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Abstract

The Japan Medical Association Center for Clinical Trials JMACCT) was established by the Japan Medical Association in
August 2003 to conduct the “Large Scale Clinical Trial Network Project,” a clinical trial promotion program granted by the
Ministry of Health, Labour and Welfare (MHLW). The center started its operations in October 2003.

Under the above-mentioned project, the JMACCT takes various initiatives to promote clinical trials in Japan. The initiatives
include the following: supporting investigator-initiated clinical trials registered under the Clinical Trial Notification (CTN);
promoting clinical trial networks; implementing educational projects to raise awareness of clinical trials; and contributing to the
MHLW'’s “New 5-year Clinical Trial Activation Plan,” which was initiated in March 2007.

The scope of JMACCT’s support for investigator-initiated clinical trials includes both clinical trials of new or off-label drugs/
devices. In particular, the support of JMACCT is focused on drugs/devices for which regulatory approval is not being pursued
due to the lack of financial incentives, that are widely used as standard treatment in other countries but have not yet been
approved in Japan, or that are already marketed in Japan and commonly used for off-label indications.
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