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The demonstration of biosimilarity is critical to the approval of biosimilar products. While confirmatory studies may be 
required to confirm safety in animals and in the clinical setting, these studies are limited in their ability to assess differences 

between the biosimilar and the reference product. Analytical characterization has therefore become the key to the assessmet 
of biosimilarity. 

One of the most difficult aspects of the demonstration of biosimilarity is the design of the biosimilarity study. This includes 
the determination of how many lots of reference material must be analyzed as well as which analytical methods are required 
for the comparison. A strong analytical package should include release assays as well as extended characterization methods. 
The specific methods are dependent on the individual product. Procurement strategies for reference product must also be 
considered. Asessment of the reference product should be a survey of the product quality over time, as opposed to a snapshot 
of product quality for a single lot. Cost of the reference products can become a critical factor in procurement strategy and 
study design. This goal of this presentation is to provide some guidance on the design of biosimilarity studies for the analytical 
characterization of the biosimilar product, looking both at release characteristics as well as degradation pathway assessments.
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