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Summary

Extracellular vesicles (EVs) exhibit structural and molecular heterogenicity due to their diverse origins. Their production conditions may influence
the characteristics of EVs. A CMC framework is required to support consistent and scalable manufacturing, complement with analytical
characterization of EVs, that meet regulatory quality standards for clinical applications. This framework focus on three key aspects, mainly the
design, manufacturing and analytical characterization methodology of the bioengineered EVs.
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Funding: This project is kindly sponsored by China Medical University Hospital and Shine-On Biomedical Co. Audience may refer to the scientific work presented by China Medical University
Hospital titled “ Genetically engineered HLA-G targeted exosomes and safety study” during the ISEV2025 conference. The poster number is 848 and is held in Poster session 2 on Friday, 25t April
2025 at 1630 -1730 CET.

About Esco Aster: A CDMO organization focuses on cGMP compliant end to end manufacturing process. We focus on offering vaccine-, bio-, cell- and gene-therapy development manufacturing
services using primarily its proprietary Adherent Tide Motion Platform supplemented by single-use suspension, downstream bioprocessing, and custom bioengineering equipment for client
specific therapeutics.
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