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(% F5) A phase III study comparing gefitinib and inserted cisplatin and
pemetrexed with gefitinib as a first-line treatment for patients with
advanced non-squamous non-small-cell lung cancer harboring EGFR
activating mutation (JCOG1404/WJOG8214L:AGAIN)
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pemetrexed with gefitinib as a first-line treatment for patients with
advanced non-squamous non-small-cell lung cancer harboring EGFR
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“A phase III study comparing gefitinib and inserted cisplatin and pemetrexed with gefitinib as
a first-line treatment for patients with advanced non-squamous non-small-cell lung cancer
harboring EGFR activating mutation” (JCOG1404/WJOG8214L: AGAIN) and “Biomarker study
to clarify the mechanism of acquiring resistance to EGFR-TKI and usefulness of liquid biopsy in
EGFR mutation positive Non-small lung cancer” (JCOG1404/WJOG8214L_A1) are ongoing in
JCOG and WJOG.

Main study (JCOG1404/WJOG8214L: AGAIN) was approved by JCOG on October 2015 and
first patient enrollment was on January 2016. Main study (JCOG1404/WJOG8214L: AGAIN)
was also approved by WJOG on June 2016. Sub-study (JCOG1404/WJOGS8214L,_A1l) was
approved by JCOG on May 2016 and WJOG on June 2016, respectively. First patient
enrollment of sub-study (JCOG1404/WJOG8214L,_A1) was on August 2016.

In the Heisei 28 fiscal year (Between April 2016 and March 2017), 86 and 13 patients were
enrolled to Main study (JCOG1404/WJOG8214L: AGAIN) from JCOG and WJOG. Total
number of enrolled patient was 99 in this period which was slightly fewer than expected. No
unexpected sever adverse events were reported. Eighteen patients were enrolled to sub-study
(JCOG1404/WJOG8214L,_A1) in this period.
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A research protocol of “Biomarker study to clarify the mechanism of acquiring resistance to
EGFR-TKI and usefulness of liquid biopsy in EGFR mutation positive Non-small lung
cancer was approved by Japan Clinical Oncology Group (JCOG) and West Japan Oncology
Group (WJOG) on 17/May/2016 and 11/Jun/2016 respectively. Then the protocol was approved
by Institutional Review Board of participating institutions. First patient was enrolled on

24/Aug/216. The study is ongoing now.
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