
Comprehensive Testing Services for Recombinant 
Protein Therapeutic Development 
BioReliance, the leader in contract safety testing services, now offers a complete range of 
analytical services to developers of recombinant protein and monoclonal antibody based 
therapeutics.  Our offering spans the spectrum of laboratory methods – from basic tests, 
such as pH and appearance, to more demanding methods such as mass spectrometry and 
UHPLC.  We have a team of highly experienced, industry-trained scientists who are available to 
support your method development, transfer and routine testing programs.  Our state-of-the-
art analytical laboratories, located in Rockville, MD and Glasgow, Scotland, are also supported 
by industry leading quality and program management systems and personnel.  BioReliance 
has supported thousands of testing programs spanning decades of biopharmaceutical 
development – ranging from early development candidates to marketed products.  You can 
rely on our quality, expertise and data to ensure the success of your biological development 
program.

Key Analytical Methods Offered by BioReliance*
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*Does not include all methods offered.  Please inquire for complete list.

BioReliance
Analytical Services for Biologics

BioReliance offers a complete 
range of analytical methods, 
including mass spectrometry and 
capillary electrophoresis

Highly experienced, industry 
trained scientists will work 
with you to design a successful 
analytical testing program for 
your recombinant protein based 
therapeutic

Projects are designed to meet  
regulatory standards while being 
delivered on time and within 
budget



www.bioreliance.com
North America   Toll Free: 800 553 5372   Tel: 301 738 1000

Europe & International   Tel: +44 (0)141 946 9999 • Japan Tel:   +81 (0)3 5796 7430
Email: info@bioreliance.com  

©2014 Sigma-Aldrich Co. LLC. All rights reserved. BioReliance and SAFC are trademarks of Sigma-Aldrich Co. LLC or its Affiliates, registered in the US and other countries.   F-1250114

QWE

BioReliance
Analytical Services for Biologics

Areas of Expertise

BioReliance can design and conduct analytical studies for:

•	 Reference standard characterization

•	 Comparability and lot release testing

•	 Product stability  
(including purposeful degradation and light exposure studies)

In addition, we can develop, transfer and validate methods in support of 
these study types.  We have experience with almost every biologically 
derived therapeutic type; including recombinant proteins, monoclonal 
antibodies, biosimilars, vaccines, gene therapy and cell therapy. Our 
scientists collectively have >100 years of experience designing and 
conducting analytical testing programs, including the authoring stability 
protocols that are compliant with ICH Q5C.  We will work with you to design 
a customized testing program that is best suited to your specific product - 
and that is delivered on-time and within budget.

Facilities, Equipment and Quality Assurance

Our recently expanded, fit-for-purpose Analytical laboratories are fully 
equipped and prepared to support you in your efforts to bring biophar-
maceutical products to market.  All instrumentation is validated in compli-
ance with cGMP and GLP requirements.  BioReliance also maintains its own 
dedicated suite of stability testing chambers.  All documents (including 
validation plans) are generated, monitored and reviewed according to our 
document control procedures, which include IQ, OQ, PQ packages as well 
as SOPs for operation and maintenance of instruments.

You can rely on us to help you successfully develop and 
manufacture your recombinant protein therapeutic.

Contact BioReliance today to discuss your specific analytical  
testing requirements.  


