Human cells, tissues, and cellular and tissue-based products (HCT/Ps) such induced
pluripotent stem cells (iPSC) and haematopoietic stem cells (HSCs) have been used for decades
and still have expanding potential.! But the use of naturally occurring materials, and patient
derived materials complicate the regulatory landscape for this area of technology. 2

The FDA has approved some cellular and gene therapy product treatments.® However,
there are applications of HCT/Ps that evade or escape the FDA regulations.* And there is conflict
within case law that questions the FDA’s ability to regulate.®

Currently HCT/Ps are regulated through various means. Under a regulatory route of
“same function,” HCT/P are regulated by Section 361 of the Public Health Service Act. ¢ Section
361 applies to homologous cell or tissue applications in which “an HCT/P ... preforms the same
basic function or functions in the recipient as the donor.”” These HCT/Ps are still expected to
follow the good tissue practices, but the regulation under section 361 and 21 CFR part 1271 is
limited, with no premarket authorization required.®

If the requirements of section 361 do not apply because more substantial cellular changes
occurred, a doner was used, or function changed, then the product is regulated under Section
351. Under section 351 these products must obtain FDA approval, among other regulatory
requirements. °

Additionally, there is a same day surgical procedure exception for some HCT/P s use.!°
This exception is justified by the risk of communicable disease in same day same patient HCT/P
use being on par with the risks already associated with surgical procedures.!!
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FDA regulation has both costs and benefits. Exemptions for minimally altered materials
are logical, and lower regulatory hurdles are often beneficial. But simultaneously the uncertainty
and complexity of future regulation could slow and deter future advancements. While cutting
edge treatments can be helped by the speed of market entry that comes from exceptions from

FDA regulation, it lacks the confidence and relative transparency that eventually comes from
FDA approval.



