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BIOTECHMOLOGY
RESEARCH ARTICLE PROGRESS

Reshaping cell line development and CMC strategy for fast
responses to pandemic outbreak

Zheng Zhang | Ji Chen | JunghaoWang | QiaoGao | ZhujunMa |
Shurong Xu | LiZhang | JillCai | Weichang Zhou

Waigaogiao Free Trade Zone, Wi Biologics,

Shanghai, China Abstract

Comemandene The global pandemic outbresk COVID-1% [SARS-COV-2), has prompted many phar-
Weichang Thaw, CTO of Wuli Bidogics, maceutical companies to develop vaccines and thermpeutic biclogics for its preven-
Shanghai 00131 Chima. tion and treatment Most of the therapeutic biologics are common buman 186

Email: wesichang_zhou @ uibiologics.com
™ B antibodies, which were identified by next-generation sequencing (NGS) with the B

cells from the convalescent patients. To fight against pandemic ocutbreaks like
COVID-19, biclogics development strategies need to be optimized to speed up the
timeline. Since the advent of therapeutic biclogics, strategies of transfection and czll
line selection have been continuously improved for greater productivity and effi-
ciency. MGS has also been implemented for acoelerated cell bank testing. These
recent advances enable us to rethink and reshape the chemistry, manufacturing, and
controls (CMC) strategy in order to start supplying Good Manufacturing Practices
(GMP} materials for clinical trials as soon as possible. We elucidated an accelerated
CMC workflow for biologics, induding using GMP-compliant pool materials for phase
| clinical trials, selecting the final clone with product quality similar to that of phase |
materials for late-stage development and commerdal production.

KEYWORDS
CMC for biologics, COVID- 1%, mammalian cell line develop ment, next-gener ation sequendng
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HyClone Single-Use Bioreactor (SUB)

Conventional Bioreactors Single-Use Bioreactors
T e No cleaning and sterilization

i i i Permanent
M Simple design & operation Rl I
Saves time and resources (50 and 250L)

Minimal utilities
Less maintenance and repair

Single-Use
Bioreactor BPC

M Simple qualification & validation

M Low contamination risk
Less capital investment

SHyClone

« —IKBEYRNEARTTHEMERATE

« 60 H A E4Er=1,000+2 THE P APiAE (2,00051-12,00051 HEAR)
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° Single-Use Technology and Sustainability | 2017 BPSA International Single-Use Summit 13 July 2017
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—E&% pz ;'[:E[ ﬁ E Annual water savings due to the adoption of SUT (estimated value)
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