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Cell Line  
Development Service
Sartorius is a leading provider of cell line development services allowing customers easy open access to a cost effective 
reliable technology platform. The Cell Line Development platform consistently delivers stable research clones from DNA 
to Research Cell Bank (RCB) in just 9 weeks with monoclonal antibody titers of up to 10 g/L in an easily scalable fed batch 
process.

	- Well characterized CHO DG44 host 
cell line with documented history.	- Stable, ready to scale clones, from 
DNA to RCB in 9 weeks	- Biosafety testing of cell line and 
bioanalytical protein characterization

	- Optimized for our CHO DG44  
cell line 	- High cell densities up to  
4×10⁷ cells/mL, 80% viability	- Protein titers up to 10 g/L

	- DHFR selection system w/o MTX 
amplification	- Freedom-to-operate	- Optimized vectors for single- and 
multi-chain products

	- Robust, easy transfer to  
manufacturer | CMO	- Easy to scale, scalable to pilot  
and large scale	- Save 3 months by omitting  
scalability studies

4Cell®  
SmartCHO 
Media System

Cell Line 
& Testing

Expression  
Vector

Upstream  
Process 
Design

Characterized RCB in 9 weeks  
Titers up to 10 g/L

CLD: Cell Line Development, RTU: Ready to Use, RCB: Research Cell Bank, MCB: Master Cell Bank

Key Components

2 weeks
Vector Cloning
Transfection 

6 weeks
Single Cell Cloning
Clone Evaluation

1 week
Research Cell Bank 
(RCB)

11 weeks
Stability Study

5 weeks
Bioreactor 
Confirmation Run

2 weeks
Documentation

Performance Assessment

Clone Identification – DNA2RCB in 9 weeks

CLD
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Key Benefits
Track Record	- More than 240 projects using the Sartorius Cell Line Development Technology  

Performance	- Proven results across a range of molecules including non-mAbs and “difficult to express” molecules 

Regulatory-compliant	- 2 products achieved market approval, 5 products in phase III studies

Track Record 4Cell® CHO Platform | Cell Line Development

Clinical Track Record

Phase I

48

Phase II

13

Phase III

5

Market Approval
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IgG1 IgG2 IgG4 Fc-Fusion

Status: January 2024

Bispecifics Other Proteins
(e.g. Enzymes, Hormones...)

Unoptimised yields in a 12-14 days fed-batch process with minimum 70% viability
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The 4Cell® CHO Platform:  
Integrated Service Package from DNA to Cell Banks

DNA to Cell Banks

Predictable performance and accelerated drug development with our integrated CHO platform

Cell Line Development Protein Characterization Cell Banking Biosafety testing

RCB and Basic Analysis	- Stable, ready to scale clones	- From DNA to RCB in 9 weeks	- Predictable protein titers:  
up to 10 g/L

Se
rv

ic
es

Advanced Molecule  Analysis	- Product Quality Assessments	- Assay development expertise	- Full assay lifecycle 
management

Frozen MCB Vials	- GMP Master & Working  
cell banks	- 500 vial @ 12 mio. cells/vial	- Qualified Person for  
cell bank release

GMP Qualified MCB | WCB	- Validated GMP Release Assays	- Sterility, Mycoplasma,  
Virus Testing	- Genetic Characterization

4Cell® SmartCHO Media

M
ed

ia

4Cell® CHO Platform | Fee-for-Service Products
Smoothen the path from development to IND submission with high-performance clones, well-documented 
characterization, and regulatory support

DNA2Pool | Feasibility Track
The Trail

DNA2RCB | Cell Line Development
The Pure 

DNA2MCB | One-Stop-Shop
The Complete

~6 weeks: DNA to Pool Material ~9 weeks*: DNA to RCB ~10 months*: DNA to MCB

Performance 
check of 

molecules 
in our 

ready-to-scale 
CHO platform

Candidate 
evaluation & 

screening

Early protein 
material 
supply

Core CLD: 
DNA2RCB 

of top 4 clones

Optional 
RCB2USP: 

top 4 clones’ 
stability study 

& 5 L fed-batch 
process 

Best-in-class 
cell lines for 
robust and 

scalable 
bioprocesses

DNA2MCB 
including 

basic protein 
characterization

Optional 
in-depth 
protein 

characterization 
upon request

Seemless 
support to IND 
submission for 

accelerated drug 
development

*Timeline is for a standard IgG1 NBE – scope & timeline can be adapted depending on molecule & client‘s needs
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Customer Focus
Single point of contact throughout the whole process from DNA to fully characterized RCB.

Glasgow, UK

Ulm, Germany
Göttingen, Germany

Global Facilities of Sartorius for Cell Line Development,  
Cell Bank Manufacturing and Testing Services

Client

Quality Finance

Scientific
Expertise Sales

Business 
Development

 

Single point of contact
(with dedicated client manager)

 

Operations



USA
Sartorius Stedim North America Inc. 
565 Johnson Avenue 
Bohemia, NY 11716
Toll-Free +1 800 368 7178

   �For further contacts, visit  
www.sartorius.com

Germany
Sartorius Stedim Biotech GmbH
August-Spindler-Strasse 11
37079 Goettingen
Phone +49 551 308 0

Specifications subject to change without notice.
©2024 Sartorius Stedim FMT S.A.S., Avenue de Jouques - Zone Industrielle Les Paluds - C.S. 91051, 13781 Aubagne Cedex, France

Publication No.: S- -1539-e | Order No.: 85037-554-21 | Status: 02 | 2024

Germany
Sartorius Stedim Cellca GmbH
Marie-Goeppert-Mayer-Str. 9
89081 Ulm-Eselsberg
Phone +49 731 206520

http://www.sartorius.com
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