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Summary

This structured review summarizes published preclinical and early-phase clinical studies
of mesenchymal stromal cell exosomes and extracellular vesicles across therapeutic
indications. It records study designs, administration parameters and reported outcomes,
and attributes every result to the original authors. FDA has not approved any exosome or
MSC-EV product, and human use requires an IND or BLA.

Exosome and mesenchymal stem cell-derived extracellular vesicle products are not
approved by the FDA for any indication. This paper describes published scientific
literature. It does not describe an available treatment.

Questions this paper covers

* What do recent reviews say about MSC exosomes and extracellular vesicles?
* What are MSC exosomes?

* Are any exosome products FDA approved?

* How do published studies report exosome dosing and administration?

* Why do reviews of MSC-EV studies urge caution?
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