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[Outline of the study] We have launched a nation-wide genome screening consortium with next

generation sequencing panel for facilitating a recruitment to adequate sponsor/investigator- initiated
IND registration trial in February 2015, which is collaborated with 15 pharmaceutical companies and
more than 240 hospitals. The purpose of this registry study is to make clinico-genome data considered
in the evaluation of new agent approval based on the SCRUM-Japan enrolled data. During the
three-year study period, clinico-genome data of orphan-fractionated lung/gastrointestinal cancers
with quality assurance adopted international standards are planned to collect with timely updating
systems from the participating hospitals for new agent application data package as a historical control,
which will be provided to regulatory authorities including PMDA.

[Study outcomes in FY 2016]
After approval of the study by AMED in October 2016, following results have been obtained:
1) Clinical data of 4,805 cases including 2,133 lung and 2,672 gastrointestinal cancer were updated.
Collecting items and target fractions for the registry were discussed with industries which resulted
in 21 orphan fractions under new agent trials for the registry. Patients with these fractions will be
enrolled in the prospective cohort registry study. The study protocol was made and has been
submitted to the institutional review board (IRB) in National Cancer Center with contract form
regarding data supply to regulatory authorities. Additionally, in parallel with newly planned
Iinvestigator-initiated registration study for HER2 positive colorectal cancer, accrual and analysis
systems for another cohort (mainly non-registered to the study) as a historical control are being
established, which will soon be submitted to IRB.
2) The investigator-initiated study for RET fusion positive non-small cell lung cancer has already
completed with an excellent response rate and are now under discussion for submitting label
expansion approval of the agent. A retrospective cohort study for RET positive patients as a historical
control will start soon in collaboration with participating centers.
3) Quality assurance of the registry data for historical control at new agent evaluation have been
discussed with office of non-clinical and clinical compliance and new drug Vin PMDA, and the AMED
project lead by Dr Hayashi. Based on the results, we have initiated to make standard operation
procedures with regard to central data managements.
4) For clinical data collections, we organized CRC delivering system to participating hospitals. They
support data entry to the electronic data capturing, which might reduce site investigators work and
make us timely update of the clinical data. The system has already been introduced in lung cancer

group and has initiated in some institutions in gastrointestinal group.



5) The registry study group decided to adopt Clinical Data Interchange Standard Consortium
(CDISC) for clinical data, because it has already been indicated for submitting clinical trial data in
new agent regulatory evaluation. We started CDISC data change under support with CRO. In
addition, indication of operational data model (ODM) was also initiated under contract with IT
industry for collecting clinical data from electronic medical chart. These works may make our group

lead future international data integration for precision medicine.
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