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P FE) Investigator initiated trial in HER2-positive unresectable and
recurrent colorectal cancer utilizing the Nation—-wide genome

screening consortium (SCRUM-Japan) patient registry
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(¥ FB) Planning, conducting, and patient registration of investigator

initiated trials
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(I FE) National Cancer Center Hospital East, Department of Gastrointestinal

Oncology, chief, Takayuki Yoshino
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(3% 3E) Planning and conducting of investigator initiated trials
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(& EE) National Cancer Center Hospital East, Department of Gastrointestinal
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(¥ FE) Pathological diagnosis of HER2 THC and FISH in colorectal cancer
Patients
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We prepared the research plan to collect historical data of patients with
unresectable/recurrent colorectal cancer with HER2 positivity in collaboration with AMED
Ohtsu group.

We began to prepare the research plan for HER 2 screening to extract eligible patients
for investigator—initiated trial. We also validated the diagnostic criteria of HER2 test
(THC/FISH) for colorectal cancer. In addition, we examined the correlation between THC/FISH
and the next—generation sequencer panel adopted by SCRUM-Japan in order to formulate
criteria for HER2 gene amplified patients to be extracted. Furthermore, Clinical data
collection was carried out for retrospective prognostic analysis of HER2 positive
colorectal cancer.

We began to prepare the research plan for the investigator—initiated trial of trastuzumab
and pertuzumab for unresectable and recurrent colorectal cancer patient with HER2—positive.
We signed an agreement with an investigational drug provider company, and preliminary

interview with PMDA was carried out.
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