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Eurofins Bioanalytical Services is a 
powerhouse large molecule biotherapeutic-
focused, bioanalytical contract research 
organization. Since our formation in 2003, we 
have actively supported the evolving needs of 
companies that develop biotherapeutics. 
Founded by industry leaders, Eurofins Bioanalytical Services has grown and 
shaped the current state of the art in large molecule bioanalysis through 
contributions in industry working groups and collaborations with our clients. 
Continuing to develop this understanding, our team of over 130 service staff 
focuses only on large molecule bioanalysis and is dedicated to meeting the 
needs of our customers. 

Flexible and customer-oriented, Eurofins Bioanalytical Services is uniquely 
positioned to meet the needs of clients. As a large molecule specialist, we 
are ideally placed to ensure that the needs of each project are addressed—
from the specific needs of early stage projects through adoption of the 
latest technologies for exploratory studies. As a market leader, we also 
possess industry-leading capacity to handle large and late-stage projects 
with professionalism, proven commitment to quality, and focus on meeting 
deadlines and budgets. 

Proven Large Molecule 
ADA and PK Expertise 

Antibodies 

Antibody-drug conjugates 

Bi-specific molecules 

Immunotherapies 

Multi-domain proteins 

Proteins 

Peptides



Eurofins Bioanalytical Services. St Charles, MO USA.

Eurofins Bioanalysis. Oxford, UK.



Large molecule bioanalytical specialists
Absolute focus on bringing the latest analytical approaches and regulatory 
knowledge to the biotherapeutic development process.

Global reach
US and EU laboratories provide multiple service sites, with the flexibility to run 
multi-center studies.

Flexibility and focus on client needs
Automation and capacity to manage the largest of projects, with the agility to adapt 
to the changing demands of live studies. Our clients have open access to our lead 
scientific staff to ensure immediate updates on study progress and performance 
from assay development, transfer, validation and sample analysis.

Comprehensive assay platform capabilities
Combination of industry standard instrumentation and the latest platforms to 
manage any size project and demanding, cutting edge approaches.

Managed by industry leaders with decades of bioanalytical experience
Eurofins Bioanalytical Services has grown and shaped the current state of the art 
in large molecule bioanalysis through contributions in industry working groups and 
collaborations with our clients. 

Dedicated project management
Our clients are served by dedicated project managers who provide study support and 
immediate access to project updates. The project management team drives open 
communication between Eurofins and our clients, ensuring studies complete on time 
and on budget.



Immunogenicity and NAb Testing
Biopharmaceuticals, such as antibodies, peptides and recombinant proteins, have the potential to induce an anti-
drug antibody (ADA) response. In pre-clinical studies, development of ADA can affect drug exposure and impact on 
data from toxicity, pharmacokinetic or pharmacodynamic studies. In clinical studies, development of ADA can be 
associated with a variety of potentially serious clinical side effects as well as a loss of drug efficacy. 
Eurofins Bioanalytical Services adheres to current FDA and EMA guidelines for immunogenicity testing and our 
scientists routinely contribute to industry meetings and workshops. We continue to follow and refine a stepwise 
approach to measure ADA responses using the leading instrumentation platforms and latest methodologies. 

• Screening assay 
• Confirmatory assay 
• Titer
• Characterization assays (isotype, affinity) 
• Neutralizing antibody (NAb) assays
• CLIA license (USA)

State–of-the-art facilities in St. Charles, MO, USA and Oxford, UK 
house industry-defining global capacity and capabilities including GLP-
compliant development and implementation of NAb bioassays.
Meeting the needs of both our clients and regulators, we develop and 
transfer NAb assays in our dedicated GLP-compliant cell-based assay 
laboratories. We offer Ready-To-Assay™ cell technology to ensure 
consistency in NAb assay testing.

Platforms
ELISA
RIA 
ECL (MSD) 
Gyrolab™
Cell-based Assays



Pharmacokinetics Assays
Pharmacokinetic (PK) analysis of biopharmaceutical requires different solutions from those traditionally employed 
in the analysis of small molecules. We have industry-leading experience in the development and validation of PK 
assays for large molecules and peptides. 

To provide the best analytical solution for the broadest range of matrices and species, we:
•  Develop and validate assays that have analytical ranges appropriate for the study samples
• Develop assays that are both specific and sensitive
•  Provide support for critical reagent generation and purification including the generation of antibodies to 

be used for capture or detection reagents
• Assess method feasibility in multiple technology platforms

We perform small and large-scale sample analysis for pre-clinical 
(GLP-compliant) and clinical (GCP-compliant) studies, employing 
automation where appropriate. 

Our experience, flexibility and capacity enable us to manage 
specialized project needs, including the latest strategies to 
address complex analytical challenges.

Matrix interference e.g. RF, soluble targets
Endogenous analogs
Free vs Total
ADA interference
Bi-specific antibodies
High sensitivity assays



Biomarker Assay Services
Eurofins Bioanalytical Services offers a range of protein biomarker services for all stages of research, from ready-
to-run assays through to assay development and validation. Our St. Charles, MO, USA and Oxford, UK locations are 
fully equipped with the latest technologies and experienced staff to analyze your samples.

Protein Immunoassays
Research Services:
Choose from the largest portfolio of kits including RIAs, ELISAs, 
Singulex® and Luminex® assays for exploratory analyses. Ship us your 
samples and we’ll run the assay, sending you back validated, high 
quality data you can count on to advance your research. We can also 
run your samples on any commercially available assay that you specify, 
from any vendor. We provide support for pre-clinical and translational 
studies.

Regulatory Compliant Laboratory Services:
Our GxP-compliant, CLIA-licensed laboratories are available to transfer 
assays, validate existing kits and perform sample analysis from a single 
plate to Phase 3 clinical trial projects. We are equipped to handle 
variable sample numbers and large volumes.

Platforms
ELISA
RIA 
ECL (MSD)
Singulex Erenna®
Luminex® Assays
Gyrolab™ Assays
Cell-based Assays



Flow Cytometry
Eurofins Bioanalytical Services has a wide range of experience in applying flow cytometry to 
exploratory studies through to GLP-compliant sample analysis for clinical trials. Our highly trained 
and knowledgeable staff is available to assist with experimental design, provide training and sample 
collection materials, and develop and validate assays to meet client-specified criteria. We also 
analyze and interpret flow cytometry data to enable our clients to obtain the best insights from large, 
complex data outputs.

Capabilities include:
• Immunophenotyping
• Cellular activation assessment
• Cell signalling  - Phosflow
• Quantification of cell bound drug
    •  Receptor saturation/modulation

Platforms
BD FACSCanto™ II
Beckman FC500

• Functional endpoints
    •  ADCC, Autophagy, Apoptosis, Phagocytosis
• Rare event analysis
• Sample kits

Predictive Cytokine Release Assays
Eurofins has developed pre-qualified Cytokine Release Assays, ex vivo assays that test the risk of a 
therapeutic inducing cytokine release. The Cytokine Release Assays encompass several of the key 
variables required for the cytokine release testing including 

• Choice of positive and negative controls (pavilizumab, trastuzumab, alemtuzumab, OKT3 and  
    YTH12.5, as well as user-defined)
• Whole blood, plasma depleted whole blood and PBMC assay formats
• Solution, wet and dry coating presentations of compound. 
• Typical cytokines and chemokines tested are IFN-γ, IL-2, TNF-α, IL-10, IL-1β, IL-8 and IL-12p70.  
    Additional markers can be added upon request. 

The Cytokine Release Assays provide drug developers rapid access to early drug safety data, and as 
core assays are pre-qualified, the development costs and time are eliminated.

Prequalified TBNK 
and T-helper panels



Critical Reagent Development and Qualification Services
Dedicated Critical Reagent Team to develop, manufacture and qualify critical assay reagents. Developed reagents can be 
shipped client laboratories to ensure coordinated reagent performance between sites.

• Critical reagent conjugation and purification 
    •  Including biotinylation and ruthenylation
• Cell line construction
• Ready to Assay™ cell banks
• Protein purification
• Full QC using the analytical platform used in the study available



Biopharmaceutical Analysis 
Eurofins Bioanalytical Services is the leader in applying specialized testing 
methodologies for the biotherapeutic characterization. 

Platforms
SPR (Biacore®)
ELISA
RIA 
ECL (MSD)
Gyrolab™ Assays 
Cell-based Assays 
Flow Cytometry

Our ligand binding and cell-based assays for target antigens include:
• Receptor-binding assays 
• Proliferation assays

 
Surface plasmon resonance (SPR) and flow cytometry assays to 
characterize FcR binding: 

• FcγRI (CD64) 
• FcγRII (CD32a) 
• FcγRIII (CD16a) 
• FcRn binding by SPR assay 
• C1q by ELISA assays 
• ADCC and CDC



Biosimilars
Eurofins Bioanalytical Services has years of experience supporting innovator and biosimilar programs, making us the 
ideal development partner. Following the latest regulations and guidance, we tailor bioanalytical and characterization 
packages to meet the distinct needs of our biosimilars clients. We use the latest technologies and procedures to 
ensure accuracy, adherence to standards and on-time delivery of critical data, no matter the size of project.

Prequalified assays for: 
• Trastuzumab
• Bevacizumab
• Adalimumab
• Cetuximab

Non-clinical / Clinical Services
• Pharmacokinetics
• Tiered immunogenicity testing
• Biomarker analysis

Biological Characterization Services
• Ligand-binding and cell-based assays for target proteins
• CD64, CD32, CD16 binding by surface plasmon resonance and flow cytometry
• C1q binding by ELISA
• Proliferation, neutralization and receptor binding assays
• ADCC and CDC assays



Comparability Assessment by Multiple Assay Formats 

Shown is a comparison of CD16A (Fcγ RIIIa) binding to alemtuzumab glycosylation 
variants by surface plasmon resonance (SPR, left) and flow cytometry (right).

Years of experience supporting innovator and biosimilar programs

Peptides
Insulin and analogs, GLP-1 analogs

Proteins
G-CSF and analogs, EPO, hormones

Antibodies
Trastuzumab, bevacizumab, adalimumab and more



Eurofins Bioanalytical Services is a unique, large molecule-focused bioanalytical and biomarker service 
organization. With over ten years of experience supporting all sizes of studies from both small and large sponsors, 
Eurofins offers industry-leading capacity together with client-focused flexibility. Mirror sites in St. Charles, 
Missouri, USA and Oxford, UK provide bioanalytical / biomarker services with regulatory expertise across multiple 
geographies, including GxP and CLIA capabilities. We support your projects at every phase, from exploratory 
through to regulated studies, with client-focused project management groups and oversight by experienced 
scientific staff.
 
Our unmatched resources include a dedicated reagent development team, long-term sample storage capabilities, 
and a dedicated GLP-compliant cell-based assay laboratory. Our clients value our broad platform base, which 
includes:

• ELISA
• RIA
• Gyrolab™

• Flow Cytometry
• Luminex® Systems
• MSD

• Singulex®
• Automation
• LIMS
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Contact our Scientific Development group to discuss 
your drug development testing requirements and 
see how Eurofins Bioanalytical Services tailors our 
services to meet your requirements.

For more information about Eurofins Bioanalytical Services team please contact

bioanalyticalservices@eurofins.com

www.eurofins.com/bioanalyticalservices

Eurofins Pharma Bioanalytics Services US  +1 844 522 7787

Eurofins Pharma Bioanalysis Services UK  +44 (0)1235 444 100
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