
advanced  
biologics solutions.  
faster to market.

DEVELOPMENT DELIVERY SUPPLY

biologics



3

We are your strategic 
partner for biologic 
drug development 
success. With our 
GPEx‰ technology for 
mammalian cell line 
development and 
our broad range of 
integrated services, 
we provide fast, 
seamless solutions 
from development 
to biomanufacturing 
and analytical, to fill/
finish and packaging.
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figure 2

*Experiment details: 17 different cell line stability studies were performed over 40 to 60 cell generations. A master cell bank vial (B) 
was compared to cells that completed the 40-60 cell generations in culture (E)
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	 fast

	 GPEx‰ technology is fast with 
high expression levels. We can 
take you from cDNA to master 
cell bank candidate in less 
than 5 months (figure 1). 

	 reliable

	 GPEx‰ technology is reliable with 
unmatched stability (figure 2). 
We provide consistent expression 
stability and high productivity 
levels with no need for selection.

figure 1  GPEx‰ technology is fast with high expression levels

	 proven

	 GPEx‰ technology is proven, with 
customers in five continents and 
an established regulatory path.

•	 Material produced with GPEx‰ technology 
is being used for human clinical trials 
throughout the world for asthma, cancer, 
heart disease, fibrosis, lysosomal storage 
diseases, sepsis, MS, and other indications.

•	 Using GPEx‰ technology, we have generated cell 
lines expressing hundreds of different proteins.

•	 Commercial products made from GPEx‰ cell lines 
are currently sold in Asia and South America.

	 great value

	 Because of Catalent’s favorable 
intellectual property, GPEx‰ 
technology maximizes value 
compared to competitive technology.

2.5  
g/L

4.75  
g/L Expression

GPEx‰ = 4.5 months

Traditional = 16 months

OUR UNIQUE GPEx‰ TECHNOLOGY
Catalent’s proprietary 	Gene Product Expression (GPEx‰) 
technology sets a new standard in mammalian cell line 
engineering. GPEx‰ technology can ensure that genetically-
stable cell lines are produced 100% of the time.



4

	 Biomanufacturing
	 Our reputation is founded on the 

reliable generation of master and 
working cell banks with consistently 
maintained yields, even during scale-
up. (figure 3) Whether you are using a 
Catalent GPEx‰ technology-based cell 
line or your own mammalian cell line, 
we easily transfer your project to our 
manufacturing plant. 

	 Catalent’s biomanufacturing  
capabilities include:

•	 Rapid cell culture optimization in shake 
flasks through 10L bioreactors to give 
high titer processes (figure 4)

•	 Accelerated and efficient protein purification 
development from milligram to 100s gram scale

•	 Non-cGMP production (up to 100L) in 
disposable and stainless bioreactors

•	 cGMP manufacturing of Phase I /  
Phase II material in product-dedicated 
suites up to kilogram scale

	 Regulatory 
Consulting

	 Catalent Regulatory Consulting 
provides creative regulatory strategies, 
targeted product development plans, 
and operational excellence to reduce 
risk and enhance speed to market for 
a wide variety of biologic products.

	 early stage services

•	 Strategic Biologic (NME, Biosimilars, 
Biobetters) and Biologic/Device 
Combination Development Planning

•	 Gap Assessments and Remediation Plans

•	 IND Submission Preparation and Filing

•	 FDA Meeting Support

	 late stage services

•	 Pivotal Clinical and CMC Development Planning

•	 NDA/BLA Submissions Preparation and Filing

•	 FDA and Advisory Meeting Support

•	 NDA/BLA Maintenance

•	 Post-approval CMC Changes

Discover more solutions with Catalent.  Call: + 1 866 720 3148  Email: info@catalent.com  Visit: www.catalent.com

Bioassay 
Development

	 Our rigorous standards and state-of-
the-art equipment are designed to 
provide the most creative solutions. 
We have developed and validated 
bioassays for proteins and peptides, 
therapeutic viruses, attenuated 
bacterial vaccines, aptamers and more.

	 We can help you demonstrate that 
your biopharmaceutical product is 
active by testing it in a system that 
appropriately reflects its clinical 
indication. Our cell-based assays, 
immunoassays, and purity assays 
are robust in all applications.

	 lot-release testing of 
biologic material 

	 stability-point testing

	 verification of stress-point testing

	 process or formulation 
change support

Biosafety Testing 
	 Our testing services bring 

added value to every phase of 
biopharmaceutical development.

	 cell bank characterization 

	 cell banking & maintenance 

	 viral clearance testing

	 adventitious virus detection

	 method development & validation

HIGH QUALITY BIOMANUFACTURING
Whether you are using a Catalent GPEx‰ technology-
based cell line or your own mammalian cell line, we 
can easily transfer your project to our manufacturing 
plant and provide you with a high quality product.

EXPERT BIOLOGIC DEVELOPMENT SUPPORT 
With over 20 years in the industry and a proven track 
record supporting biotech and pharmaceutical companies 
with analytical and regulatory consulting services, we 
help you build a smooth path to product filing.

Integral of Viable Cell Concentration
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figure 4  Fed-Batch Shake Flask Antibody Productivity 
Before and After One Process Development Cycle
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figure 3  Antibody YY Cell Line Production in Various Vessels
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Clinical Supply 
Services

	 Catalent is a leading global clinical 
supply services provider. We can help 
you reduce your timelines and gain 
peace of mind, through integrated, 
innovative solutions and deeper 
expertise in project management and 
global supply chain. For your planned 
clinical trials, Catalent provides:

	 comparator sourcing

	 clinical manufacturing & blinding

	 clinical packaging & labeling

	 global warehousing & distribution

take your product to clinic and beyond
Our broad range of fill/finish manufacturing capabilities,  
innovative packaging solutions, and a global supply chain network 
can help you to take your product seamlessly to clinic or market.

To learn more about 
Catalent Biologics,  
contact us today.

www.catalent.com

Catalyst + Talent. Our name combines these ideas. From drug and 
biologic development to delivery technologies and supply solutions, 
we are the catalyst for your success. With over 75 years of experience, 
we have the deepest expertise, the broadest offerings, and the most 
innovative technologies in brand and generic pharmaceuticals, 
veterinary medicine, consumer health, and biologics. Whether 
you are looking for a single, tailored solution or multiple answers 
throughout your product’s lifecycle, we can improve the total 
value of your treatments—from discovery to market and beyond. 
Catalent. More products. Better treatments. Reliably supplied.™

DELIVERY
softgel

zydis® & lyopan® fast dissolve

controlled release

inhalation

injectables

SUPPLY 
clinical supply

manufacturing

sterile fill/finish

packaging 	
services & delivery 
solutions

DEVELOPMENT
biologics

pre-formulation 	
& formulation

solid state services

pharmaceutical 	
& biopharmaceutical lab services

regulatory consulting

Injectable 
Packaging 
solutions

	 special handling expertise 

	 Our unmatched cold-chain handling 
and storage capabilities improve 
speed to market and minimize 
financial and regulatory risks 

	 custom packaging solutions

	 With our wide range of formats, 
unique adherence solutions, 
and investment in automation, 
we work with you to design 
packaging and kitting specific 
to your customers’ needs. 

	 reliable quality & supply 

	 Our extensive expertise and 
commitment to quality ensure 
reliable supply, and we have a 
proven track record of supporting 
pandemic or seasonal demand.

Discover more solutions with Catalent.  Call: + 1 866 720 3148  Email: info@catalent.com  Visit: www.catalent.com

Fill/Finish 
Manufacturing

	 Your specialized manufacturing 
challenges, our tailored solutions. 
From clinical through commercial 
scale, we have the global network 
and the extensive manufacturing, 
analytical, and packaging capabilities 
to provide you with customized 
options and reliable supply.

	 blow/fill/seal 

	 sterile liquid product 

	 prefilled syringes 

	 vial and syringe filling (small 
scale for development) 

	 lyophilized product (small 
scale for development)
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more products. 
better treatments. 
reliably supplied.™

Challenge us. Let us help you get your products 
to market faster, stay there longer, and be 
more successful. Catalent Pharma Solutions. 
We are the catalyst for your success.

Catalent Pharma Solutions 
14 Schoolhouse Road 
Somerset NJ 08873 USA

T	+1 866 720 3148 
F	 +1 732 537 6480 
www.catalent.com 
info@catalent.com

GPEx and Zydis are registered trademarks 
of Catalent Pharma Solutions

Lyopan is a registered trademark of Pantec AG

˝ Copyright 2011
Catalent Pharma Solutions, Inc.
All rights reserved

Lit. No. DCS/BIO/BR (06/11)

Our global facilities.

Catalent Pharma Solutions 
8137 Forsythia St. 
Middleton, WI 53562

T  + 1 866 720 3148 

Catalent Pharma Solutions 
160 Pharma Drive 
Morrisville, NC 27560 

T  + 1 866 720 3148

Catalent Pharma Solutions 
2200 Lakeshore Dr. 
Woodstock, IL 60098

T  + 1 866 720 3148

Catalent Pharma Solutions 
Rue Font St Landry 
10 Parc Mercator B-1120 
Neder-Over-Heembeek, Belgium

T  + 1 866 720 3148


