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INTRODUCTION RESULTS

Adeno-associated viruses (AAV) are promising vectors for the delivery | | MAURICE CE-SDS MEASURES AAV PROTEIN PURITY AND CAPSID RATIO | LEVERAGING DUAL WAVELENGTH DETECTION FOR INTACT AAV EMPTY/FULL ANALYSIS

of genetic material in gene therapy. During the manufacture of AAV, Protein purity is a CQA that needs to be addressed for AAVs. These measurements are AAVs are utilized as gene therapy delivery vehicles because they can hold up to 5kb of DNA and have low immunogenicity. During manufacturing,
critical quality attributes (CQAs) like charge heterogeneity, purity, and classically done with SDS-PAGE, but the method has significant disadvantages. In recent years, AAV capsids lacking DNA (empty capsids) are formed. These empty capsids can reduce efficacy and need to not only be removed, but ideally
empty/full status must be carefully monitored because they can impact CE-SDS has become a strong tool for biopharmaceutical protein purity. Therefore, we minimized during the manufacturing process. Current methods to characterize empty/full capsids are long and challenging to implement in
the product’s safety and efficacy. Imaged capillary isoelectric focusing reasoned that Maurice could be used for AAV protein purity. We analyzed an AAV2 sample on quality control. We examined the capability of Maurice to help analyze these samples. Because Maurice detects absorbance (280nm) and native

CE-SDS for specificity (Figure 1), repeatability (Table 1) and linearity (Figure 2). fluorescence (~320-450nm), it is possible that contributions from DNA will be observed only in absorbance (where DNA still absorbs light) and

(iclEF) and capillary electrophoresis sodium dodecyl sulfate (CE-SDS)

are two powerful methods to respectively characterize and quantitate contributions from protein are observed in both absorbance and native fluorescence (DNA is not detected with NF). We separated two AAV9

samples with different % Full associated (determined by the manufacturer) and compared the absorbance and NF for either a nearly full AAV9
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software. content of intact AAV particles.
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