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Cell Banking and
Characterization

Integrated Solutions.
Unmatched Service.
Unparalleled Experience.

Biologics Testing Solutions




Safeguard
your biological
assets for
future success

Your biologic can only be as successful
as the cells behind them. Take advantage
of our full spectrum of CGMP cell banking
and characterization services. Our CGMP-
compliant processes ensure high-quality
production, storage, and characterization
of various cell types, including:

¢ Human: HEK293, Hela, and any other
human cell sample

e Animal: CHO, Vero, Sf9, and any other
animal cell sample

« Microbial: E. coli, yeasts, and other
aerobic and anaerobic microbial cells

Cell Banking and Characterization

Virus seed manufacturing is also available
for viruses including dengue, influenza,
respiratory syncytial viruses (RSVs),
coronavirus, and others.

With our fully integrated CGMP cell bank
production, storage, and characterization
services, we can support your product’s

success from R&D all the way through to

commercial manufacturing.

Cell banking is the foundation
of biologics and therapeutics.
Learn how we can support
your product’s success from
R&D through commercial
manufacturing. >

-

Cell Bank Production & Storage

9 8-10

CGMP- weeks
compliant, ISO cell bank

6 cleanroom completion
suites to release
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20+

years of
experience in
cell banking
and cell line
characterization

2,000

cell and
viral banks
produced



http://www.criver.com/education-training/webinar-pi-bi-manufacturing-virus-safety-testing-hek293-cells-viral-vector-production?
https://www.criver.com/products-services/biologics-testing-solutions

Cell Banking

The partner you choose for your cell
banking needs should be GMP-compliant
and have the capacity, flexibility, and
expertise necessary to meet your cell
bank manufacturing and storage needs.
With decades of experience handling cell
banks of all types, we ensure regulatory
compliance while accommodating
complexity and tight timelines. You can
depend on us to manufacture your master
cell banks (MCBs), working cell banks
(WCBSs), and research cell banks (RCBs).
We also perform R&D engineering runs
(small-scale simulation) prior to cell bank
manufacturing and adhere to the ICH Q5

series (Parts A, B, and D) quality guidelines.

Explore more >

Cell Banking and Characterization

Cell Banking Process

§]

Custom Thaw/
documentation Recovery
creation

Culture
expansion
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Cell harvest & Semi-automated Controlled rate
concentration filling of up to freezing or
1,000 vials manual freezing
Next >

Liquid nitrogen
vapor phase
storage


https://www.criver.com/products-services/biologics-testing-solutions/manufacturing-production/cell-banking?region=3696

Cell Line
Characterization

Streamline your biologics’ journey with a
GMP-compliant cell line characterization
partner that helps you develop a
regulatory-compliant characterization
strategy using validated analytical test
methods, either independently or integrated
with cell banking services. Enjoy time
savings through seamless transitions and
efficient operations, backed by regulatory
expertise. Our experienced team will assure
confidence in the consistency and quality of
your cell lines.

We perform cell line characterization for
Research Cell Banks (RCBs), Master Cell
Banks (MCBs), Working Cell Banks (WCBs),
and End-of-Production/LIVCA cells.

Explore more -

Cell Banking and Characterization

Cell Line Characterization Tests

Human & Animal Cell Lines

Genetic

characterization and
stabilit

Sanger sequencing

| | Restriction enzyme
analysis

m Southern blot

Gene copy
number

Integration site

analysis iDTECT® by
PathoQuest”

Identity

Cell line identity by
DNA barcoding and
STR

Adventitious viruses

Cell-based in vitro assays
In vivo assays

NGS Services*

Retrovirus

Infectivity assays

Transmission Electron Microscopy (TEM)

PERT/PBRT assay

Species-specific

viruses

Bovine & porcine viruses (9 CFR tests)
Human and animal virus PCR panels

Antibody production tests (MAP, HAP, RAP)

Microbiological

Sterility

Compendial sterility tests

Rapid sterility methods

Bioburden

Mycoplasma

Compendial mycoplasma tests

PCR

Compendial mycoplasma tests

PCR

Microbial Cell Lines

Quiality control and
characterization

Bacteriophage
Detection

Purity by plating

Identification

Viability

Copy Number

DNA Sequencing

Retention of

Selectable Markers

Retention of
Recombinant
Construct

* Through our partnership with PathoQuest, we have expanded our comprehensive portfolio to include NGS services to pharmaceutical and biotech companies.
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https://www.criver.com/products-services/biologics-testing-solutions/contamination-and-impurity-testing/next-generation-sequencing-services?region=3696 
https://www.criver.com/products-services/biologics-testing-solutions/cell-line-characterization?region=3601
https://www.criver.com/products-services/biologics-testing-solutions/contamination-and-impurity-testing/next-generation-sequencing-services?region=3696

Comprehensive
Cell Banking &
Characterization

Solution

« Highly experienced team

» Batch records generated throughout
the manufacture, release, and
characterization testing

¢ All cleanroom suites are ISO 6

o Fully characterized microbial banks
released in 6-8 weeks after harvest and
mammalian banks in 8-10 weeks

 Vials available prior to post-banking
testing and release (upon request)

o Supportin defining a regulatory-compliant
cell line characterization strategy

¢ Flexible shipment and customs
clearance services

Cell Banking and Characterization < Previous Next > 5



Our Facilities

We have the equipment, experts, and
flexibility needed to ensure high-quality,
efficient cell bank production and cell
line characterization, including 9 CGMP,
ISO 6 cleanroom suites and long-term
storage capabilities. Optimal preservation
is ensured by storing cells either at -70°C
or in vapor-phase liquid nitrogen, all within
a controlled-access area, ensuring the
highest standards of security and quality
for your valuable biological materials.

Cell Banking and Characterization
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Cell Banking Facilities

Pennsylvania, USA

Cell Line Characterization Facilities

Erkrath, Germany
Ballina, Ireland
Pennsylvania, USA

Explore Charles River
Biologics Global Facilities >


https://www.criver.com/products-services/biologics-testing-solutions/biologics-testing-manufacturing-facilities?region=3696
https://www.criver.com/products-services/biologics-testing-solutions/biologics-testing-manufacturing-facilities?region=3696

Access Sample
Testing Data
When You
Need [t

Our innovative Apollo™ cloud-

based platform gives you secure,
real-time access to your cell sample data,
milestones, and documents. With it, you
can send in sample submission forms,
track samples, and exchange documents
all in one place, ensuring accuracy and
saving time.

Explore Apollo >

4. apollo

Cell Banking and Characterization

Dedicated Expert Support

Project Managers work closely with clients
from start to finish, offering personalized
support for testing inquiries and providing
expert guidance throughout the entire
Apollo user journey.

7\

Quality Assurance o Strategic Support

I 2

Tech Support Logistical Support

N


https://www.criver.com/apollo/biologics
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charles river

Comprehensive capabilities for all your
cell banking and characterization needs.

Contact us today

To learn more about Cell Banking and Characterization
visit criver.com. Contact us for personalized help.

criver.com/contact-us | askcharlesriver@crl.com



https://www.criver.com/celsis-contract-microbiology-testing-labs-galp
https://www.criver.com/consult-pi-bi-how-can-we-support-your-program
https://www.criver.com/consult-pi-bi-how-can-we-support-your-program
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