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In 2016, we strengthened our existing policy of actively supporting physician-led clinical trials and
securing patents and other IP rights over technologies and ideas originating in clinical and basic
science research conducted in both the hospital and research arms of our institution. We have also
developed a project management system to ensure the efficient conduct of research and development
projects by assigning a project leader to each project, and forming a steering committee for research
and development comprised of staff members tasked with overseeing various clinical trials. This
steering committee meets once a month to share information with the aim of maximizing the efficient
use of available resources. In order to facilitate multi-center collaboration, we developed a network
of pediatric clinical researchers and broadened our disease registries and clinical databases. Quality
assurance in clinical research, the development of pediatric drugs, training and education, and
information and safety management were strengthened to ensure the appropriate conduct of clinical
research. We also instituted a fee structure for these support services so as to enable this system to
function as a self-sustaining organization.

Another important role that the NCCHD performs is conducting clinical trials of pediatric drugs
which have a proven track record of efficacy abroad but have yet to be approved in Japan. In 2016,
we commenced a physician-led clinical trial of an experimental drug developed in the NCCHD
laboratory for pediatric use. There are currently two investigator initiated clinical trials in the
recruitment, one was completed in March 2017. Three more clinical trials are scheduled to begin in
2017. Furthermore, four patent applications were submitted in 2017 by our institute

With the aim of developing a Japan-wide system governing clinical research in pediatric and
perinatal medicine, we have been facilitating multi-center collaboration. In 2016, we provided 148
clinical research consultations, a figure three times higher than that of the previous year. We have
also made clinical research education seminars available to professionals outside of the NCCHD, and
organized a joint workshop in clinical research in pediatrics and perinatal medicine in collaboration
with other institutions.
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