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The National Cancer Center (NCC), as a national research and development agency, aims at “maximizing research
and development outcomes” and takes up issues left by university or the private sector. As such, since conducting
the first investigator-initiated registration-directed trial (IIRDT) in Japan, the National Cancer Center Hospital
(NCCH) has coordinated countless investigator initiated trials taking place in multiple locations, as a core clinical
trial hospital and a hub for early exploratory clinical trials. Serving as the Japan Clinical Oncology Group (JCOG)'s
headquarter, with a data center and operations office, the NCCH has coordinated a number of multi-institutional
investigator-initiated clinical studies.

In order to conduct multiple high quality clinical trials simultaneously, from early to late phase, to serve unmet
medical needs of cancer patients, NCCH has established the NCC-ACCEL (Anti-cancer Consortium from Early to
Late Phase) scheme, strengthening its clinical research support function with a firm governance arm.

The Center for Research Administration and Support (CRAS), which serves not only both of NCC’s hospitals, but
also the Research Institute, Center for Public Health Sciences, Exploratory Oncology Research & Clinical Trial
Center, and Center for Cancer Control and Information Services, supports research in the areas of biostatistics,
auditing, and ethics reviews.

Through this Clinical Trial Core Center Program, NCCH is reinforcing its research infrastructure towards conducting
more single/multiple location clinical research at the highest standard in terms of both quality and subject safety,
mainly focusing on unapproved cancer drugs.

Our initiatives in the fiscal year of 2016 were as follows:

(O Reorganizing the Clinical Research Support Office of NCCH

In order to reinforce the research support system for the efficient and patient safety secured investigator
initiated clinical trials for unapproved/off-label drugs, NCCH has reorganized its Clinical Research Support Office
(CRSO) into three divisions: Clinical Research Coordinating Division-supporting the hospital conducting the trial
(local support); Research Management Division-supporting the trial sponsor (central support); and the Data

Management Division-literally managing data, and has also expanded personnel gearing up the CRSO.

(O Nurturing investigators and supporting staff for clinical trials from all over Japan

In order to support scientifically accurate clinical research meeting the highest of ethical standards, we
continued to maintain ICRweb, an e-learning system, and provided 19 new educational contents. We also
issued an unprecedented number of certificates to those completing the course for Ethical Guidelines for
Medical and Health Research Involving Human Subjects in Japan.

Moreover, NCCH organized the 1t NCCH Workshop on Methods in Oncology phase | trials and translational
research. Speakers included leading scientists from the FDA and overseas institutions, leading developing
representatives from Japanese pharmaceutical companies, and several leaders from NCC’s Hospital and
Research Institute. In total, 122 physicians (clinical and scientists), pharmacists/chemists, medical technologists,

nurses, graduate students, clinical researchers from pharmaceutical companies attended the workshop.

O Development of clinical scheme based on genomic information

Towards the introduction of clinical sequencing, and treatments chosen based on its information, to the
standard national healthcare scheme, NCCH has expanded its TOP-GEAR (Trial of Onco-Panel for Gene-profiling
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to Estimate both Adverse events and Response by cancer treatment) team, established a quality-assured next
generation sequencing laboratory in house, also utilizing NCC oncopanel diagnostic system. An expert panel
team comprised of genomic specialists, clinical oncologists and pathologists interpret test results, discuss the

recommended treatment, and inform the physician seeing the patient.

O Development for rare cancer clinical trials

To strengthen investigator initiated clinical trials and translational research to develop new rare cancer
treatments, NCCH has established a MASTER-KEY (Marker Assisted Selective ThErapy in Rare cancers:
Knowledge database Establishing registry) project. NCCH is also preparing to offer consultation services to

venture companies, utilizing know-how gleaned from pharmaceutical regulatory affairs experience.

O Development for clinical trials of palliative and supportive care

In order to develop a new prevention and treatment method for adverse drug reactions with cancer therapy
and collateral symptoms, NCCH has built a support framework for clinical trials of supportive care, and has
started the activities of J-SUPPORT, a cooperative group for supportive care development. J-SUPPORT has made

the policy for supportive care trials, patient-reported-outcome (PRO) measurement method and consultation

system.
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