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e Innovative computation design at the sequence level enables
for an extremely fast time (3 weeks) from DNA to confirmed
nanoparticles for vaccine development.

e The same basic principles for comparability are used for WCBPs,
novel protein modalities, microbiome, and mMRNA vaccines. The
devil is in the details of product and process understanding.

e When comparability data are outside the comparability criteria,
companies can:

o Optimize the process to achieve product quality that meets
the comparability criteria

o Justify changes in product quality based on platform or
product specific knowledge; evaluation should include an

assessment of efficacy, safety, and PK.
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