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COPYRIGHT, INTELLECTUAL PROPERTY, WARRANTY, AND LIABILITY NOTICE

Copyright 2025. ISBT 128 is not in the public domain and is protected by United States
copyright, trade secret, and other laws and the analogous laws of other countries.
Implementation of ISBT 128 requires the end-user to register with ICCBBA and to pay an
annual license fee. This document contains trade secrets and/or confidential information
belonging to ICCBBA.

Any use of this document, or the accompanying database tables, by anyone other than
registered organizations, or facilities that have obtained their computer software from a
registered and licensed developer, is strictly forbidden.

ICCBBA provides no representation or warranty that the Licensee’s use of ISBT 128 is
suitable for any particular purpose and the selection, use, efficiency, and suitability of ISBT
128 is the sole responsibility of the Licensee.

ICCBBA’s liability is limited to that specified in the ICCBBA License Agreement, which is
available on the ISBT 128 website. Under no circumstances shall ICCBBA'’s liability to the
licensee or any third party under any theory or cause of action exceed the current annual
license fee payable by the licensee to ICCBBA hereunder, and ICCBBA will in no
circumstances be liable for any direct or indirect damages whatsoever, including without
limitation, special, incidental, consequential, or punitive damages or damages for loss of
data, business or goodwill or any other consequential losses of any nature arising from the
use of ISBT 128 or the marks.

Copying any portion of the Standard, or of any accompanying database tables or documents
(e.g., Implementation Guides), either in electronic or other format, without express written
permission from ICCBBA is strictly forbidden. Posting of any portion of the Standard, or of
any accompanying database tables or documents, to any online service by anyone other
than ICCBBA is strictly forbidden. This document may be translated without written
permission, provided that the translation indicates that it is a translation from an ICCBBA
copyrighted document and that ICCBBA is not responsible for the accuracy of the
translation.
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1 Introduction

1.1 Purpose

The purpose of this document is to provide guidance in the implementation and use of
the Processing Facility Information Code [Data Structure 033].

1.2 Scope

This document is a supplement to the ISBT 128 Standard Technical Specification (ST-
001). It provides specific guidance for cellular therapy and tissue (including ocular)
facilities in the implementation and use of the Processing Facility Information Code [Data
Structure 033]. This document also addresses some concerns for software developers.

The use of this data structure for tissues and cells is not currently required in most
situations (see potential requirement in 3.2.2). However, it is anticipated that future
changes in the manner in which Donation Identification Numbers (DINs) are assigned
and used may make the additional facility information essential for traceability purposes.
In the meantime, some tissue and cell facilities may choose to implement this data
structure for other reasons.

The use of this data structure for categories of products other than cellular therapy and
tissues has not been agreed upon by technical advisory groups with relevant expertise.
This situation could change as users in diverse fields become aware of the data
structure and see potential for its use.

1.3 Intended Audience

The intended audience of this document is cellular therapy facility staff (collection,
processing, and administration facilities), tissue (including ocular) facility staff
(procurement, processing, and transplant centers), software developers, and
label/software vendors.

1.4 Normative References

ISBT 128 Standard Technical Specification (ST-001)
ISBT 128 Standard Terminology for Medical Products of Human Origin (ST-002)

1.5 Other References

ICCBBA website (www.isbt128.0rq)

Implementation Guide: Use of Data Matrix Symbols with ISBT 128 (1G-014)
Implementation Guide: ISBT 128 Facility Identification Number (1G-034)
Implementation Guide: Use of Dimensions [Data Structure 029] (1G-026)
Implementation Guide: Use of Product Divisions [Data Structure 032] (1G-023)

©2013-2025 ICCBBA, All Rights Reserved www.isbt128.org
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1.6 Background

More than one facility may be involved in the collection or recovery, processing, and
labeling of a medical product of human origin. The ISBT 128 Donation Identification
Number (DIN) includes the identity of the organization that assigned the DIN, and this is
frequently the collection organization for blood and cellular therapy, and may be either
the recovery organization or the processing organization for tissues, depending on when
the identifier is assigned.

Traceability and biovigilance will be best served by using a single DIN issued at the time
of recovery to identify all tissue grafts derived from one donor. This will require tissue
banks to be able to carry the assigned DIN through their processes to final product
labeling. It will mean that the facility identified in the DIN may not be the facility
responsible for processing and labeling the final graft, and that grafts from different
tissue processors may carry the same DIN. For this reason, it will become necessary to
electronically identify the facility responsible for labeling the finished graft as part of the
product identification.

There may also be a desire to encode more detailed information about the product than
is provided in an internationally standardized ISBT 128 Product Description Code. This
additional detail can involve such variations as proprietary processes, sizes of a product,
sizes of packaging, or the language on the label.

The Processing Facility Information Code [Data Structure 033] is designed to meet these
needs in a flexible way. It includes a Facility Identification Number to identify the facility
that assigned the Product Code and, optionally, a code assigned and maintained by this
facility to describe characteristics of the product that go beyond the standardized ISBT
128 Product Description.

©2013-2025 ICCBBA, All Rights Reserved www.isbt128.org
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1.7 Changes in this Version

The following table indicates the major changes between Version 1.1.0 and Version
1.2.0. Actual changes or additions to requirements of the ISBT 128 Standard are in bold
print; changes to formatting or organization, or additional guidance, are in regular print.
When changes were a result of a formal proposal, the number of the proposal is listed in
the Rationale column.

ISBT 128 Implementation Guide, Use of the Processing Facility Information Code [Data
Structure 033] Version Control: Version 1.1.0 vs. Version 1.2.0.

Version Version
1.1.0 1.2.0
Chapter, Chapter, .
Sec’fi)on, Sec’ﬁon, Change Rationale
Table, or Table, or
Figure Figure
2 2 Minor updates were made | For consistency with the
to the description of the ISBT 128 Standard
Processing Facility Technical Specification (ST-
Information Code [Data 001).
Structure 033].

2. N/A End of Added the “End of For ICCBBA’s document

document | Publication” page. control only.

3. Throughout | Throughout | Updated the titles of To reflect current
referenced documents, information, facilitate access
added links, and made to referenced documents,
minor edits to the and improve clarity.
document’s text.

©2013-2025 ICCBBA, All Rights Reserved www.isbt128.org
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2 Processing Facility Information Code [Data

Structure 033]

Purpose: Data Structure 033 shall convey information about the facility that assigned the
Product Code and may include a Facility-defined Product Code (FPC) assigned by the
processing or labeling facility.

Structure: &+nnnnnpppppp

Element Length Type

& 1 Data identifier, first character

+ 1 Data identifier, second character

nnnnn 5 Alphanumeric {A-N, P-Z, 0-9}

pppppp 6 Alphanumeric {A-Z, 0-9}

The eleven (11)-character data content string nnnnnpppppp shall be encoded and interpreted
as follows:
nnnnn  shall specify the Facility Identification Number of the facility that
assigned the Product Code [FIN(P)] and is encoded and interpreted by
reference to the ICCBBA Registered Facility table published and
maintained by ICCBBA in the password-protected area of the ICCBBA
website. The facility that assigned the Product Code may or may not be
the same facility that assigned the Donation Identification Number
(DIN).
This code, in conjunction with the Donation Identification Number [Data
Structure 001] and Product Code [Data Structure 003], may be required
for unique identification of the product. If the FIN(P) within Data
Structure 033 is required to ensure unique identification of the product,
then these data structures shall be presented in a 2-D symbol to ensure
all information required for traceability is read.
pppppp shall specify a Facility-defined Product Code (FPC) assigned by the

processing or labeling facility, indicating a catalogue or other number
that identifies the type of product within its system. If a value is not
required, the default value 000000 (zeroes) shall be used. This facility
may choose to publish reference tables for use by the organizations
receiving the product.

Note on traceability: The Donation Identification Number (DIN), Product
Description Code, and Product Divisions Code (when used) must
create global uniqueness. The FPC must not be used as a complete or
partial alternative to any of these data elements. See 3.2.3.

©2013-2025 ICCBBA, All Rights Reserved www.isbt128.org



Use of the Processing Facility Information Code [Data Structure 033] v1.2.0

10

Figure 1 Example of Data Content for Data Structure 033

A9999AB3456
| T J1 T J
Facility Facility
Identification defined
Number of the Product
Facility Code
Assigning the (FPC)
Product Codes
[FIN(P)]

©2013-2025 ICCBBA, All Rights Reserved
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3 Usage

3.1 When should this data structure be used?

Currently, the use of this data structure is not generally mandatory, but it is
recommended that facilities include it in future updates of their software for tissues or
cells for the reasons outlined in Section 3.2.

There are two components to this data structure, (1) the Facility Identification Number of
the facility that assigned the Product Code [FIN(P)] and (2) the Facility-defined Product
Code (FPC).

o ltis allowable to use the first portion of the data structure to encode a FIN(P) and to
use the default (000000) for the FPC.

¢ If a facility wants to encode an FPC, it must include its FIN(P) in the first portion of
the data structure. This is because an FPC must be in the context of the facility that
assigned it, since the same code may have entirely different meanings when used by
other facilities. See Table 1 for an example.

Table 1 Example Meanings of the Same FPC at Different Facilities

Processing Facility Meaning of FPC 002300
Information Code

10 mL container of

Tissue Bank A A9999002300 Demineralized Freeze Dried
Bone Putty
Spanish language label and
Tissue Bank B A9997002300 product insert for all products
distributed

3.1.1 Facility Identification Number [FIN[P)]

The FIN(P) should be used when:

o There is a need or desire to identify the facility that assigned the
Product Code (usually a processing or labeling facility), in addition to
the facility that assigned the DIN.

o The facility that assigned the Product Code wants to encode
information in the FPC portion of the data structure. This includes the
situation in which both DIN and Product Code are assigned by the
same facility, in which case both FIN and FIN(P) will have the same
value.

Examples of when the facility that assigned the Product Code should be
encoded include:

e Atissue bank processes tissue that has been previously assigned a
DIN by another organization.

©2013-2025 ICCBBA, All Rights Reserved www.isbt128.org
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¢ A hospital collecting cord blood assigns its own DIN to cord blood
products. The cord blood processing facility wants to retain this DIN
on the final product and associate its FIN(P) with the Product Code.

¢ In some countries, the name of the cellular therapy organization that
made the decision to release a licensed product must be bar coded
and this may be the processing facility rather than the collection
facility.

3.1.2 Facility-Defined Product Code (FPC)

This portion of the data structure should be used when there is a desire to
include a detailed description of the product that is not included in a
standardized product description, and the information is needed for
inventory management or biovigilance purposes. Examples of times when
a facility could use the FPC include:

o Proprietary Processes: A facility employs multiple proprietary
pathogen reduction methods that involve the use of combined
processes. Standardized ISBT 128 Product Description Codes do
not differentiate the various pathogen reduction methods used by
the facility. Further, the processes are proprietary, and the facility
does not wish to make available to ICCBBA the details necessary
for appropriate coding. The facility could select a standardized
Product Description Code with the attribute, “Combined process”
from the Pathogen Reduction group and then create FPCs to
differentiate their processes.

o Different languages: A facility manufactures a product it
distributes to countries speaking different languages. The labels
and accompanying documentation are in the language of the
receiving country. The facility may assign FPCs to differentiate
products labeled in different languages.

o Container Size: A facility produces bone putty in 5mL and 10 mL
sizes. They want to be able to manage their inventory based on
size, but the standardized ISBT 128 Product Description Codes do
not support this. The facility can select a Product Description
Code for bone putty (e.g., T0328 - BONE, PUTTY|Freeze
dried|Radiation sterilization|Demineralized:Yes|Cortical) and an
FPC to distinguish between the 5 mL and 10 mL sizes.

e Product Size: A facility packages skin grafts in two sizes (small
and large). It selects the Product Description Code T0326 (SKIN,
FULL WITH HYPODERMIS|Frozen|Cell reduction
process:Yes|Radiation sterilization), then uses an FPC to
distinguish between a small skin graft of less than 10 cm? and a
large skin graft of equal to, or greater than, 10 cm?.

©2013-2025 ICCBBA, All Rights Reserved www.isbt128.org
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3.2 Traceability Issues

3.21 Current Traceability Requirements

Unique product identification (and hence traceability) in ISBT 128 is
routinely based on two data structures, the Donation Identification
Number [Data Structure 001] and the Product Code [Data Structure 003],
which includes both a Product Description Code and a Division or Pack
Code. The Donation Identification Number (DIN) uniquely identifies the
donation event, and the Product Code uniquely identifies each product
resulting from the donation event. See the ISBT 128 Standard Technical
Specification (ST-001) for details about these data structures.

Figure 2 Donation Event Identification

Donation Identification Number (DIN) + Flag Characters + Check Character
|

A9999 17 123456 X |9
S O O 40

Sequence Flag Check
Number Character

|

1

Donation Identification Number (DIN)

Figure 3 Tissue Product Identification

ISBT 128 Product
Code

A

[ |
T0328002

Product Division or

Description Pack Code
Code
(PDC)

©2013-2025 ICCBBA, All Rights Reserved www.isbt128.org
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Figure 4 Cellular Therapy Product Identification
Produqtcade
f 1
S12954A0
Product Division

Description | ~gde
Code

Donation
Type
Code

For cellular therapy products, when more than the 26 first-level divisions
allowed by the Product Code [Data Structure 003] are needed, the
Product Divisions [Data Structure 032] with the Product Code [Data
Structure 003], may be used. When this occurs, information from the
Product Divisions [Data Structure 032] is also needed to create unique
product identification. See Implementation Guide, Use of Product
Divisions [Data Structure 032] (1G-023) and ISBT 128 Standard Technical
Specification (ST-001) for details about this data structure and when it
may be used.

3.2.2 Potential Requirement for FIN(P) of Facility Assigning the
Product Code

The FIN(P) may be needed to ensure traceability. This would occur when
a recovery agency assigns a DIN to a donation event and distributes
similar tissue from that event to two different processors, who process it
into the same product.

For example, a recovery agency with the FIN A9995 recovers bone from
a donor and identifies it with the DIN A9995 17 654321. They ship a
portion of the bone to facility A9996 and another portion to facility A9997.
Both A9996 and A9997 produce 10 demineralized bone putty products. It
can be seen from Figure 5 that, in this case, uniqueness requires the
FIN(P) as part of the unique identifier.

©2013-2025 ICCBBA, All Rights Reserved www.isbt128.org
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Figure 5 Use of Facility Identification Number FIN(P) to Create Uniqueness

Recovery
Organization

Recovered Bone
DIN = A9995 17 654321

Facility Facility
A9996 A9997

DIN: A9995 17 654321

Standardized Product Codes:

T0328001 through T0328010
(ten demineralized bone putty products
produced from recovered bone)

DIN: A9995 17 654321

Standardized Product Codes:

T0328001 through T0328010
(ten demineralized bone putty products
produced from recovered bone)

FIN(P)/FPC: A9996000000 Different FIN(P)/FPC: A9997000000

This situation would occur when:

e The organization that assigns the Product Code is not the same
as the organization that assigns the DIN and

e More than one organization receives the same type of tissue from
the same recovery organization and

e The two processing facilities make the same products from the
tissue

While a recovery organization sending portions of the same type of tissue
to two different processors, and the processors making the exact same
product, is not a likely scenario today, it could become more likely.

Because the potential for such a scenario exists, it is recommended that
future versions of software for tissue and cellular therapy product
management be developed to include the coding and decoding of this
data structure.

©2013-2025 ICCBBA, All Rights Reserved www.isbt128.org
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3.2.3

Facility-Defined Product Code (FPC)

The FPC may NOT be used for establishing uniqueness (traceability)
because the FPC is not a standardized code, and its capture is not
required by all computer systems. Every product carrying the same DIN
and ISBT 128 Product Description Code shall be differentiated using the
ISBT 128 Division Code, even if these products carry different FPCs.

Example: A facility (A9998) produces different-sized containers of
demineralized bone putty. It assigns the different sizes of products to
different FPCs because the volume is not encoded in ISBT 128
standardized PDCs. It must also assign each product a different Division
Code since the FPC cannot be used to create uniqueness. See Table 2.

It can be seen from Table 2 that uniqueness of product identification is
created using the Division Code within the Product Code because the
DIN and the Product Description Code are the same for all products,
although the FPCs are different.

©2013-2025 ICCBBA, All Rights Reserved www.isbt128.org
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Table 2 Example Labeling for Demineralized Bone Putty

FPC FIN(P) PDC Dg(')sd'g” Description of Product Data Structures 033 and 003
BONE, PUTTY|Radiation
XYZ123 A9999 001 sterilization|Demineralized:Yes|Carrier A9999XYZ123 and T0475001

and applicator, 2 mL
BONE, PUTTY|Radiation
XYZ124 A9999 002 sterilization|Demineralized:Yes|Carrier A9999XYZ124 and T0475002
and applicator, 5 mL
BONE, PUTTY|Radiation
XYZ125 A9999 003 sterilization|Demineralized:Yes|Carrier A9999XYZ125 and T0475003
and applicator, 10 mL
BONE, PUTTY|Radiation
XYZ126 A9999 sterilization|Demineralized:Yes|Carrier A9999XYZ126 and T0475004
and applicator, 15 mL

Different For products with the same DIN: If the PDC and the FIN(P) are
Product the same, the Product Divisions Code must be used to create
Division Codes uniqueness. The FPC cannot be used for this purpose.

Different
FPCs

FPC may
not be used These three elements must

The FPC was used to encode volume, which is not included in
the ISBT 128 PDC.

to create be used to create
uniqueness uniqueness

©2013-2025 ICCBBA, All Rights Reserved www.isbt128.org
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3.3

Standardized ISBT 128 Product Description Code Versus
Facility-Defined Product Code

Standardized ISBT 128 Product Description Codes are managed by ICCBBA and
appropriate Technical Advisory Groups (TAGs). The level of detail that is supported by
standardized codes is determined by the TAGs based on what is thought to be needed
for communication of key characteristics to end users, traceability, biovigilance, routine
inventory management, and other factors.

Other data structures (e.g., Dimensions [Data Structure 029] and the Processing Facility
Information Code [Data Structure 033]) can supplement the Product Description Code to
provide further details about products. Additionally, product information may appear only
as text if it is presented to assist with human decision-making, rather than for automated
inventory management or biovigilance reasons.

When a facility has determined that an existing Product Description Code does not
adequately describe its product, it should begin by reviewing the ISBT 128 Standard
Terminology for Medical Products of Human Origin (ST-002) to determine if existing
terminology can be used to create a code for their product. If existing terminology does
not describe the product, then either new terminology must be added or the Processing
Facility Information Code [Data Structure 033] and/or the Dimensions [Data Structure
029] may be used. [More information on the Dimensions [Data Structure 029] is provided
in the ISBT 128 Standard Technical Specification (ST-001) and Implementation Guide:
Use of Dimensions [Data Structure 029] (1G-026).]

Figure 6 provides an algorithm for determining which data structure(s) should be used to
convey product information.

Users are encouraged to contact the ICCBBA office if they have any questions about
whether a standardized Product Description Code should be created or if they should
use a Facility-defined Product Code (FPC).

©2013-2025 ICCBBA, All Rights Reserved www.isbt128.org
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Figure 6 Considerations in Determining How to Present Product Information

Legend for Data Structures (DS):
DS 003: Product Code
DS 029: Dimensions

DS 033: Processing FacilityInformation Code

ContactICCBBA
office

le—N

Does an existing Product Description Code
describe the product to the desired level of
detail?

Use existingcode
(DS 003)

No

Does existingterminologyallow the
productto be describedto the desired
level of detail?

Yes—p»

Requestnew
Product Description
Code (DS 003)

Is product made only by one facility (or by
only a few facilities) and will not leave the
areainwhichitwas produced?

Yes—w

Use localor national
Product Description
Code (DS 003)

Is thisa new productthat needs tobe
distinctlyidentified for biovigilance
purposes?

Yes—p»

Requestnew
terminology from
ICCBBA (DS 003)

No

Does the additionalinformation needtobe
encodedfor inventory control purposes?

Information may
appearon labelsin
textformat only

Yes

Does desired description require encoding
informationthatis proprietary or highly
facility-specific?

Use DS 033

Does description require encoding
dimensionsinformation aboutan
individual productie.g., length of a
tendon)?

Use DS029

Does descriptionrequire encodinga
dimensionthat describesa group of
products (e.g., volume of containers where
volume is standardized within the facility)?

Use DS 029 and/or
033
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4 Product Labels

It is recommended that 2-D symbols be used when the Processing Facility Information Code
[Data Structure 033] is used for labeling products. This would ensure that all data structures,
including Data Structure 033, are scanned. If Data Structure 033 is required to ensure
uniqueness, then it shall be presented in a 2-D symbol to ensure it is read.

Example 1:

Figure 7 Proprietary Information Conveyed

0331000 T300 92359

A9999 16 123654 2[E] Expiry Date:
2017-01-29

If stored at -20 C or colder

Processed with A9999000034

MIRACLE CLEANSE ® Reliable Tissue Center

See package insert for more information Anywhere, Worldwide

7
Data Structure 033 Bar Code

P —
© —

Reliable Tissue Center TENDON, SEMITENDINOSUS FIT FOR CLINICAL USE
FROZEN

ANTIBIOTICS USED FOR

PATHOGEN INACTIVATION

Anywhere, Worldwide

Reliable Tissue Center (A9999) is both the recovery organization and the processing facility for
the tissue in this example label. They have a proprietary process (“Miracle Cleanse”) that has
been encoded using Data Structure 033. The bar code appears on the far right side of the label
at the bottom. “Miracle Cleanse” utilizes antibiotics, so the Product Description Code T0331
(TENDON, SEMITENDINOSUS|Frozen|Antibiotics) was used in the Product Code.

Example 2:

Figure 8 Package Size Conveyed

iy 1SBT 128

Rt e

et AG999 16 123456 S[Q]

Product. T0328 004

Processing Facility.: A2999000014

BONE, PUTTY

Freeze Dried

Radiation Sterilization

Premineralized, Cortical

Pack 004

5 mL votume

Expiry Date: 2018-01-26
Reliable Tissue Bank
Anywhere, Worldwide
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In this example, Reliable Tissue Bank (A9999) has used the FPC (000014) within the Data
Structure 033 (full data content is A9999000014) to convey that the cortical bone putty isina 5
mL size container. A 2-D symbol was used to encode the following data structures: Donation
Identification Number [001], Product Code [003], Expiration Date and Time [005], and the
Processing Facility Information Code [033].

Example 3:

Figure 9 Cellular Therapy Label

s AQ9QQ 16 123456 2Q]
351?: Product: S1584000
Fi e Processing Facility: A9985 000000
HPC, CORD BLOOD

10% DMSQ
Cryopreserved

Total Volume mL containing
approx mL Citrate

Store at -150 C or colder
Expiry Date; 2026-03-20

In the example in Figure 9, a cellular therapy processing facility has encoded four data
structures into the 2-D symbol: Donation Identification Number [001], Product Code [003],
Expiration Date and Time [005], and the Processing Facility Information Code [033] with the
FPC set to the default 000000. Text information includes everything required for traceability: the
DIN, Product Code, and FIN(P). The FPC (set to the default value 000000) is included for
completeness in the text information in the event the information would need to be entered via a
keyboard. This facility chose to put a space between the FIN(P) and the FPC, but this is a
matter of choice, not a requirement or recommendation.
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5.1

5 Software Developers

Ensuring Traceability when Data Structure 033 Becomes
Required for Traceability

The current traceability model on which ISBT 128 is based assumes that the FIN in the
DIN identifies the facility responsible for assigning the DIN and for assigning, or having
traceability records to the organization that assigned, the final Product Code.

Tissue banking provides a new challenge in that tissue from a single donation may be
sent to more than one facility for processing. For example, in some countries, ocular
tissue may be sent to an eye bank facility, cardiovascular tissue to a specialist
cardiovascular processing facility, and musculoskeletal tissue to a third tissue facility.
Currently, each of these facilities may identify the tissue using their own identification
numbers, resulting in tissue from a single donor carrying more than one DIN.

However, traceability and biovigilance will be best served by using a single DIN issued at
the time of recovery to identify all tissue grafts derived from one donor. This model is
used in some countries (for example, the Italian system of a nationally-assigned
identifier) and should be encouraged on a global basis.

ICCBBA strongly supports the adoption of this approach and has developed the ISBT
128 Standard to be compatible with the required changes to the traceability model
through the introduction of this data structure.

Use of a single DIN assigned at the point of recovery will require tissue banks to be able
to carry the assigned DIN through their process to final product labeling. It will mean that
the facility identified in the DIN may not be the facility responsible for processing and
labeling the final graft, and that grafts from different tissue processors may carry the
same DIN. For this reason, it becomes necessary to electronically identify the
organization responsible for assigning the Product Code to the finished graft, and this
information will become an essential element of the traceability key data.

Software developers should recognize that the scenario described above is likely to
occur over a long period of time, and that a hybrid situation will exist where some tissue
grafts carry the additional facility identifier and others do not. When the additional facility
information is not present, it should be assumed that the FIN in the Donation
Identification Number is also the FIN of the organization assigning, or having traceability
records to the organization that assigned, the Product Code.

If linear bar codes are used, it would become essential that users scan Data Structure
033 whenever it is present. Software should be written to encourage the user to scan
this bar code. For example, the software might prompt the user to either scan the Data
Structure 033 bar code or to actively respond that the bar code is not present.

If 2-D symbols are used, such prompting would not be needed since a single scan would
include all data structures. The software must be written to ensure the 2-D symbol is
internally consistent; i.e., if an ICCBBA-specified compound message that includes Data
Structure 033 is used, then the software must ensure Data Structure 033 is read. See
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the ISBT 128 Standard Technical Specification (ST-001) and Implementation Guide, Use
of Data Matrix Symbols with ISBT 128 (IG-014), for more information about the use of
compound messages within a 2-D symbol.

5.2 Facility-Defined Product Code (FPC)

The FPC is assigned by the facility identified in the first part of the data structure and has
specific meaning to that organization. It is not a unique code in that different facilities
may use the same value for different purposes, and so must always be associated with
the accompanying FIN. Organizations assigning these codes may, or may not, publish
reference tables to allow users to interpret the meaning of the code.

The FPC is NOT to be used as part of the unique identification of the product.
Uniqueness must be provided by the combination of DIN and the ISBT 128 Product
Code (Product Description Code and Division Code). Note: A combination of Data
Structure 032 and Data Structure 034 may be used in place of the Product Code [Data
Structure 003] for some product categories.

5.3 Global Requirements

This enhanced traceability model, where a single identifier is assigned to all products
from a recovery event, is a forward-thinking concept, and it is not yet clear how rapidly it
will be adopted. It is likely that there will be a long period in which some countries have
moved to using a single DIN and others have not. This will create a mixed labeling
situation in which some products carry this new data structure and others do not.

Both cell therapy and tissue products are distributed globally. Therefore, even if only a
small number of countries adopt the use of this data structure, it is recommended that
software in all countries be developed to support the use of this data structure [and/or
Data Structure 034, which also contains the FIN(P)] for medical products of human
origin.

5.4 Other Categories of Products

As noted in Section 1.2, the use of this data structure for categories of products other
than cellular therapy and tissues has not been agreed upon by technical advisory groups
with relevant expertise. This situation could change as users in diverse fields become
aware of Data Structure 033 and see potential for its use. Software developers in other
areas (blood, organs, reproductive tissue, human milk, and derivatives) should keep the
potential use of this data structure in mind when developing software.
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END OF PUBLICATION

FOR ICCBBA USE ONLY

These links are for internal document control and cannot be used externally:

ST-001 ISBT 128 Standard Technical Specification
ST-002 ISBT 128 Standard Terminology for Medical Products of Human Origin

IG-014 Use of Data Matrix Symbols with ISBT 128
1G-034 ISBT 128 Facility Identification Number
1G-026 Use of Dimensions [Data Structure 029]
1G-023 Use of Product Divisions [Data Structure 032]

©2013-2025 ICCBBA, All Rights Reserved

www.isbt128.org


https://iccbba.navexone.com/content/docview/?docid=664&app=pt&source=unspecified
https://iccbba.navexone.com/content/docview/?docid=898&app=pt&source=unspecified
https://iccbba.navexone.com/content/docview/?docid=246&app=pt&source=unspecified
https://iccbba.navexone.com/content/docview/?docid=488&app=pt&source=unspecified
https://iccbba.navexone.com/content/docview/?docid=253&app=pt&source=unspecified
https://iccbba.navexone.com/content/docview/?docid=251&app=pt&source=unspecified

	1 Introduction
	1.1 Purpose
	1.2 Scope
	1.3 Intended Audience
	1.4 Normative References
	1.5 Other References
	1.6 Background
	1.7 Changes in this Version

	2 Processing Facility Information Code [Data Structure 033]
	3 Usage
	3.1 When should this data structure be used?
	3.1.1 Facility Identification Number [FIN[P)]
	3.1.2 Facility-Defined Product Code (FPC)

	3.2 Traceability Issues
	3.2.1 Current Traceability Requirements
	3.2.2 Potential Requirement for FIN(P) of Facility Assigning the Product Code
	3.2.3 Facility-Defined Product Code (FPC)

	3.3 Standardized ISBT 128 Product Description Code Versus Facility-Defined Product Code

	4 Product Labels
	5 Software Developers
	5.1 Ensuring Traceability when Data Structure 033 Becomes Required for Traceability
	5.2 Facility-Defined Product Code (FPC)
	5.3 Global Requirements
	5.4 Other Categories of Products


