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WuXi Biologics provides fast cell line development (CLD) timelines, and generates high titer, quality, and stability from our WuXia CHO-K1
platform. Our platform empowers our partners to rapidly move towards IND filing and provides a cost-effective protein expression system
suitable for large-scale commercial biologics manufacturing. The following is the typical workflow for our WuXia CLD platform using all

in-house capabilities and this process can be utilized even if other mammalian cell line protein expression systems are utilized (e.g., HEK293,
NSO, WuXia*®“PLUS™, GS-CHO or other CHO strains).

Lab Data Management System (LDMS)

Customized LDMS provides oversight over entire CLD process

analysis and Artificial Intelligence
(Al)-assisted codon optimization we
sort out undesirable product quality
attributes. Our gene synthesis service
uses state-of-the-art gene assembly
technology. Further enhancing this
process, NGS-Guided Clone Selection
can be used.

our proprietary vectors, transfection
of the plasmid(s) into host cells is
conducted to generate bulk pools that
are screened for a variety of key
attributes to choose the bulk pool(s)
that will be used in subsequent CLD
steps and for the generation of materials
for process development activities*

MCB
Creation

The cell bank program includes GMP
manufacture of Master Cell Banks
(MCB) and Working Cell Banks (WCB).
For later stage programs an End of
Production Cell Bank (EOPCB) will
also be established. MCBs, WCBs and
EOPCBs are tested and characterized
by our in-house biosafety, cell biology
and analytical labs per the appropriate
global regulatory guidelines (e.g., ICH).
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determination from top pools is
conducted primarily via in situ high
efficiency plating and in-well imaging
followed by HTP screening.

evaluations via 24 deep well plates
can be conducted on hundreds of
single clones along with analytical
analysis of key product quality +
attributes that include titer, SEC, clEF,
CE-SDS, and mass and glycan analysis
via mass spectrometry.
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Stability
Evaluation

Product, cell line and genetic stability
studies are supported by our NGS and
molecular biology, cell biology, and
analytical laboratories to ensure the
final clone is suitable for long-term
commercial scale manufacturing.
Genetic stability can include copy
number, integration site, structural
and transcript analysis.

PCB Fed-batch &
Creation Developability Studies

The initial phase of our cell banking
program consists of establishing
Research Cell Banks (RCB) or
Pre-Master Cell Banks (PCB) of final
clone candidate(s). Multiple PCBs
could be generated if final clone
selection has not been determined.

Fed-batch cell culture experiments
evaluating cell growth and protein
expression provide final data to select
the top clone candidates. Developability
studies are used to determine if lead
molecule variants are suitable for further
development and manufacturing
activities by evaluating product
physical, serum and formulation
stability and PTM, non-specific binding,
solubility & stress analysis.

*To optimize project development timelines, bulk pools are used to generate materials for upstream and
\ downstream process development activities that are conducted in parallel to CLD.
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