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e Despite the diversity of bioconjugates, the challenges are largely the
same across products, e.g. stability, manufacturing, and analytics.

e The diversity of bioconjugates and limited regulatory guidance
necessitates early and proactive engagement with Health
Authorities.

e Even for mature modalities, there is no categorical approach - it
requires data-driven conversations between reviewers and sponsors.

e Implementing state-of-the-art analytical technologies is critical for

the success of the next generation of bioconjugates.
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