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Redesign of the manufacturing process for iPS cell-derived processed products.
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In this study, the concept of risk management was incorporated into the
production of cell processed products, the Critical Quality Attributes (CQAs) were set, and process
improvements were examined while controlling the values. The CQAs were defined as the efficiency of
differentiation induction from iPS cells (%), and the entire process was divided into three major
processes, with the cell purification process, including the measurement of CQA values, at the
centre, and the improvement of each process was verified while controlling the processes before and
after the purification process.

The following improvements were verified: simplification of the number of steps by using the closed
system for differentiation induction culture, labelled-free cell sorting for cell purification, and
final product preparation by controlling the culture period and cell density for sheet production,
respectively.
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