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+1 816 767 3900 North America
+44 131 451 2451 Europe

email: info@aptuit.com
or visit our website: www.aptuit.com

Engineering a better drug development process.

Immunoanalysis
Our dedicated immunoanalytical team at Aptuit has a collective 
experience of over 40 years, providing comprehensive and 
innovative approaches to immunoassay.  Our scientists’ knowledge 
and expertise is gained from academia and industry and applied 
across a range of therapeutic areas.  The immunoanalytical group 
support assay development and validation with applications in 
discovery, preclinical/clinical sample analysis and immunogenicity 
testing.

 

Capabilities
We can develop your immunoassay using the most appropriate 
configuration.
•   Reagent excess e.g. ELISA, DELFIA, or 
•   Reagent limiting (competitive) format e.g. EIA, RIA
•   Hybridization assays
Assays employ spectrophotometric, radioactive (125I), fluorescent, 
lanthanide (time resolved fluorescence) or chemiluminescent labels.

Peptide/Protein
Robust method development, qualification and validation of specific 
assays for biotherapeutics such as humanized monoclonal 
antibodies, modified recombinant proteins and antibody fragments 
are performed at Aptuit.  In addition to the transfer and 
optimisation of methods from clients, we also undertake the transfer 
of validated methods to client facilities.

Biomarkers
Biomarkers, both pre-clinical and clinical, including inflammatory 
mediators, protein biomarkers, cytokines and chemokines are 
measured using immunoassay and flow cytometry techniques.

 Validation
All assay validations are performed to current FDA guidelines and 
best practice recommendations for ligand binding assays1,2.

1. Guidance for Industry, Bioanalytical Method Validation, U.S. Department of Health 
and Human Services, Food and Drug Administration, Center for Drug Evaluation and 
Research (CDER), Center for Veterinary Medicine (CVM), May 2001.

2. Quantitative Bioanalytical Methods Validation and Implementation: Best Practices for 
Chromatographic and Ligand Binding Assays.  Pharmaceutical Research Vol. 24, No. 10, 
October 2007
C. T. Viswanathan, Surendra Bansal, Brian Booth et al

Aptuit offers a comprehensive suite of drug development services that 
range from candidate selection through to market, including 
consultancy services, API development and manufacture, preclinical 
and clinical technologies, pharmaceutical services, large and small scale 
manufacturing, IVRS, and clinical packaging and logistics, across a wide 
range of compounds, dosage forms and delivery systems. 


