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Assignment

* Review existing definitions in ISBT 128
data base for cellular therapy products

« Recommend:
« Standard definitions for cellular products

* Rules for future assignment of cellular product
codes

* Retirement of existing terminology that does
not fit
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Information Hierarchy

Labeling

Data Structures

Reference Tables

Product Code




Product Definitions

W1234 06 123456 S[1]
Collection Center or Registry

Anywhere, Worldwide
Collection
Date
006030

30 JAN 2006 15:15 GMT

Properly identify Intended Recipient. May
transmit infectious agents.

Product ~_ 1L 1L

HPC, APHERESIS

Approx mL in approx ___ mL ACD
DO NOT IRRADIATE

DO NOT USE LEUKOREDUCTION FILTER
Store at 1t06 C

ey ——— - ———

Elsewhare Worldwide

II ||||IIII||II Rh Positive

FOR USE BY INTENDED RECIPIENT ONLY

Matched Unrelated Donor
Donor # 123654987

Validation Counts and other
Laboratory Testing Information

Expiration
Date and Time
006031

31 JAN 2006 15:15 GMT

Recipient:

John Q Patient

ID#: 123456789

Date of Birth: 31 DEC 1984
Hospital Name

City, Province, Country




Methodology

Work within existing product code structure
Review existing terminology (FACT, AABB, NMDP, COI)

Start at the top with existing terms and definitions plus
suggested list from Alan Lankester

Class — Modifiers — Attributes:
Core Conditions — Groups and variables

For each existing term, determine to retain, modify or
retire; then define.

» Concentrate on most common products
Suggest new terms needed within each area
Draft recommendations for comment
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Product Code Hierarchy

« CLASS — broad description of product

» Each product has only one class

« MODIFIER — describes physical state of product

» Each product may have up to one modifier

« ATTRIBUTE » Each product may have many
« CORE CONDITIONS:

 Anticoagulant / Collection Media » Only one
« Collection volume » XX
e Storage temperature » Only one

« GROUPS and VARIABLES:
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Product Code Hierarchy

 GROUPS and VARIABLES

» Each product can have many groups but only one variable
from each group; variables are mutually exclusive.

» Intended Use (Patient Use, Not for Patient Use)
» System Integrity (Closed, Open)

» Cryoprotectant

» Manipulation

» Further Processing

» Additives

» Additives — additional donor exposure
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Example

CLASS
MODIFIER

HPC, APHERESIS
Cryopreserved

ATTRIBUTES: Core Conditions

* Anticoagulant
» Collection Volume
« Storage Temperature

ATTRIBUTES: Variables

* Intended Use
« System Integrity
» Cryoprotectant
* Manipulation
« Additional additives

Citrate
NS
<-150C

For Patient Use
Open

10% DMSO
Plasma reduction
none
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Recommendations

» CLASS —the product as collected
Retain the classes:

HPC, APHERESIS

HPC, CORD BLOOD

HPC, MARROW

HPC, WHOLE BLOOD

CONCURRENT PLASMA, APHERESIS
Retire:

POOLED HPC, APHERESIS

["Pooled” will become modifier]
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Recommendations
- CLASS —the product as collected

Retain the classes:  Modify the classes:

TC, APHERESIS TC-T CELLS

TC, WHOLE BLOOD TC-CYTOTOXIC LYMPHOCYTES
Add: TC-T REGULATORY CELLS

TC. MARROW TC-DENDRITIC CELLS

TC, CORD BLOOD TC-NATURAL KILLER CELLS

THERAPEUTIC CELLS TC-TUMOR DERIVED CELLS
TC-MESENCHYMAL CELLS
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Recommendations
‘MODIFIER — describes physical state of product

Retain the modifiers: Add the Modifiers:

Cryopreserved Thawed Washed
Washed (non-frozen) Cultured
Mobilized (TC, Apheresis)
Retire the modifiers: Pooled (same donor)
Thawed
Frozen
Heparinized
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Recommendations
*ATTRIBUTE: CORE CONDITIONS

Simplify anticoagulants:  Storage Temperature:

None Retain: ?Retire:
Citrate Refg < -120
Heparin RT
Citrate and Heparin < 18 C
NS (not specified) <80 C

Volume: (no change) <-150 C

XX LN2 liquid
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Recommendations
‘ATTRIBUTE: Groups and Variables

» Intended Use (Patient use; Not for Patient use)
» System Integrity (Closed; Open [no default])

» Preparation - change to cryoprotectant only
» No cryoprotectant
» 6% HES + 5% DMSO (£ 1%)
» 10% DMSO (£ 2%)
» 5% DMSO (x 1%)
» DMSO content reduced by washing
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Recommendations
‘ATTRIBUTE: Groups and Variables

» Additional Information (retire)
[Was a mix of additives, cryoprotectants, split units, etc]

» Manipulation Group
» None
» Diluted
» Plasma reduced
» RBC reduced
» Buffy coat enriched
» MNC enriched
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