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The empirical evaluation of hygienic management in the manufacturing facilities
of regenerative medicine
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We investigated the impact of some decontaminants on cells in facilities in
the manufacturing site of regenerative medicine, such as safety cabinet and CO2 incubator. We
confirmed the safety and decontamination effectiveness of continuous exposure to low-dose Cl02 for
mesenchymal stem cells and iPS cells. Furthermore, to ensure the safety for operators, we used a 3D
model of the organ to investigate the impact of CI02 on alveolar epithelial cells, and considered
the conditions under which operators can work safely.

We also investigated the effects of peracetic acid-based products on mesenchymal stem cells. In
solution, peracetic acid decomposes into acetic acid and hydrogen peroide. After decontamination of
safety cabinet in a standard manner, peracetic acid rapidly decomposed and little to no impact on
cell proliferation was observed even immediately after decontamination.
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