
KNOWLEDGE SHARING AND CAPACITY BUILDING

Multiple/orthogonal methods are needed for release, stability,

characterization, and comparability.

We are close to having a standard set of CQAs - an essential step

in the journey to AAV products being “well-characterized”.

Consider product volume requirements, product profile, and

available technologies when setting manufacturing strategy.

It is important to have a CPV (continuous process verification)

plan to continue to collect data post PPQ/approval.
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