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ABSTRACT

The Evaluation System of Investigational Medical Care (ESIMeC) is a new clinical trial
system that Ministry of Health, Labour and Welfare authorizes the coverage of medical
expenses by Japanese health insurance system for the patients participating in the approved
clinical trials with high quality control mechanism. This system became effective in 2008.
The Kitasato University Clinical Trials Coordinating Center has supported two randomized,
phaselll trials being conducted under ESIMeC since 2009. One trial is to evaluate the effi-
cacy and safety of intraperitoneal (IP) chemotherapy of Carboplatin for ovarian cancer
patients ; another trial is to evaluate the efficacy and safety of new anticancer agent Bevacizu-
mab for recurrent ovarian cancer patients. Carboplatin is approved for ovarian cancer by intra-
venous administration, but not for IP administration. Bevacizumab is not approved for ovarian
cancer. However, the indication—directed trial has been completed for the first line chemo-
therapy for ovarian cancer, but not for the recurrent setting.

In this article, we discuss the issues that need to be improved in the future, as well as
the importance of the clinical trial coordinating center, so that ESIMeC will work better to
accelerate investigator-initiated clinical trials evaluating new agents/medical techniques with
no indication approval in Japan. Critical issues in cancer clinical trial coordination under
ESIMeC include being familiar with the system itself, development of the clinical trial team,
support of the application process for ESIMeC, establishment of serious adverse event report-
ing procedures, management of the study agents, and cost-effective study monitoring.
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