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The purpose of this study is to evaluate the safety and efficacy of pre-operative combination
chemotherapy with trastuzumab (Tmab) in HER2 positive gastric cancer with extensive lymph
node metastasis. This trial is performed as Japan Clinical Oncology Group (JCOG) study under
the advanced medical care system B with free provision of Tmab by pharmaceutical company.
Planned sample size is 130.

Study protocol had been accomplished on July 2014 and proceeded for application of the
advanced medical care system B on August 2014 and obtained the approval on December 2014.
The trila had been registered in UMIN data base in March 2015. In 2015, approval of
institutional IRB and application for advanced medical care system had been carried out in each
participating institute. However, patient enrollment was suspended because an error in a part of
the document of application form for advanced medical care system was found. After fixing the
document and obtaining the approval for advanced medical care system, application for
advanced medical care system and patient enrollment was resumed. At present, 49 institutes
are approved for advanced medical care system and a total of 10 patients were enrolled. Patient
accrual appears to be relatively smooth after enrolment of the first patient. So far, no severe
adverse events were reported.

In this study, exploration of predictive and resistance factor for Tmab will be also investigated
as an accompanied study. We decided to use JCOG biobank system for sample collection of
pretreatment sera. Genetic analysis using target sequence in formalin fixed paraffin embedded
sample of pretreatment biopsy specimen and surgically resected sample will also be performed
in collaboration with Bio Bank Japan.

We organized seminars entitled “HER2 targeting therapy for resectable gastric cancer” on
February 2016 and on February 2017 with a total of 9 foreign guest speakers to promote the
patient enrollment of the trial. During this seminar, we decided to perform integrated analysis
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with similar neoadjuvant trial for HER2 positive gastric cancer conducted by EORTC called
INNOVATION. In addition, accompanied study of central review of pathological diagnosis and
establishment of cross-validation using virtual slide with European pathologist were also

started upon the request from EORTC.
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