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Introduction

Despite the substantial success of antibody-based biotherapeutics, which
include monoclonal antibody (mAb) products, widespread adoption and patient
access of these therapeutics are constrained by high prices!l. A prominent
incentive driving down both the cost of goods (COGs) and overall prices of
mAbs is the growing biosimilars market, which is accelerating as originator
biologic manufacturing patents expire and competition expandstl. In addition,
upstream cell culture productivity gains have been a major contributor to
considerable reductions in COGs in recent decadest®l. Through continued
innovation, OPM Biosciences has developed high-performance, chemically
defined cell culture media products to improve upstream process efficiency and
reduce COGs, thereby enabling greater affordability and accessibility of these
life-saving therapeutics. Here, we demonstrate how products in the OPM-CHO
media portfolio, tailored for stable Chinese hamster ovary (CHO) cell protein
expression, can boost cell proliferation while maintaining high cell viabilities to

CHOZN® GS* host cells were obtained from Merck KGaA (Darmstadt,
Germany). The CHOZN® GS™ clone utilized in the following investigation was
engineered by the OPM Cell Line Development Department for stable
expression of a known immunoglobulin G4 (IgG4) mAb biosimilar. Fed-batch
processes were performed in 125 mL Erlenmeyer shake flasks and maintained
in an incubator shaker. Cells were inoculated at a density of 1.0 x 108 cells/mL
in basal medium, fed with feed medium and feed supplement, and
supplemented with glucose to maintain glucose concentrations >1 g/L. Cell
densities and viabilities were measured with a Vi-CELL Cell Viability Analyzer
(Beckman Coulter), metabolite concentrations were measured with an M-100
Biosensor Analyzer (Shenzhen Sieman Technology), and mAb titers were
measured using a Cedex Bio Analyzer (Roche CustomBiotech). Product quality
of a selected group was evaluated by the OPM Analytical Department after a
one-step purification and compared against the known reference molecule.
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« Greater viable cell densities
(VCDs) and high late-phase cell
viabilities enable extended fed-
batch processes, increasing
titers by 40+%

Process maintained key
quality attributes to meet
reference product critical quality
attributes (CQAs)

unlock greater product titers in extended fed-batch processes.
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