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We have showed the possibility of verification of in vitro — in vivo correlation (IVIVC) from the
viewpoint of effectiveness and its applicability to equivalence evaluation. Briefly, from the result of
administration of the cell dose to the model animals of liver diseases, we have found that the
evaluation item reflecting the IVIVC related to the effectiveness is not the originally assumed MMP-9,
HGF, Cox-2.

In order to formulate the equality evaluation method from the viewpoint of safety, we examined the
in vivo dynamics of the cell after transplantation. It was difficult to introduce virus into the cells, and
PHK labeling could not follow it. Then, we have selected DiR which is a long-wavelength far-infrared
fluorescent pigment and successfully evaluated qualitatively the in vivo dynamics. The DiR labeled
cells accumulated in the lungs just after intravenous administration, and then most of the cells migrate
from the lungs into the liver. The aggregated cells show patterns that are distributed not only to the
lungs, liver but also to the kidneys. In addition, the aggregated cells in their in vitro evaluation show
the massive pulmonary embolisms. Therefore, we have concluded that the pharmacokinetics test (in

vivo evaluation) can be applied to the equality evaluation | could show.
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