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Introduction

Despite exponential growth and interest in exosome or extracellular vesicle (EV)-based therapeutics, there is no standardised commercial-scale method for exosome-manufacture globally, and no registered EV therapeutics. VivaZome Therapeutics (VZT) via a
CRC-P project with partners Cytiva, University of Queensland (UQ), Australia National University (ANU), La Trobe University and SeerPharma is building expertise within Australia to manufacture therapeutic EVs. In this project, VivaZome will establish (1), a
purpose-built manufacturing facility for EV manufacture, ready for technology transfer to a GMP manufacturing facility for the production of EV clinical batches for non-clinical toxicology and preclinical studies and (2), a dedicated EV-analytics laboratory
(PC2) to provide stage-appropriate analytics for in-process control and product quality assurance.
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Conclusion

EVs are a promising platform for the treatment of many diseases. For EVs to be considered a safe, reliable and effective therapeutic, accurate, rapid, cheap, standardized, specific, & easier methods for their separation and purification have to be
developed.

Emphasis on their safety, feasibility, pharmacokinetic and pharmacodynamic characteristics maintained throughout the scalable EV manufacturing process.

An understanding the mechanism of action (MoA) is essential for the clinical translation of therapeutics based on EVs.

VivaZomes goal is to close the gap of preclinical research and increase product manufacture reproducibility by establishing and using every available scientific, clinical and industry standards to meet regulatory requirements in product manufacture

and testing.
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