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COPYRIGHT, INTELLECTUAL PROPERTY, WARRANTY, AND LIABILITY NOTICE

Copyright 2024. 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.

© 2022-2024 ICCBBA All rights reserved www.isbt128.org
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1.1

1.2

1.3

1.4

1.5

1 Introduction

Purpose

The purpose of this document is to provide guidance on creating and using the MPHO
Unique Identifier in compliance with the ISBT 128 Standard for the Medical Products of
Human Origin (MPHO) Unique ldentifier.

Scope

This document provides guidance on creating an MPHO Unique Identifier from the
traceability data elements carried on an ISBT 128 labeled product.

This document is a supplement to the

e ISBT 128 Standard Technical Specification (ST-001)

o |SBT 128 Standard for the Medical Products of Human Origin (MPHQ) Unique
Identifier (ST-026)

e |SBT 128 Standard for XML Electronic Messaging - Standardized XML Elements
for Medical Products of Human Origin (ST-020)

Intended Audience

The intended audience of this document is developers of systems creating and receiving
information on MPHO products labeled with ISBT 128. It is of particular relevance to
developers intending to send information in electronic messages or enter information on
infusion/implantation of MPHO products into an electronic health record. The MPHO

Unique Identifier should be used as the identifier element for the HL7 FHIR
BiologicallyDerivedProduct resource.

Normative Reference
ISBT 128 Standard Technical Specification (ST-001)

ISBT 128 Standard for XML Electronic Messaging - Standardized XML Elements for
Medical Products of Human Origin (ST-020)

ISBT 128 Standard for the Medical Products of Human Origin (MPHQO) Unique Identifier
(ST-026)

Other Reference

ICCBBA Website (www.isbt128.0rq)

© 2022-2024 ICCBBA All rights reserved www.isbt128.org
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1.6 Background

There are four data elements that together uniquely identify an individual MPHO product.
At a minimum, a Donation Identification Number and Product Description Code must be
provided. If a final product has been divided, then the division identifier is also required.
The processing facility identification number may also be present on product labeling
and where this is provided it may also be required to ensure unique identification.

The MPHO Unique Identifier has been developed in order to standardize and simplify
this traceability information across multiple areas of MPHO activity with differing labeling
requirements. This identifier combines the four traceability data elements in a single
string that has a consistent structure across all MPHO types.

The MPHO Unique Identifier provides an ideal way to uniquely identify MPHO product
instances in electronic messages, and to capture critical traceability information in
electronic health records.

The rules provided in ST-026 must be carefully followed to ensure the consistent
presentation of the MPHO Unique Identifier. This guidance provides examples to help
users understand the way they should construct an MPHO Unique Identifier.

© 2022-2024 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 1.0.0 and Version
1.0.1. 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.

Implementation Guide: MPHO Unique Identifier Version Control: Version 1.0.0 vs.

Version 1.0.1.
Version 1.0.0 | Version 1.0.1
Chapter, Chapter, .
Section, Section, Change Rationale
Table or Table or
Figure Figure
. . Provided an updated Per legal
Copyright Copyright copyright statement. recommendations
2. Standards Standards Update_-d the_ Staf‘d?rds
. : Committee list with its New members
Committee Committee
current members.
3. 1.2 1.2 Expanded the full title for For completeness
1.4 1.4 document ST-020 P
4 Added hyperlinks to the
) 1.4 1.4 referenced ICCBBA User friendliness
publications
S. End of End of Added a reference page for | To facilitate
Document Document | internal ICCBBA use only document control

© 2022-2024 ICCBBA All rights reserved www.isbt128.org
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2 MPHO Unique Identifier Structure

2.1 Data elements to be included in the MPHO Unique Identifier

The MPHO Unique Identifier data element
(https://www.isbt128.org/uri/MPHOUniqueldentifier) is constructed from the following
four ISBT 128 data elements:

e Processing Facility Identification Number (FIN(P)) —
https://www.isbt128.org/uri/ProcessorFIN

e Product Description Code (PDC) —
https://www.isbt128.org/uri/ProductDescriptionCode

¢ Donation Identification Number (DIN) —
https://www.isbt128.org/uri/DonationldentificationNumber

o Divisions Identifier (DIV) — https://www.isbt128.org/uri/Divisionldentifier

2.2 Construction Rules

¢ These data elements are concatenated into a single string in the order listed. Thus, for a
product with:

FIN(P) = W9999
PDC = E1234
DIN = W000018123456
DIV = Ab0000

O O O O

The MPHO Unique Identifier data element will be:
o W9999E1234W000018123456Ab0000

e For traceability purposes it is essential that the information in the MPHO Unique
Identifier matches the information held in ISBT 128 data structures on the product label.

e FIN(P) shall only be included in the MPHO Unique Identifier if it appears in bar coded
form on the product label in either DS-033 or DS-034. If neither of these data structures
is present on the product label then the FIN(P) shall be set to all zeros.

e The Division ldentifier is a fixed length six-character string. There are specific rules for
populating this field with division information from DS-003.

e For products labeled with DS-003 where the division code is in the two-character
position referenced as ‘ds’ in ST-001 the two-character division code shall be padded
with TRAILING zeros.

e For products labeled with DS-003 where the division code is in the three-character
position referenced as ‘tds’ in ST-001 the three-character division code shall be padded
with LEADING zeros.

© 2022-2024 ICCBBA All rights reserved www.isbt128.org
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3 Examples

The MPHO can be constructed from any ISBT 128 labeled MPHO. The following examples
demonstrate how the MPHO Unique Identifier can be generated from various labels.

3.1 Blood
Figure 1 Blood

510

WO0000 15 123456 S[D]

Accurate Blood Center
Anywhere, World

Rh POSITIVE
VOLUNTEER DONOR
Date
E0291w00 0150312359
31 JAN 2015

D BLOOD CELLS
ADENINE-SALINE (AS-1) ADDED ”“ “‘l H “H“
From 450 mL CPD Whole Blood N0008
Storeat1t0 6 C Negative for antibodies to CMV

FIN(P) — 00000 (not present on label)

PDC - E0291

DIN — W000015123456

DIV — 000000 (00 padded with TRAILING zeros)

MPHO Unique Identifier — 00000E0291W000015123456000000

© 2022-2024 ICCBBA All rights reserved www.isbt128.org
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3.2 Cell Therapy

Figure 2 Cell Therapy Partial Label

263 A9999 17 123456 29

Product: S1142400

HPC, APHERESIS

6% HES + 5% DMSO
Cryopreserved

Maobilized

Store at -150 C or Colder

Collection Date/Time: 15 JUN 2017 10:15
Expiry Date/Time: 15 JUN 2027 23:59

Collection Center or Registry
Anywhere, Worldwide

Partial Label

Intended Recipient:
PATIENT, JOHN Q
Recipient ID: 123456789
Date of Birth: 31 DEC 1984

Processing Facility
Anywhere, Worldwide

PDC — S1142
DIN — A999917123456

FIN(P) — 00000 (present in text on label, but not encoded)

DIV — 000000 (00 padded with TRAILING zeros)

MPHO Unique Identifier - 00000S1142A999917123456000000

Figure 3 Cell Therapy Cryo Vial Label

% A9997 17 123456
2 Product: 511426Ba

HPC, APHERESIS f@\
Intended Recipient: b3
WILSON, JEFFREY
RID: 070612348

2102 HdV 81 dx3

BIOHAZARD

PDC — S1142
DIN — A999717123456

FIN(P) — 00000 (not present on label)

DIV — Ba0000 (Ba padded with TRAILING zeros)

MPHO Unique Identifier - 00000S1142A999717123456Ba0000

© 2022-2024 ICCBBA All rights reserved

www.isbt128.org
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3.3 Tissues

Figure 4 Large Vial Label

| Generis Tissue Bank ~
Donated Human Tissue. Passes USP <71> Sterility Tests.

17

[wa}

25 -
|I' =i

2 frar

nescr:  Achilles Tendon with Bone Block

3385 —_—
g8 & 3| ProbucT cobe: 550530 I —
? G & Z|DMEN:  L:20.0cm T9mm W:10mm 5 —
a _ N —

0§ S B| #RAL 12345678012345  ©%23Jan2018 | =
9] 5| g % Store at room temperature I —
g 2 %' 2 [Tissue Is recavered under aseptic conditions. Tissue is aseptically processed and e —
Q@ S |passes USP<71>Sterility Tests. Trace amounts of processing agents may Y —
3 EC |remain. See package inserl for these, as well as for contraindications, warnings —
>_é —‘E 5 and preparation for use. FOR SINGLE PATIENT USE ONLY.
M~
8 g 123 ANY STREET T
o 1l ANYTOWN, CA §2000 {800) 1234567

FIN(P) — A9997

PDC — T0088

DIN — A999917123456
DIV — 000001 (001 padded with LEADING zeros)

MPHO Unique Identifier — A9997T0088A999917123456000001

Figure 5 Tissue with UDI

BONE, STRIP
Demineralized

Donation Identification Number: AS997 17 123458 =[v]
Product Code: T0479

Serial Number: 25

Expiration Date: 2019-01-08

Store at room temperature

oy =[AZ999XYZ100T0479
i= 000025=A99971712345600=>019008

+

FIN(P) — A9999

PDC — T0479

DIN — A999717123456
DIV — 000025

MPHO Unique Identifier — A9999T0479A999717123456000025

© 2022-2024 ICCBBA All rights reserved www.isbt128.org
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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-020 ISBT 128 Standard for XML
ST-026 ISBT 128 Standard for the Medical Products of Human Origin (MPHO) Unique Identifier

© 2022-2024 ICCBBA All rights reserved www.isbt128.org
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https://iccbba.navexone.com/content/docview/?docid=700&app=pt&source=unspecified
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