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Key analytical techniques used to demonstrate 
biosimilarity included:
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Are current regulatory 
expectations sufficiently clear?

The main challenges faced when 
developing biosimilars included:

The main challenges of gaining regulatory 
approval for a biosimilar included:

The proportion who follow a one assay versus a two assay approach for PK 
bioanalytical assays included:

Key documentation followed to characterize bioanalytical similarity for PK 
assays included:

Key documentation followed to characterize bioanalytical similarity for 
ADA assays included:
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Key parts of biosimilar research that are 
outsourced versus not-outsourced included:
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