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The 78th Annual Meeting of the Society of Tokyo Women’s Medical University
Symposium “Trends in Clinical Research of Tokyo Women’s Medical University—A Memorial for Foundation
of Intelligent Clinical Research and Innovation Center, Tokyo Women’s Medical University Hospital—"
(2) Intelligent Clinical Research and Innovation Center for Supporting Investigators

to Develop Advanced Regenerative Medicine and Medical Devices

Yoshihiro MURAGAKI"?, Jun ISHIGOOKA®*®, Tsuyoshi SHIGA*', Katsuya MAEBAYASHI*’,
Yasuhito SATO*’, Masayuki KAWAMURA’, Miyoko NAGANUMA’ and Naomi KOBAYAKAWA’
'Faculty of Advanced Techno-Surgery (FATS), Institute of Advanced Biomedical Engineering & Science,

Graduate School of Medicine, Tokyo Women's Medical University
2Tntelligent Clinical Research and Innovation Center, Tokyo Women's Medical University
*Department of Psychiatry, Tokyo Women's Medical University
‘Department of Cardiology, The Heart Institute, Tokyo Women's Medical University
*Department of Radiation Oncology, Tokyo Women’'s Medical University
SDepartment of Hygiene and Public Health II, Tokyo Women’s Medical University

The staff at Tokyo Women’s Medical University performs high quality clinical activities and its doctors have
conducted many first-in-Japan and first-in-man clinical studies. However, it is difficult for us to conduct such stud-
ies because the revision of the Pharmaceutical Affairs Act strictly limits the use of unapproved medical devices
and approved drugs on non-adaptation disease, which has exponentially increased the work for clinical staff. To
solve these problems, we have created a support system for innovative clinical studies and trials, called an intelli-
gent clinical research and innovation center (iCLIC). The three main support functions of the iCLIC are to help
develop an entrance and exit strategy, scientific and ethical protocols, and new rules or methodology for novel
products of regenerative medicine or medical devices based on regulatory science, and to help perform clinical
studies conforming to Good Clinical Research Practice (GCP) via a system of advanced information technology
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(platform for on-demand power support: POPS). We aim to conduct more than 30 clinical studies conforming to

GCP per year in five years and to ensure that our university hospital runs the best clinical studies and trials in

the world.

Key Words: clinical trial, regulatory affairs, information technology
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Fig. 1 Structure and Function of the Intelligent Clinical and Innovation Center (ICLIC)
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Fig. 2 System of Platform for On-demand Power Support (POPS)
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