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Considerations on pharmaceutical evaluation of perfusion fermentation
of recombinant protein biological products
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[ Abstract] As a continuous cell culture technology, perfusion fermentation is more beneficial to cost control
than traditional batch fermentation and can be flexibly arranged according to the supply change. In this paper, the
characteristics and advantages of perfusion fermentation are clarified by comparing the batch fermentation with
perfusion fermentation. In combination with the guidelines currently being drafted by the International Council on
Harmonization, the considerations for pharmaceutical evaluation of cell passage stability study, batch and scale
definition, process control, viral safety, and process verification of perfusion fermentation are summarized in this
paper.
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