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There are common problems in the development of quality control test for autologous somatic
stem cell medicine. For example, it is difficult to determine the critical quality attributes
concerning the mode of action and there is no rapid evaluation test for the microbial limits. In
this study, we are developing the base technology to solve the above problems to enable

industrialization of regenerative medicine.
1. Development of the critical control attributes regarding the mode of action of cell-based product

In this study, we analyzed the global gene expression profile of oral mucosal epithelial cell
sheets using next generation sequencer. We evaluated cell sheets from our clinical trial study
and from volunteer donors in the same production grade, for the purpose of setting critical
control attributes regarding the mode of action of the product. We have identified important

candidate genes and will develop simple quality control tools by qPCR array card.
2. Development of rapid microbial limit test for epithelial cell sheet products

In subsequent development of regenerative medicine product, we provide rapid quality
control tools that are not only sterility test but also microbial limit test. We selected
Environmental Bacteria X and Skin Indigenous Bacteria Y, which carry a high risk of
contamination in epithelial cell sheet products manufacturing. We will develop simple

microbial limit test by qPCR array card.
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