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Off-Platform Programs Present New Challenges

Alternative Scaffolds

ADC

Multi-Specifics

Vaccines

>50% of the Early Pipeline are not mAb
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More Molecules and Reduced Timeline

MOAs
(More molecules)

Cell Line 
Development

Faster to IND
(Reduced Timeline)
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Typical Cell Line Development Timelines
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New Cell Line / New Process

1 MONTH 2 MONTHS 3 MONTHS 4 MONTHS 5 MONTHS 6 MONTHS

Parental Cloning

10L BRX
Early Look Material, 

Analytical

Transfection
up to 4 candidates

ambr250

100’s 10’s

Select the 
Manufacturing 
Cell Line

Begin Early 
Development
(from transfection 
pool)

# of clones

§ Eliminated subcloning reduced timeline by 1.5 months (VIPS Technology)
§ Site directed integration. Titers are more predictable, screen fewer clones.
§ ‘Early Look Material’ produced from transfection pool (not clonal): Start 

Development Sooner.
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Solutions in Cell line development

Reduced CLD Timeline
(7 months -> 5months)

Information Management 
(3-4 hours/scientist/week
6,240 FTE hours per year)
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Information silos within ELN

ELN
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LabKey Biologics
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LabKey Biologics
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Registry – Molecule Information Import

Python Script (Susan)
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Registry - Molecule
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Typical Cell Line Development Process

96 DW 24 DW

96 DW 24 DW

Shaker Flask

Shaker Flask Bioreactor

Transfection
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ViCell/ProA Titer

Typical Cell Line Development Process - Data

ViCell

ViCell/ProA Titer Bioreactor

Octet Titer

Octet Titer
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Samples – Parental Cloning
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Sample – Subcloning
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Assays
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Assay - RMA Glycosylation Profile Results
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Assay- RMA Glycosylation Profile Report
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Experiments – Included Samples
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Experiments – Assay
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Sample ID and Lineage

• Where to get Parent/Children information from assay data file?
• Linking existing IDs with autogenerated IDs or barcodes
• Change management
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Automation – exported data

Transform Scripts (Hannah)
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Automation - instruments

Vi-Cell Octet VIPS Ambr 250 UPLC

• What? • How?
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Typical Cell Line Development Process

96 DW 24 DW

96 DW 24 DW

Shaker Flask

Shaker Flask Bioreactor

Transfection
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Projects 

Transfection

CLD - XX

Parental - 96 DW

Parental - 24 DW

Parental - Shaker Flask

Subcloning - 96 DW

Subcloning - 24 DW

Subcloning - Shaker Flask

Bioreactor

Samples Assays

Samples Assays

Samples Assays

Samples Assays

Samples Assays

Samples Assays

Samples Assays

Samples Assays

Molecule
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Business intelligence in the CLD process

• Cell line development tracking
• Analytical data integration
• Automated report generation

Efficient CLD process 

• Data Integrity
• Intelligence

Informed Decision Making
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