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Old Class Name

CONCURRENT PLASMA,

APHERESIS

HPC, APHERESIS

HPC, CORD BLOOD

HPC, MARROW

HPC, WHOLE BLOOD

NC, ADIPOSE CELLS

PROPOSED REVISIONS

New Class Name

CONCURRENT PLASMA,

APHERESIS

HPC, APHERESIS

HPC, CORD BLOOD

HPC, MARROW

HPC, WHOLE BLOOD

ADIPOSE TISSUE

NC, ADIPOSE TISSUE

Definition

Plasma collected from the donor as
part of an apheresis cell collection
procedure for use by the laboratory in
further processing of that donor’s
product.

A cell product containing
hematopoietic progenitor cells
obtained by apheresis.

A cell product containing
hematopoietic progenitor cells
obtained from cord blood.

A cell product containing
hematopoietic progenitor cells
obtained from bone marrow.

A cell product containing
hematopoietic progenitor cells
obtained from whole blood.

Adipose tissue

A cell product containing nucleated
cells obtained from adipose tissue.

Comment

NO CHANGE

NO CHANGE

NO CHANGE

NO CHANGE

NO CHANGE

New tissue class

Renamed



10

11

12

13

14

15

16

17

18

NC, MENSTRUAL BLOOD

NC, TUMOR CELLS

TC, TUMOR DERIVED

TC, APHERESIS

TC, CORD BLOOD

TC, MARROW

TC, WHOLE BLOOD

NC-MSC ATD

NC, MENSTRUAL BLOOD

MALIGNANT CELLS,
TUMOR

MALIGNANT CELLS,
TUMOR

MALIGNANT CELLS,
APHERESIS

MALIGNANT CELLS,
MARROW

MALIGNANT CELLS,
WHOLE BLOOD

MNC, APHERESIS

NC, CORD BLOOD

NC, MARROW

NC, WHOLE BLOOD

MSC, ADIPOSE TISSUE

A cell product containing nucleated

cells obtained from menstrual blood.

A cell product containing malignant
cells obtained from tumor.

(See line 9)

A cell product containing malignant
cells obtained by apheresis.

A cell product containing malignant
cells obtained from marrow.

A cell product containing malignant
cells obtained from whole blood.

A cell product containing mononuclear

cells obtained by apheresis.

A cell product containing nucleated
cells obtained from umbilical cord
blood.

A cell product containing nucleated
cells obtained from bone marrow.

A cell product containing nucleated
cells obtained from whole blood.

A cell product containing
mesenchymal stromal cells derived
from adipose tissue

Renamed

Renamed

Renamed

New class

New class

New class

Renamed

Renamed

Renamed

Renamed

Renamed



19

20

21

22

NC-MSC DPD

NC-MSC WJD

TC-APC

TC-BLINDED STUDY

MSC, DENTAL PULP

MSC, WHARTON'’S JELLY

INVESTIGATIONAL
PRODUCT

A cell product containing
mesenchymal stromal cells derived
from dental pulp.

A cell product containing
mesenchymal stromal cells derived
from Wharton'’s jelly.

A product for an investigational study
that is accompanied by appropriate
identifying study information. This
class is used for a specific product
that may be part of a blinded
comparison study. Products labeled
as Investigational Product may
include different doses or may include
an active product or a placebo.

Renamed

Renamed

Retired code (code
has not been used)

Renamed



23

24

25

26

27

28

29

30

TC-CTL

TC-DC

T CELLS, APHERESIS

T CELLS, MARROW

T CELLS, CORD BLOOD

T CELLS, WHOLE BLOOD

DC, APHERESIS

DC, CORD BLOOD

See line 43

See line 44
See line 45

See line 46

A cell product containing dendritic
cells obtained by apheresis.

A cell product containing dendritic
cells obtained from cord blood.

Retired. Replaced
with codes that include
source. See lines 24-
27. Instead of
including CTL in the
class name, CTL
enriched will become
an attribute for T Cells.
A labeling guidance
document will
recommend the
sentence “See
Accompanying
Documents for
Specificity” be printed
when this attribute
appears.

Retired. Replaced
with codes that include
source. See lines 29-
32.

New Class

New Class



31

32

33

34

35

36

37

38

39

40

TC-INV

TC-MSC

TC-MSC MD

TC-NK CELLS

DC, MARROW

DC, WHOLE BLOOD

INVESTIGATIONAL
PRODUCT

MSC, MARROW

MSC, CORD BLOOD

NK CELLS, APHERESIS

NK CELLS, MARROW

NK CELLS, CORD BLOOD

A cell product containing dendritic
cells obtained from bone marrow.

A cell product containing dendritic
cells obtained from whole blood.

(See line 22)

A cell product containing
mesenchymal stromal cells derived
from bone marrow.

A cell product containing
mesenchymal stromal cells derived
from cord blood.

A cell product containing natural killer
cells obtained by apheresis.

A cell product containing natural Killer
cells obtained from bone marrow.

A cell product containing natural killer
cells obtained from cord blood.

New Class

New Class

Renamed

Retired. Codes now
have a source of cells
in the class name.
See line 35-36.

Replaced

New class

Retired. Replaced
with codes that include
source. See lines 38-
41

New class

New class

New class



41

42

43

44

45

46

47

48

TC-T CELLS

TC-TIL

NK CELLS, WHOLE
BLOOD

T CELLS, APHERESIS

T CELLS, MARROW

T CELLS, CORD BLOOD

T CELLS, WHOLE BLOOD

T CELLS, TUMOR

T CELLS, TUMOR

A cell product containing natural killer
cells obtained from whole blood.

A cell product containing T cells
obtained by apheresis.

A cell product containing T cells
obtained from bone marrow.

A cell product containing T cells
obtained from cord blood.

A cell product containing T cells
obtained from whole blood.

A cell product containing T cells
obtained from a tumor.

(See line 47)

New class

Retired. Replaced
with codes that include
source. See lines 43-
47.

New class

New class

New class

New class

New class.

Instead of including
TIL in the class name,
TIL enriched will
become an attribute
for the class T Cells,
Tumor.



49

50

51

52

53

54

55

56

TC-T REG CELLS

TC, PANCREATIC ISLETS

PANCREATIC ISLET RINSE
SOLUTION

T CELLS, APHERESIS

T CELLS, MARROW

T CELLS, CORD BLOOD

T CELLS, WHOLE BLOOD

PANCREATIC ISLETS

PANCREATIC ISLET
RINSE SOLUTION

TUMOR

(See line 43)
(See line 44)
(See line 45)

(See line 46)

Tumor

Retired. Instead of
including T Reg Cells
in the class name, T
Reg Enriched will
become an attribute of
T Cells.

Reissue as a tissue
class.

Reissue as a tissue
class.

New tissue class



