy plus
carboplatin results in longer survival than radiotherapy alone in elderly patients with NSCLC.

Methods This was a randomised, controlled, phase 3 trial by the Japan Clinical Oncology Group (JCOG0301). Patients
older than 70 years with unresectable stage 111 NSCLC were randomly assigned to chemoradiotherapy (60 Gy plus
concurrent low-dose carboplatin [30 mg/m2 per day, 5 days a week for 20 days]) or radictherapy alone, using a
minimisation method with biased-coin assignment balancing on Eastern Cooperative Oncology Group (ECOG)
performance status (0 vs 1 vs 2), stage (I11A vs 111B), and institution. The primary endpoint was overall survival, which
was analysed for the eligible population and stratified by ECOG performance status, stage, and institution. The trial
was stopped early as a result of the second planned interim analysis. This study is registered with UMIN Clinical
Trials Registry, number CO00000060, and ClinicalTrials.gov, number NCT00132665.

Findings 200 patients were enrolled from Sept 1, 2003 to May 27, 2010: 100 in the chemoradiotherapy group and 100 in
the radiotherapy group. The second planned interim analysis was dene 10 months after completion of patient accrual.
At this time, median follow-up for censored cases was 19-4 months (IQR 10-3-33.5). In accordance with the
prespecified stopping rule, the JCOG data and safety monitoring committes recommended early publication of this
trial because the difference in overall survival favoured the chemoradiotherapy group. Median overall survival for the
mnd 16-9 months
1 p value=0-0179).
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