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Flowchart to illustrate how to apply the criteria in 21 CFR 1271.15(b) and 1271.10(a)

Does your product meet the
definition of an HCT/P in
21 CFR 1271.3(d)?

N
No Yes
L N
The regulations in Does the same surgical
21 CFR Part 1271 do not procedure exception in
apply 21 CFR 1271.15(b) apply?
No Yes
Z N

Does your HCT/P meet all four of the following criteria in
21 CFR 1271.10(a):

The HCT/P is minimally manipulated,;

The HCT/P is intended for homologous use only;

The HCT/P is not combined with another article (with some
limited exceptions); and

The HCT/P does not have a systemic effect and is not
dependent upon the metabolic activity of living cells for its
primary function;

or,

The HCT/P has a systemic effect or is dependent upon the
metabolic activity of living cells for its primary function, and is
for autologous use; for allogeneic use in a first or second
degree blood relative; or for reproductive use.

\
No Yes
24 A\

You are not required to
comply with the
requirements in

21 CFR Part 1271

Your HCT/P is regulated as a drug, device,
and/or biological product under the FD&C
Act and/or section 351 of the PHS Act,

and applicable regulations

Your HCT/P is regulated solely under
section 361 of the PHS Act, and
regulations in 21 CFR Part 1271




