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[English]
In the research and development of lecithin: cholesterol acyltransferase (LCAT) gene-transduced
human proliferative adipocytes (genetically engineered human cells), it is difficult to predict the
optimized transplantation preparation composed of genetic engineered human cells and scaffold
proteins and the safety and efficacy of the preparation, from the results obtained with the
similarly prepared mouse cells, because there are differences in performance and characteristics
between human and mouse proliferative adipocytes. In fact, we also have been confronted with
the difference in the engraftment rate of the transplantation preparation between human and
mouse genetically engineered cells. In order to solve these difficulties, we have developed the
evaluation technologies on the safety and efficacy of the genetically engineered human cells
embedded in hollow fibers which are isolated from the host immune system, and have reported
the results on the engraftment profile and the efficacy of the genetically engineered human cells,
in support of the "Project Focused on Developing Key Evaluation Technology: Evaluation for
Industrialization in the Field of Regenerative Medicine" over the two years from 2014 and 2015.
In this fiscal year (2016), we have concentrated in vitro and in vivo studies for optimization of the
engraftment promotion kit for transplantation (combination of the cells and scaffold protein) and
evaluation of the drug efficacy (preliminary study) by means of this hollow fiber technology,
considering the possible clinical use in future. Through the results obtained in these studies,
we are planning to prepare a clinical trial protocol that meets ethical and scientific requirements
for the company-conducted clinical trials. Also these data should be utilized as supplementary

information in the reviewing process of regenerative medicine by PMDA.
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