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    The development of a co-operative framework 
between regulators, product sponsors and 
technology experts will be essential for realizing 
the revolutionary promise these platforms could 
have on the evolution of drug development, 
regulatory science, the practice of medicine and 
public health. 



Challenges 

Significant  challenges in standardization of assay 
methods include: 

• Validate both the clinical and analytical performance 
of the diagnostic 

• Standardize pre-analytical variables during specimen 
collection, stabilization, and processing 

• Pay rigorous attention to the analytical performance 
and validation of the assay 

• Meet regulatory requirements  
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