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As of October 2016, Osaka University Hospital was adopted as one of members of the Global Clinical
Trial Development Project by Japan Agency for Medical Research and Development (AMED). We
started to develop the structure of this project. First of all, the Global Clinical Research Support Office
(GCRSO) was established under the director of Department of medical innovation. The GCRSO has
the secretariat function related to the Global Clinical Trial Development Project, and carry out the
various administrative works.

The Osaka University Hospital collaborated with National Cancer Center Hospital and other
hospitals which are the Clinical Research Core Hospital in Law and made an agreement in order to
proceed this project. Besides, we developed a meeting with them aiming to perform research and
development (R&D) of new drugs, devices and regenerative medicine and so on, which are derived
from academia. The kick off meeting will be held on the 30th of August 2017 to promote the R&D by

academia. The main topics are planned to be as follows.

1) Cooperation on designing and implementation of global clinical trials /research.
2) Discover the seeds related to global clinical trials /research

3) Share the information on implementation of the global clinical trials / research.
4) Others.

The GCRSO conducts a Global Clinical Trials / Research Support Meeting on a regular basis in order
to support and promote individual projects. As of today, we started to support three global clinical
projects. In order to support and proceed these projects effectively, Global Project Managers (GPM)
were allocated to the each project. The GPM may try to support the project to collect information on
regulation and grant in other countries.

In terms of education and human resource development, we, GCRSO, held the First Global Clinical
Advanced and Planning Symposium on the 4th of March, 2017. In this Symposium, we invited the
overseas speakers and provided opportunities to share information regarding issues on global clinical
trials / research which were initiated and organized by academic resources, especially, the differences
in the international regulations among countries to implement global clinical trials / research, and an
1ssue for grants which is considered to be not across borders.

In January 2017, Osaka University Hospital announced to join as a member of Clinical Research
Initiative for Global Health (CRIGH) operated by the European Clinical Research Infrastructure
Network (ECRIN) and experts were assigned to each of the six programs (P1 : Infrastructure and
funding. P2: Global core competencies, P3:Research ethics, P4 :Patient involvement., P5: Comparative
effectiveness research, P6: Regulatory awareness) , respectively. In March 2017, we attended a clinical
research data sharing meeting organized by ECRIN, and discussed on the agreement upon
integration of clinical data.

In 2017 fiscal year, we are planning to be actively parts in the annual conference and other meetings
conducted by each distinguish program to exchange and collect more information on global clinical

trials / research.
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