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Background and Aims: Cell plasticity technologies herald a disruptive clinical potential for allogeneic cell based therapies. However, Cost of Goods and
process complexity are key challenges for the commercialisation and competitiveness of iPSC-derived allogeneic therapy. Here, we presented The Cell and

Gene Therapy Catapult (CGTC) strategy to develop a process for expansion of iPSCs as high-density, aggregate based culture in stirred tank reactors (STR) at
100-mL baseline scale of development. We investigate the effect of operational parameters on critical quality attributes of iPSCs expanded in STR and assessed
scaling factors to support process translation from optimisation small-scale (Ambr®15) to baseline scale of development (100-mL).

[ iPS cell line: CGT-RCiB10 is an iPSC line established from episomal reprograming of CD34" cells from PBMNCs. This exemplar cell line was adapted to oD
\culture in defined reagents and characterized to industry standards to support process development in different culture systems in this space.
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Relevance and Ongoing work
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