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Abstract

Activation of the healthcare industry with the Japan Revitalization Strategy is a pivotal strategy in
this country for the elongation of a healthy life span. The Healthcare Policy, which was compiled at the
same time, refers to “the realization of the society with long life span.” The Headquarters for Healthcare
Policy was established by the Cabinet in August 2013, and the Act to Advance Health and Medicine
Strategy was compiled. Subsequently, The Healthcare Policy was compiled in July 2014, followed by
the establishment of the Japan Agency for Medical Research and Development in April 2015. Presently,
clinical research is not performed with as much enthusiasm as basic research in this country, and several
problems have been identified in the field of basic research, clinical research, academia, production, and
the nation that contribute to this issue.

To address these problems, the Ministry of Health, Labour, and Welfare has promoted the following
projects, as described below. The Nationwide Three Yearly Clinical Trial Activation Plan, the New
Five Yearly Clinical Trial Activation Plan, and the Five Yearly Clinical Trial Activation Plan 2012 have
increased the number of clinical trials, which contributed to the generation of innovative medical drugs
and devices. The Project for Early/Exploratory Clinical Trial Centers started in 2010, and the Project
for Securing High Quality Clinical Research Centers started the following year. These two projects
have allowed hospitals to manage the seeds and to progress clinical trials. In order to consolidate
these projects and the program managed by the Ministry of Education, Culture, Sports, Science, and
Technology, the Program of Japan Translational and Clinical Research Core Centers was started in
2014. A hospital with the ability to perform high quality researcher initiated clinical research and clinical
trials was defined in the Medical Care Act last year. Based on this Act, hospitals that are able to meet
the necessary conditions can be certified as Clinical Research Core Centers in the Medical Care Act.
For regenerative medicine, The Act on Safety of Regenerative Medicine was activated. In parallel,
the Pharmaceutical Affairs Act was revised, establishing an approval and licensing system based on
the characteristics of regenerative medical products that accommodates early implementation of
regenerative medicine.

We will continue our efforts to produce innovative drugs and devices through infrastructure
development, as described above, and to foster human resources involved in clinical research.

keywords: japan revitalization strategy, the healthcare policy, the elongation of healthy life span,
innovative drugs and devices, the fostering of human resources
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