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Importance of analytical methods to understand the complexity and diversity of protein aggregation

I

n this 4 to 6 hours course the attendees will lear, based on biopharmaceutical case studies, about the complexity and diversity
of the aggregation of peptide and protein drugs and on strategies to overcome these issues.

The workshop will have the following parts:
Part 1: Examples of protein aggregation mechanisms
Part 2: Available techniques for detection of aggregation and impurities (leachables) and how these methods can be applied.
Combining analytical methods to ensure detection of aggregates across a range of particle sizes. New technologies for
characterization of aggregates will be presented.
Part 3: Strategies for developing stable peptide drug formulations. High-throughput analysis (HTA) and high-throughput
formulation (HTF) platforms will be presented. Using case studies, potential causes of aggregation and prevention strategies
will be discussed.
Part 4: Aggregation of biopharmaceuticals in human plasma depends on formulation: a new development and research field
Part 5: Regulatory aspects and concerns
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