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Introduction Methods

AAV gene therapies in a liquid formulation are rarely ' Formulations A and B with different buffering components, tonicity agents (salts),
considered stable under refrigeration and are ' cryoprotectants (sugars) and a surfactant to achieve different ionic strength and osmolality.
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' Results: AAV2 stability was affected by the different buffer compositions with Buffer 3 seemingly being the less varied.
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c ' Objective: Analyse multiple formulations for changes in VP titre, VG titre, monomer area and HMW.

Formulation A +20°C +4°C Figure 1. AAV2 stability in different buffers from Formulation A and storage
conditions over time. Changes to VP titre, VG titre, monomer area and higher
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molecular weight species (HMW) were monitored. Samples were thawed at the
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| Objective: Repeat the study with the two chosen formulations with a 10-fold lower product concentration. | 200 200
' Results: - Formulation A buffer containing Na;PO, and NaCl provided the lowest RSD across the conditions. | 200 300 40 00 0 - (mOsm/k:())O 0
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Figure 2. Relative standard deviation (RSD) of the total VP and HMW
data for the two formulations. All storage conditions were used to calculate

Formulation A — Buffer 3 Formulation B — Buffer 7 RSD value in percentage.
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