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The predictive safety testing consortium: Qualification of translational safety biomarkers for use in drug 
development

The use of novel safety biomarkers in clinical trials has the potential to profoundly impact the ability of drug development 
innovators and health authorities to evaluate and improve patient safety. Many of the biomarkers currently being used 

to evaluate clinical safety suffer from a lack of sensitivity or specificity for detecting drug induced organ injury. Therefore, 
several groups including the Critical Path Institute’s Predictive Safety Testing Consortium (PSTC) have been working 
towards the regulatory qualification of novel safety biomarkers with the US Food and Drug Administration (FDA), European 
Medicines Agency (EMA) and Japanese Pharmaceuticals and Medical Devices Agency (PMDA) to gain scientific and 
regulatory endorsement of these biomarkers. However, these efforts have been hampered by the lack of well-defined scientific 
and regulatory expectations or evidentiary criteria. Therefore, the objective of this presentation is to discuss and align the 
expectations for qualification of novel safety biomarkers to be applied during drug development. Furthermore, the general 
approach to the regulatory qualification of translational safety biomarker will be discussed using several case studies focusing 
on safety biomarkers.
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