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Policy:

Pluripotent stem cell (PSC)-derived products are not regulated by the Department as a tissue, nor
subject to licensure under 10 NYCRR Part 52, if the product is subject to an FDA-allowed
Investigational New Drug (IND) application or a Biologics license.

Procurement of the cell(s) of origin of the PSCs is subject to the licensure requirements in 10 NYCRR
Part 52 if the procurement occurs in New York State.
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