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The level of knowledge and experience of SPI-BIO, can help you to find the optimal 
biomarker assay and to offer you full integrated biomarker support from develop-
ment of new assays, full validation under GLP for PK/PD studies and kits ready-to-
use. 
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SPI-BIO range of service flowchart includes: 
 

� 
�����	����	������
	
����	�����	

A COMPREHENSIVE RANGE OF SERVICES 

Selection of format assay:
• nature of biomarker
• required sensitivity
• instrument resources
• type of sample
• test species
• availability of reagents

Obtention and/or preparation of reagents:
• production of polyclonal/monoclonal antibodies
• labelling of antibodies or biomarker
  (depending on chosen format)

Qualification & characterization of reagents

Assay development & optimisation

Pre-validation studies

Validation studies according to:
• FDA guidances
• EMEA note of guidance
• IHC

Kit qualification

Kit  production

Measurement in biological samples for:
• Safety assessment
• Non clinical studies
• Clinical trials
• PK/PD studies

GLP-compliant studies
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BIOMARKER ASSAY KIT AVAILABLE  

Biomarkers may 
be defined as a 

biological response that can 
be measured and evaluated 
as an indicator of a normal 
biological process, a patho-
genic process or a pharma-
cological response to a 
chemical or biological expo-
sure. The biological re-
sponses may be at the mo-
lecular, cellular or whole 
organism level. 
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Our integrated services rely on the master in a large scope of technologies, some of which have been developed 
and patented in close collaboration with the French Atomic Energy Commission (CEA). 
 

·  a patented technology AChE®, with several advantages over other enzymes conventionally used in EIAs i.e.: 

- kinetics superiority, 
- low background, 
- versatility, 
- stability 
- high sensibility & precision. 

 

·  standard & original EIA formats: 
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A wide array of well-established biomarker assays for use in non-clinical studies and clinical trials are all readily 
available from SPI-BIO. These cover various therapeutic areas such as: 

 

Allergy 

Diabetes 

Hypertension 

Prion disease 

Inflammation 

Endocrinology 

Obesity 

Pain 

 

 

 

 
 

 
RELATED SERVICES 
In  v i t ro  models  Complete expertise in  pharmacokinetics & assays 

RELATED PRODUCTS 
 Assay  kits. 

INNOVATIVE TECHNOLOGIES  

Competitive assay Immunometric assay Solid Phase immobilized 
eptitope assay 


