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In order to apply suppression of chronic inflammation by activation of natural killer T cell using
a-GalCer-loaded dendritic cells (a-GalCer/DC) in clinical setting as a novel therapy for dilated
cardiomyopathy, we advanced projects as shown below.

We had regulatory strategy consultation in the pharmaceuticals and medical devices agency (PMDA) and
proceed with the preparation for clinical trial in Hokkaido University. We have solved all issues, in advance,
for clinical trial in Hokkaido University through follow-up consultation with PMDA. We established
production system for a final product (GMP: Good Manufacturing Practice) for clinical trial in Hokkaido
University Hospital (CPC: Cell Processing Center). We originally planned conducting a clinical trial only in
Hokkaido University. However, we made preparation for it both in Kyushu University and Hokkaido
University, as a multiple center study, because Tsutsui H., the principal investigator of this project, moved to
Kyushu University from Hokkaido University in July, 2016.

To strengthen proof of concept (POC), we created a model of heart failure in mice, considered administrative
condition of a-GalCer/DC, established large scale mouse breeding system, and evaluated phenotype in heart

failure model.
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