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Consideration of the role as clinical research support infrastructure of national centers

in promoting clinical development of intractable neurological diseases

Harumasa Nakamura
Department of Clinical Research Support,
Clinical Research & Education Promotion Division,

National Center Hospital, National Center of Neurology and Psychiatry

In intractable/rare diseases, it is said that research and development of treatment
methods do not progress due to inadequate elucidation of pathological conditions and
rarity of patients. This study consists of physicians and researchers, the study support
personnel of the clinical research core and non-core hospitals, and experts familiar with
administrative and regulatory science in addition to the study support division of the
National Center of Neurology and Psychiatry (NCNP). Each expert analyzed the current
situations and extract issues, and the roles and study support system of the Academic
Research Organization (ARO) in the area of intractable neurological diseases to be
organized by NCNP was presented.

It is considered that the ARO function of NCNP is consistent with the function required
as the Clinical Research Core Hospital ARO for specific areas (rare diseases and
intractable neurological diseases) in Japan. However, there are still not many such cases,
and therefore it is necessary to increase the number of development cases in the future.
For this reason, it is necessary to focus on the support of researchers of other institutions
in addition to the development by NCNP itself, taking into account the analysis of the
status of development by NCNP and analysis of areas not under development in Japan
conducted in this study as well as interviews with researchers and requests from web
questionnaires. Since the number of supports is expected to increase in the future, the
number of ARO personnel at present is not sufficient. Therefore, it is necessary to
consider collaboration with other NCs and AROs and the use of outsourcing.

As future measures, we will proceed with the following while continuing the ongoing
measures.

- Specific measures to increase the number of development cases (efforts to increase the
number of development cases within NCNP and involvement in development cases at
other facilities)

Research support not limited to investigator-initiated clinical trials and specified



clinical research (there are high requests for the use of RWD, etc.)

Coordination with biostatisticians and other institutional support departments in
bioethics, research ethics, ete.
- Consider collaboration with other NCs and AROs and the use of outsourcing
In addition, for issues in the development of drugs, etc. in the areas of rare/intractable
diseases and psychiatric disorders that NCNP should address, NCNP should not only
provide the same support as other AROs, but should actively propose support and
proposals from the viewpoint of regulatory science, etc. specific to the specialized area of
NCNP. To this end, human resource development related to development research and
regulatory science should also be promoted.
Currently, 14 centers are designated as the clinical research core hospitals, but there are
no centers designated in the area of specified diseases proposed in the "Future Directions
for Promotion of Clinical Research/Clinical Trials (compiled in the 2019 edition)."
However, the Health Sciences Council (Clinical Research Subcommittee) reviewed the
2019 compilation. As for "promotion of utilization of real-world data" and "efforts in areas
such as pediatric diseases and intractable diseases for which research and development
are difficult to advance," the Health Sciences Council stated that further measures will
be considered while continuing the efforts to date (materials of Clinical Research
Subcommittee). These are the strengths that NCNP has implemented thus far. It is
important to continue to provide research support taking advantage of the strengths of

NCNP shown in this study, considering future trends.



