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The presence of proteinaceous (aggregates) and non-proteinaceous particulates in biological drug manufacturing is of great 
concern due to potential effects on product safety, efficacy, and immunogenicity. Therefore, FDA requires that aggregates and 

particles be closely monitored. SEC-HPLC is the most commonly used method for aggregate detection and quantification; still there 
are limitations to SEC for analysis: SEC cannot detect insoluble aggregates as well as sub-visible and visible particles, the conditions 
required to perform SEC often dissociate reversible aggregates. Therefore, complementary analytical methods (such as DLS, fluidic 
imaging, fluorescent imaging) are essential to ensure that a broad range of aggregates/particles are detected. This poster will present 
multiple aggregates analysis tools that will present the complete profile of protein aggregates. 
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