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Summary
This white paper argues that Wharton's jelly MSC exosomes made under cGMP and
regulated under Section 351(a) of the PHS Act, with CBER oversight, should set the
standard for cell-free regenerative products. It covers source biology, safety compared
with live cells, 351(a) classification, Drug Master Files, batch virology testing and
cold-chain shipping. FDA has not approved any exosome product.

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 is Wharton's jelly?

• Why is Wharton's jelly studied as an MSC exosome source?

• What does Section 351(a) cGMP manufacturing require for exosome products?

• What is a Drug Master File?
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