Pharma&Biotech

Surfactant Analysis Services

Comprehensive Surfactant Analysis for the
Entire Drug Development Process
Successful drug product development should
integrate formulation, manufacturing process,
primary packaging, device and delivery to the
patient. Lonza’s Drug Product Services (DPS)
offering delivers a holistic approach to DP development that anticipates and prevents problems
early, and ensures the result is a product that is
fit for purpose.

The Role of Surfactants in
Therapeutics
Most biologics formulations contain surfactants
to stabilize against interfacial stress-induced

aggregation and subsequent particle formation.
Surfactants are amphiphilic molecules and protect the active ingredient by competitive binding to surfaces. Common surfactants used in
biologics include Polysorbate 20, Polysorbate 80
and Poloxamer 188 in concentrations of 0.001
–0
 .1% w/v.
Surfactants are not inert materials. The selection
of material quality, supplier, storage and handling
conditions as well as type and amount in the
final formulation, are important to ensure protein
stability and Drug Product quality.
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Our Drug Product Services team can help you to identify issues related to
surfactants and tailor solutions to address them. We offer a sophisticated
analytical toolbox that provides the key to understanding surfactant
degradation. Our capabilities analysis includes:
–– Raw material testing
–– Surfactant release and stability monitoring
–– Surfactant degradation pathway elucidation
As a complement to Surfactant Analysis, our sophisticated particle
lab offers a complete panel of analytical methods to characterize
submicron, subvisible, and visible particles in drug products. Our
Forensic Chemistry lab can identify particulates that are found. In
addition, we offer fast-track support for particle contamination root
cause investigation in drug product processing and manufacturing.
Surfactants Impact Product Quality by:
–– Degrading that leads to submicron, subvisible or visible particle
formation, and potentially also rendering the drug product
non-compliant to pharmacopeial requirements
–– Inducing oxidation of the active ingredient
–– Interacting with processing components (e.g., tubing, filters),
leading to a reduction of concentration of both the active as well
as the surfactant and, therefore product non-homogeneity across
drug product units
Monitoring of surfactant concentration during development of the formu
lation and drug product manufacturing and related in-process testing,
are critical activities that ensure Drug Product quality and success.

Surfactant Analyses at Lonza
Our state-of-the-art analytical labs offer a panel of methods to monitor
surfactant concentration during development, processing, release or
stability. These methods include fluorescence-based HPLC assays,
CAD or ELSD-based methods.
The Formulation Development group provides a strong focus on the
selection of the surfactant and related concentration. Formulations can
be designed to meet the requirements for early- or late-phase clinical
studies and commercialization.

Visit Lonza’s Drug Product Showcase Page on LinkedIn:
www.linkedin.com/company/lonza-drug-product-services
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www.lonza.com/drugproduct

We can support the design of processes and control strategy to address
surfactant-related issues. Our services also include the design of a
phase-appropriate product development and commercialization strategy, including specification setting to meet current expectations by
health authorities.

Leveraging Our Experience and Expertise
Lonza DPS brings world-class expertise to bear in support of the technical as well as strategic aspects of your drug product development
program. The DPS team has gained experience from multiple years of
actual product development, worldwide filings and approvals, with a
combined current total of more than 200 INDs/IMPDs and more than
30 BLAs/MAAs resulting in at least 25 approved products. Capitalizing
on this experience allows us to go beyond a typical drug product
development offering. We include key specialized services supported
by a comprehensive analytical toolbox to meet increased regulatory
requirements for safe and efficacious products.
DPS’s combination of unparalleled experience, a strong scientific track
record, and state-of-the-art instrumental infrastructure provides industry
best practices to successfully advance your drug product development
programs.

The information contained herein is believed to be correct and corresponds to the latest state of
scientific and technical knowledge. However, no warranty is made, either expressed or implied, regarding
its accuracy or the results to be obtained from the use of such information. Some products may not
be available in all Pharma&Biotechs or for every type of application. Any user must make his own
determination and satisfy himself that the products supplied by Lonza Group Ltd and the information
and recommendations given by Lonza Group Ltd are (i) suitable for intended process or purpose, (ii) in
compliance with environmental, health and safety regulations, and (iii) will not infringe any third party’s
intellectual property rights.
© 2016 Lonza

