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CHO expression platform technology for cell line development of biosimilars
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he market for therapeutic proteins including biosimilars is steadily growing, resulting in an increased demand for fast

and efficient cell line and process development platforms. Additionally, new challenges arise due to strict requirements
for biosimilars regarding quality and productivity. Sartorius Stedim Cellca’s CHO expression platform comprises a potent
vector system and a highly productive host cell line combined with tailored chemically-defined media and upstream process
design. The expression system is suitable for high-titer production of biosimilars with variation of glycan structures. Sartorius
Stedim Cellca has established a biosimilar cell line development approach including a first selection based on glycan profile
already on pool level. Following, 48 clones are screened in fed-batch for productivity and protein quality using the ambr15
system. Moreover, individual media and process modifications using the ambrl5 and ambr250 system to achieve similarity
to the originator are available. The fed-batch performance of the technology is directly transferable from small scale systems
to large scale bioreactors not only in terms of process performance but also achieving robust protein quality. Sartorius Stedim
Cellca has an excellent track record in the generation of biosimilar cell lines. Several high producing (>3 g/L in a standard
fed-batch process) biosimilars with the target protein quality profile were successfully generated for customers. In cooperation
with Sartorius Stedim BioOutsource not only protein quality but also binding assays and functional assays such as ADCC
(antibody-dependent cell-mediated cytotoxicity) were performed. In this line, Sartorius Stedim BioOutsource offers in depth
innovator analytics and bioassay development for biosimilars. Consequently, Sartorius Stedim Biotech offers the whole cell line
and process development process including master and working cell bank generation, analytics as well as bioassays.
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