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#  §E) Clinical study to evaluate adjuvant chemotherapy for completely resected pulmonary

high grade neuroendocrine carcinoma

In this research, we have commenced a multicenter randomized controlled trial to confirm the
superiority of irinotecan plus cisplatin (IP) in terms of overall survival over etoposide plus
cisplatin (EP) as post-operative adjuvant chemotherapy for pathological Stage I-IIIA completely

resected pulmonary high grade neuroendocrine carcinoma (HGNEC) patients.

[Study setting]
A multi-institutional two-arm open label randomized phase III study.

[Main inclusion criteria)
Pathologically proven high-grade neuroendocrine carcinoma, pathological Stage I-IIIA, Aged 20-
74 years-old, ECOG performance status of 0 or 1, Lobectomy or more extended surgery, Within
28-56 days after surgery, Adequate organ functions, Written informed consent.

[ Endpoints]
The primary endpoint is overall survival (OS) in all randomized patients. OS is defined as days
from randomization to death from any cause, and it is censored at the last day when the patient
is alive. The secondary endpoints are relapse-free survival (RFS), proportion of treatment
completion, adverse events, serious adverse events, and second malignancy.

[ Treatment methods]
Patients in the EP arm receive 4 courses of postoperative EP repeated every 3 weeks. Patients in

the IP arm receive 4 courses of postoperative IP repeated every 4 weeks.

[Patient enrollment]
A total of 220 patients will be accrued from 54 Japanese institutions, this study is conducted as
an intergroup study between Lung Cancer Surgical Study Group and Lung Cancer Study Group
in JCOG (The Japan Clinical Oncology Group).
March 2017, 145 patients have been already enrolled in this study.
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