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Warranty
ICCBBA provides no warranty that the 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 Licensed
User.

There are no guarantees or warranties attached to this Standard other than that ICCBBA agrees
to furnish registered and licensed end-users with the most up-to-date information available.
Successful implementation of this Standard, and use of any accompanying database table(s),
depend(s) upon the correct incorporation of the rules and table contents into the software used by
or provided to the registered and licensed facility. ICCBBA makes no other warranties of any kind,
whether expressed or implied, including any implied warranty of merchantability or fitness for any
particular purpose. Further information can be found at www.iccbba.org.

Liability
| C C B Bliability is limited to that specified in the ICCBBA License Agreement which is available
on the ICCBBA Website. Undernoci r cumst ances diabibty ekceed DeBrEmt 6 s
annual license fee, and ICCBBA will in no circumstances be liable for any damages whatsoever,
including without limitation damages for loss of data, business or goodwill, or any other
consequential losses of any nature arising from the use of ISBT 128.

COPYRIGHT NOTICE AND LICENSING INFORMATION
ISBT 128 is not in the public domain and is protected by law. Implementation of ISBT 128
requires the end-user to register with ICCBBA and to pay an annual license fee. License fees are
established by the ICCBBA Board of Directors to cover the expenses of maintaining and
extending ISBT 128, and making available current versions of the documents and database
tables that are needed to implement this Standard.

This Standard is intended for the use of those implementing ISBT 128, regulatory agencies, and
software developers and other manufacturers that support end-users.

Al t hough it is made available to anyone wish
its use in a particular country may be an additional source of information for the end-user. If such
AGui del i nes wstlexansulted betabse therenare options in ISBT 128, and

country-specific information pertaining to the particular use of such options will only be found in
such AGuidelines. 0

Any use of this Standard, or the accompanying database tables, by other than registered and
licensed facilities, or facilities that have obtained their computer software from a registered and
licensed developer, is strictly forbidden. Copying any portion of the Standard, or of any
accompanying database table, 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 table, to any online service by anyone other than ICCBBA or the US
Food and Drug Administration (FDA) is strictly forbidden.

© 19971 2010 ICCBBA All rights reserved www.iccbba.org
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1 Preface

ISBT 128 is an international information standard for blood, tissue, and cellular therapy products.
A balance exists between what information on a product label must be strictly standardized in
order to achieve the goals of an international standard and what must be left to the discretion of
national authorities because of variations in language and regulatory requirements.

Broadly, this can be divided as follows:

Internationally defined: The definition of data structures and the placement of bar codes,
as well as the corresponding eye readable text that appears immediately beneath a bar
code, are strictly standardized. These label elements must appear exactly as specified in
the ISBT 128 Standard Technical Specification.

Nationally defined: Bar code text (the interpretation of the information in the bar code)
and other text are generally left to national authorities to define. Additionally, the use of
some data structures, such as the collection date on the label, is nationally defined. These
decisions are codified by national working groups established for this purpose unless
superseded by regulatory authority. In the US this working group is the Americas
Technical Advisory Group (ATAG) of ICCBBA.

This document, The United States Industry Consensus Standard for the Uniform Labeling of
Blood and Blood Components Using ISBT 128, provides specific instructions for the US where
there is flexibility in the ISBT 128 Standard Technical Specification.

This document does not provide detailed information about product coding. Specific information
about product coding may be found in a document called Product Code Structure and Labeling i
Blood Components. Specific information about the terminology used in product coding is found in
a document called Standard Terminology for Blood, Cellular Therapy, and Tissue Product
Descriptions.

Version 3.0.0 of this document is considerably reorganized and expanded from Version 2.0.0.
Many more examples of labels and text are included to help US users standardize labels while
meeting the requirements of the FDA, AABB, and the ISBT 128 Standard. While Table 1 notes
specific changes and corrections, the document must be read in its entirety.

ISBT128i s a Al iving system. o0 This docul8BTie8, willbend ot he
subject to a continual revision process. Care is taken to ensure any changes are backward

compatible. Users should be sure that they have the most recent version of any document; a

listing of current versions is maintained on the ICCBBA Website.

© 19971 2010 ICCBBA All rights reserved www.iccbba.org
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Table 1 Changes and Corrections Between Version 2.0.0 and Version 3.0.0

Section in
Version
2.0.0

Section in
Version
3.0.0

Change

Rationale

Version 3.0.0 includes changes in
organization as well as many more
examples and explanations.

Response to questions
posed to the ICCBBA
office over the past five
years.

3.5.2.1.2

41.1.2

The Donation ldentification
Number must be printed such that
all characters are of the same font,
point size, and color.

All characters of the DIN
are equally important.
Printing some characters
with a different
prominence may give
the incorrect impression
that only the emphasized
numbers need to be
recorded.

3 35213

41.1.2

Flag characters will be rotated 90
degrees clockwise.

The direction of the
rotation was not stated in
Version 2.0.0. Thisis
now standardized.

43.1.1

Added national product codes
B7000 through B9999.

Needed to allow the US
flexibility to create
national product code

5 3.5.5.3.1

Previ ous v er sheress
Platelets i 7d is the Proper Nameod

Version 2.0.0 incorrectly
stated the proper name
of this product is
Platelets Pheresis - 7d.
While Apheresis
Platelets i 7d was the
proper name, this was
deleted in Version 3
because this product is
no longer available in the
UsS.

6 3.5.5.33

4.3.1.3

Autologous donations must be
encoded with a 0

Version 2.0.0 incorrectly
stated that
used if one of the
optional codes is not
used. AVOo n
used for allogeneic
donations.

7 3.55.33

4.3.1.3

Added the code 0 (zero) for when
the donation type is not specified.

Error correction. 0 may
be used in the US for
recovered plasma,
source plasma, and
source leukocytes (but
for no other products).

© 19971 2010 ICCBBA All rights reserved
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Section in Section in | Change Rationale
Version Version
2.0.0 3.0.0
8 3.5.5.3.3 43.14 Added a note that while the use of | This was a decision of
ADO in the Pr odui{theAmericas Technical
is optional in Version 3.0.0, it will Advisory Group (ATAG)
become mandatory in the next to improve the likelihood
published version of this document. | that a directed unit will be
associated with the
appropriate recipient.

9 43.1.4 Added that in the US, apheresis Decision of the ATAG to
and 7.7.9 | plasma divided into multiple increase flexibility and to

ADULT doses may be labeled allow for plasma

either with different Product apheresis collection kits
Description Codes (indicating that have multiple bags.
different containers) or as division

codes (7" and 8" characters of the

Product Description Code).

10 41.4.1 Error! Deleted the requirement to right Decision of ATAG to
Reference | justify the Donation Identification allow printing the
source Number. Donation Identification
not found. Number in a larger type

size.

11 4141 5.1.3.1 Right justified collection date bar To be consistent with

Figure 5 Figure 11 | code. European design.

12 Appendix D | 5.1.3.3 For donation types with This had been
iBi ohazar do, t hejinconsistently presented
should appear before the phrases | in Version 2.0.0.
fiFor Desi@ginmit et
AFor Autol ogous

13 41.4.4 5.1.3.4 The name of the facility that The inclusion of the
modified or further processed a name of the modifying
product must be on the label ONLY | facility is optional if the
if the product leaves the facility. product does not leave

the facility.

14 5.1.34 The phrase DONOR UNTESTED | This wording is required

or DONOR TESTED WITHIN THE | by the FDA if the donor
LAST 30 DAYS appears in the unit is not fully tested.
lower right quadrant, when This was not detailed in
appropriate. version 2.0.0.

15 6.4, Table | Included instructions for labeling Platelet additive
8 platelets with platelet additive solutions are new in the

solutions. UsS.

16 7 Deleted the chapter on other This information is now

documents to consult.

found on the ICCBBA
Website where it can be
updated more
frequently.
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Section in Section in | Change Rationale
Version Version
2.0.0 3.0.0
17 Appendix B | 6.2, Table | Platelet-Rich is indicated to be part | Version 2.0.0 indicated
5 of the c¢cl ass f or |Platelet Richwasa
Pl asma. 0 modifier. Platelet rich is
part of the class, not a
modifier.
18 Appendix B | 6.2, Table | For Leukocytes (whole blood This sentence is
6 and derived), the following sentence required by FDA.
7.7.16 should appear, f
be used for further manufacturing,
it owi || be | abel
LEUKOCYTES. o
19 Appendix C | 6.3, Table | The word OPEN SYSTEM will be Unless otherwise stated,
7 printed on the label if the product is | the default value of an

made in an open system.

attribute group is
assumed. For system
integrity, the default is
closed. Therefore, it is
assumed the product
was made in a closed
system unless otherwise
stated. This change to
US requirements is
required to improve
patient safety. For
example, if the FFP was
made in a closed
system, it may be
converted to Thawed
Plasma and given a
5-day outdate. Ifitis
made in an open system,
the dating on the thawed
product may not be
extended to 5 days. In
order for hospital
personnel to know if they
may extend dating, it is
necessary to indicate
conspicuously whether
the product was
collected in an open
system.
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Section in Section in | Change Rationale
Version Version
2.0.0 3.0.0
20 Appendix D | 6.6, Table | Added the code 0 (zero). This code may be used
9 in the US for recovered
and source plasma, as
well as source
leukocytes.
21 6.6, Allowed donation type E, For Requested by users.
Table 9 directed recipient use only, medical
exception
22 5.3.1, 7.2.2, Examples were changed to show Non-ISBT 128
Figures Figure 20 | only the minimum required ISBT information on base
10-13 and 128 information on the base label. | labels has not been
Figure 21 standardized.
23 Figure 23 Figure 52 | On the example label for POOLED | In Version 2.0.0,
CRYOPRECIPITATED AHF, POOLED was incorrectly
POOLED is printed as part of the printed as a modifier.
Class name.
24 Figures Figure 10, [Cauti on st at ement Version 2.0.0 incorrectly
4,13-17 Figure 22, | product may transmit infectious printed this statement
Figure23 |agent s. 0 without the
product 0.
25 Figure 25 7.7.17, The word ATher ap]| Consistency.
Figure 75 | appear beneath the bar code
justified to the right edge of the bar
code. Testresults should appear in
the lower right quadrant.
26 8.1 Added that the facility name that Clarity.

appears in the ICCBBA Facility
Identification Number database
should be the legal name and
location of the facility. For
FDA-licensed facilities, it should be
the name and location on the FDA
license. For FDA-registered (but
not licensed) facilities, it should be
the name and location as it appears
on the FDA registration.

Please note that this table represents only major changes and
corrections to Version 2.0.0. The document must be read in
its entirety because of the expansion of many sections.
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2 Overview of the ISBT 128 Standard

2.1 Need for an International Standard

A great deal of important information is presented on a blood product label. This

information varies from country to country according to regulations, language differences,

and |l ocal transfusion practice. I n todayds
and multinational military operations, blood collected and processed in one country may

be used in another. It is essential that critical information such as ABO and Rh, expiration

date, and product description be clearly understood by medical personnel transfusing the

blood product. Given the concerns about safety and traceability, it is also important that

these data be easily captured by a computer system. Both of these goals are easier to

achieve if there is standardization in blood product labeling.

However, ISBT 128 is more than a labeling system; it is an information standard. This
means it is designed to transfer information about blood, cellular therapy, and tissue
products electronically and is independent of the mechanism of transfer. ISBT 128
supports information transfer by a variety of mechanisms such as bar codes,
two-dimensional (2-D) symbols, radio frequency identification (RFID) tags, and electronic
messaging.

2.2 Summary of the ISBT 128 Standard Technical
Specification

The ISBT 128 Standard Technical Specification defines the rules for the use of ISBT 128
internationally. It:

Adefines the data identifiers used in the transfusion and transplantation
environments;

Adefines the data structures that carry information, i.e., how a particular bar
code will be recognized by a reader, how many characters there are, and
whether the characters are letters, numbers, or both;

Alincludes tables that define how complex bar codes should be translated:;

Adescribes the layout for a blood product label, including the precise
placement of bar codes;

Adefines technical details for the Code 128 bar code, such as the width of the
narrowest bars;

A describes the variation made in Code 128 to support specialized
concatenation.
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2.3 ISBT 128 Data Structures

Data structures define the way in which information is presented in ISBT 128. There are
many data structures, only some of which are used on blood labels. Examples of data
structures which encode information that does not appear on the label include Staff
Member Identification Number and Patient Identification Number. Table 2, page 17, is a
list of the ISBT 128 defined data structures that was complete at the time this document
was published. Consult the ISBT 128 Standard Technical Specification for the most
recent list.

Each data structure consists of data identifiers and data content (see Figure 1) and is very
precisely defined in terms of its length and permissible characters (see Table 2, page 17).

Figure 1 Data Structure

=< E1234V00
- —
-

Data  pata Content
Identifier

2.3.1 ISBT 128 Data Identifiers

Each data structure begins with two characters which are called the data identifier.
Data identifiers define the type of information the bar code contains.

The first characterwi | | al ways be A=0 or fA&. 0 By intel
characters are reserved for ISBT 128 data structures.

The second character distinguishes the type of ISBT 128 information to be

conveyed. For example, the t wbadathar acters
structure indicate that the bar code carries information about the ABO/Rh Blood

Groups whereas A=<0 means the bar code carr
code. Table 2 indicates the data identifier for each ISBT 128 data structure.

Consult the ISBT 128 Standard Technical Specification for the most recent list.

2.3.2 Data Content

Data content is the information to be conveyed. For example, the information to be
communicated is that the product is A Rh Positive. This information is encoded to
allow it to be efficiently transferred electronically so that A Rh Positive becomes
6200. Internationally agreed upon reference tables are used to encode and
decode information. See Table 3, page 32, for an example of such a reference
table.

Some of these reference tables are found in the ISBT 128 Standard Technical
Specification; others are databases found on the ICCBBA Website.
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The data content appears in an eye-readable form beneath a linear bar code on an

ISBT 128 label.

Figure 2 Example of Data Content on a Label

—1» E2807V00

Data content

PLATELETS

Approx 40-70 mL
From 450 mL CPD Whole Blood

Store at 20 to 24 C

Data characters are the individual ASCII characters that make up the data content.
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Table 2 ISBT 128 Data Structures

First Character of the | Second Character of
Data Identifier the Data ldentifier
Code Code
128 ASCII 128 ASCII
Ref | Data Structure Name Value | Value Value | Value Data Content
001 | Donation Identification Number = 29 61 AiIN; PiZ; 119 oppppyynnnnnnff
002 | Blood Groups [ABO and RhD] = 29 61 % |5 37 ggre
003 | Product Code = |29 61 < |28 60 Uooootds
004 | Expiration Date = 29 61 > 30 62 cwiii
005 | Expiration Date and Time & 6 38 > 30 62 cyyjjjhhmm
006 | Collection Date = 29 61 * 10 42 cwiii
007 | Collection Date and Time & 6 38 * 10 42 cyyjjjhhmm
008 | Production Date = 29 61 } 93 125 cwiii
009 | Production Date and Time & 6 38 } 93 125 cyyjjjhhmm
010 | Special Testing: General & 6 38 ( 8 40 7227277
Special Testing: Red Blood Cell
011 | Antigens [withdrawn] = 29 61 { 91 123 aaaaaaaaaaaaaaaalii
Special Testing: Red Blood Cell
012 | Antigens -- General = 29 61 \ 60 92 aaaaaaaaaaaaaaaalii
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First Character of the | Second Character of
Data Identifier the Data Identifier
Code Code
128 ASCII 128 ASCII
Ref Data Structure Name Value | Value Value | Value Data Content
Special Testing: Red Blood Cell
013 Antigens -- Finnish & 6 38 \ 60 92 aaaaaaaaaaaaaaaaii
Special Testing: Platelet HLA and
014 Platelet-Specific Antigens & 6 38 { 91 123 AAAABBBBCCCCCCCCDD
Special Testing: HLA-A and -B
015 Alleles = 29 61 [ 59 91 EEEEFFFFGGGGHHHHLM
016 Special Testing: HLA-DRB1 Alleles = 29 61 " 2 34 1nmJJJgMMMMMMMMMM
Container Manufacturer and Catalog
017 Number = 29 61 ) 9 41 bggwwwwwww
018 Container Lot Number & 6 38 ) 9 41 XXXXXXXXXX
019 Donor Identification Number = 29 61 ; 27 59 UppppVvVvVVVVVVY
020 Staff Member Identification Number = 29 61 ' 7 39 Uppppuuuuuu
Manufacturer and Catalog Number:
021 Items Other Than Containers = 29 61 - 13 45 NNOOOOOOOO
Lot Number: Items Other Than
022 Containers & 6 38 - 13 45 PPPPPPPPPP
023 Compound Message = 29 61 + 11 43 aabbb
024 Patient Date of Birth = 29 61 # 3 35 aayyyymmdd
025 Patient Identification Number & 6 38 # 3 35 aal |l xxéxx
026 Expiration Month and Year = 29 61 ] 61 93 yyyymm
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First Character of the

Data Identifier

Second Character of
the Data ldentifier

Code Code
128 ASCII 128 ASCII
Ref Data Structure Name Value | Value Value Value Data Content
027 Infectious Markers & 6 38 i 2 34 nnnnnnnnnnnnnnnnnn
028 Product Consignment = 29 62 $ 4 36 Uppppyynnnnncc
Nationally (or regionally) assigned Defined nationally (or
data structures & 6 38 a-z regionally
Nationally defined donor
identification number & 6 38 ; 27 59 Defined nationally
Nationally defined confidential unit
exclusion status & 6 38 ! 1 33 Defined nationally
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2.4 1SBT 128-Specified Label

The ISBT 128 blood product label is divided into four quadrants of equal size, 50 mm (2")
wide by 50 mm (2") long. Regardless of site of collection worldwide, the bar codes should
be placed in the same relative positions. The ISBT 128 Standard Technical Specification
defines the placement of the following bar codes (see Figure 3, page 21).

These bar codes are:

Base Label:
¢ Container Manufacturer Identity and Catalog Number
e Container Lot Number

Final Label:

e Donation Identification Number

ABO/Rh Blood Groups [Kell and Rh phenotypes] [Type of Donation or Collection]

Product Code [Type of Donation or Collection]

Expiration Date and Time

Collection Date and Time

Special Testing
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Figure 3 ISBT 128-Specified Label

>NNNMNATHINNID DO -

WO0000 09 123456 S[q]

A 0090022

359

(&)

E0291V00 0090222359
0008

— E—

1FE1234567 4R 12345678
A 0 Base label

B @ Final container label

Key: Container Manufacturer Identity and Catalog Number
Container Lot Number

Donation Identification Number

ABO/Rh Blood Groups

Product Code

Expiration Date and Time

Collection Date

Special Testing (optional)

O~NO O WNPE
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The Container Manufacturer Identity and Catalog Number bar code and the Container Lot

Number bar code are part of the cdiguea3j. ner manu
Both of these bar codes will be covered by final labeling, although the eye readable text

below the bar codes will remain visible.

Bar codes 3 through 8 are part of final labeling (B on Figure 3). Bar code 6 is the expiration
date; this information is not required to be bar coded in the US. Bar code 7 is the collection
date, is only used on certain products (e.g., Recovered Plasma), and this information is
not required to be bar coded in the US. Bar code 8 (Special Testing) is optional
information and may or may not appear on the final label.

With the exception of the Donation Identification Number, for which the eye-readable
information is presented in a specialized way, the data characters in the bar code are
printed immediately below each linear bar code symbol. This text is called eye-readable
text (to understand text terminology used in this document, see Figure 79, page 124) and
is standardized globally.

The eye-readable representation of the interpreted bar coded information, called bar code
text in this document, and any other text on the label, called additional label text in this
document (again, see Figure 79, page 124), are defined by each country to meet its own
requirements. This document defines the bar code text and additional text for the US.

2.5 Concatenation

Concatenation is the term used to describe the reading of two (or more) bar codes as if
they were a single bar code. Details are given in the ISBT 128 Standard Technical
Specification. There is ho US requirement that concatenation be used, but it does provide
improved process control.

The value of concatenation is the ability to check that two bar codes are attached to a
single unit and are internally consistent. This is accomplished by requiring that the second
bar code be read within a time period too short to permit reading a bar code not on the
same unit. In designing ISBT 128, two pairs of bar codes were thought to be the most
logical candidates for concatenation and these were placed in horizontal alignment for
ease of reading. The first pair, the Donation Identification Number and the ABO/Rh Blood
Group bar codes, ensures that the ABO/Rh label applied is correct according to the data in
the host computer for the particular unit. The second pair, the Product Code and the
Expiration Date and Time bar codes, should also be internally consistent, particularly as
the product code can change in further manufacturing.

The ISBT 128 label was designed specifically so that these two pairs of bar codes could
be concatenated. However, in applications other than the standard blood label, different
pairs of bar codes may be concatenated if desired.
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2.6 Delivery Mechanisms

ISBT 128 data structures are symbology-independent allowing them to be used with new
bar code symbologies or other data capture technologies.

2.6.1 Linear Symbology: Code 128

The linear symbology selected for ISBT 128 bar code labeling is Code 128. Code
128 was chosen for several reasons. First, it is a secure symbology. In addition to
each Code 128 character being self-checking (three different ways), there is a
built-in check digit. Misreads due to a single substitution error are extremely rare;
scanning errors (when they occur) generally produce no-reads rather than
misreads. Security of data capture is thereby increased dramatically.

Next, Code 128 has three subsets, A, B, and C. Alphabetic characters are
available in subsets A and B and allow more flexibility in coding highly variable
information. The double-density coding of numeric characters supported by
subset C allows more information to be encoded in a given space. This is
important because of the limited space on blood container and sample tube labels.

Finally Code 128 is used extensively by many industries making it easy to find
scanners capable of reading it.

2.6.2 Two Dimensional Symbologies

2-D symbologies are used where there is a great deal of information to convey and
little space on the label. See Figure 4. All of the information encoded into the five
Code 128 linear bar codes on the left side of this figure is encoded into the single
Data Matrix symbol on the right.

There are a variety of 2-D symbologies available. ICCBBA recommends the use of
Data Matrix when a 2-D code is used. For technical details about the use of Data
Matrix, see the ISBT 128 Standard Technical Specification and ISO/IEC
16022:2006(E): Information Technologyd International Symbology

specificationd Data Matrix. Currently there are no specific recommendations for
the use of Data Matrix symbols on blood labels.

Reading the 2-D symbols requires an imaging scanner. Imaging scanners are
able to read both 2-D and linear bar codes such as Code 128. Because 2-D
symbols may be used in the future on cellular therapy products, derivatives,
patient wristbands, and even blood labels, facilities may wish to consider
purchasing imaging scanners when their current scanners are replaced.
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Figure 4 Comparison of Code 128 and Data Matrix Symbols
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2.6.3 Radio Frequency Identification Tags

NOOCO8

The use of Radio Frequency ldentification (RFID) tags in transfusion medicine is

being explored at the current time. If RFID technology proves suitable for

transfusion medicine, ISBT 128 data structures can be used to transfer information

through this technology.
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3 Use of ISBT 128 in the US

This US Industry Consensus Standard for the Uniform Labeling of Blood and Blood Components
Using ISBT 128 blends the requirements of the AABB and FDA with the ISBT 128 international
model. Liaisons from FDA and AABB patrticipate in the Americas Technical Advisory Group
(ATAG) of ICCBBA to ensure this document continues to reflect the requirements of FDA and
AABB.

3.1 FDA Position

FDA first recognized the ISBT 128 Standard in an FDA guidance published in 2000. In
2006, FDA published the updated US Industry Consensus Standard for the Uniform
Labeling of Blood and Blood Components Using ISBT 128, Version 2.0.0, as a guidance
document (document was written at the end of 2005).

ISBT 128 was developed as an international standard. Therefore the ISBT 128
component name (with any appropriate Modifiers and Attributes) does not always match
the proper names of components in the Code of Federal Regulations (CFR). A specific
instance of this is the CFR requirement to list the anticoagulant before the proper name of
a whole blood or red blood cell product. Until a change is made in the regulations, all
manufacturers of blood products (including those who aliquot products) who wish to use
ISBT 128 should request an alternate procedure from the FDA for 21 CFR 606.121 (e) (1)
(ii) under the provisions of 21 CFR 640.120. FDA licensed establishments should, in
addition, submit copies of their ISBT 128 labels for licensed products to the FDA for
approval. Further, until new regulations are finalized, the FDA registration number will
continue to be required on the final label.

FDA does not require ISBT 128. However, it does require that certain information on the
label (unique identifier, facility identification, ABO/Rh, and product code) be machine
readable. In publishing the US Industry Consensus Standard for the Uniform Labeling of
Blood and Blood Components Using ISBT 128 as a guidance document, FDA has
recognized that ISBT 128 labels meet this requirement.

The Code of Federal Regulations takes precedence over this and other ISBT 128
documents for blood product labeling in the US.

The inclusion of example labels in this consensus document for any given product does
not necessarily mean that the product is a licensable product.

3.2 AABB Position

The AABB Standards require that blood be labeled using ISBT 128 in its accredited
facilities (both within and outside the US).
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4 Data Structures

The ISBT 128 Standard Technical Specification describes all ISBT 128 data structures. The
following sections discuss those data structures with unique US specifications.

4.1 Donation Identification Number (001)

This data structure provides for the unique identification of any donation or pooled product
worldwide for a one hundred year period.

The Donation Identification Number (DIN) has 13 data characters:

oppppPyynnNNnnn
where;

Upppp designates the collection facility;

yy designates the year in which the donation or collection was
made;
nnnnnn is a serial number associated with the donation, collection, or

pooled product.

Ot her data characters i ncor poharagtere dhesemayde t hi s b
used to assist in process control (such as identifying materials used in the collection

process d container 1, container 2, tube 1, tube 2, etc. & permitting verification that the

bar code has been scanned from the expected location 8 from container 1, etc.) or to

support additional checks for accurate data transmission. The specific meaning

associated with flags is defined in the ISBT 128 Standard Technical Specification. Flag

characters are the last two characters of the DIN data structure. However, they are not

part of the DIN itself. Flag characters are to be used in process control; it is not intended

that they be recorded as part of the DIN in facility documents.

The flag characters will be read by the bar code scanner and interpreted by the host
computer software in collecting and/or processing facilities. Outside of the collection
and/or processing facility, the flag characters may not be meaningful.

An additional check character (not the same check character integral to every Code 128

bar code) calculated on the entire 13 data cha
enclosed in a box, to the right of the DIN. The ISO modulo 37,2 method will be used to

compute this check character (for further information, see ISBT 128 Standard Technical

Specification, Appendix A.). This check character can be used to ensure the accuracy of

keyboard data entry when appropriately supported by computer software.

© 19971 2010 ICCBBA All rights reserved www.iccbba.org



US Consensus Standard, Version 3.0.0_draft q 27

4.1.1 US Specification

4.1.1.1 Application
The DIN must be machine and eye readable.

Usually, the DIN is the first label applied to collection containers
intended to contain blood products. It is applied before whole blood or
apheresis collections and must not afterwards be removed, altered,
defaced, or obscured [21 CFR 606.121 (b)].

For pooled products, a unique identification number must be assigned.
This number should be in the same format as the DIN and reflect the
Facility Identification Number of the pooling facility.

4.1.1.2 Printing the DIN

The eye-readable DIN will appear as follows:

WO0O000 09 123456 @

It is divided into three parts in its eye-readable form for ease in reading.
This should facilitate checking and recording the DIN into records when
the bar code is not scanned.

No portion of the 13-character DIN may be emphasized. That is, the
entire number must appear in the same size, font, and color.

Flag characters are printed in a way that identifies their special role,

either rotated 90 degrees clockwise (i.e., printed vertically rather than
horizontally) or i nrmatgeigcadpatureaatéest or ni c
tube).

4.1.1.3 Flag Characters

Flag characters may be used as detailed in the ISBT 128 Standard
Technical Specification. The default or null value, 00, should always be
present as part of the DIN bar code when other flags are not used.
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4.1.1.4 Keyboard Entry Check

Although keyboard entry of the DIN into a computer system is strongly
discouraged, there will be times when it is necessary. Computer system
software should be designed to recognize keyboard entry of the DIN
and to require verification of data entry by the additional check character
described above.

4.1.1.5 Avoiding Label Waste

Preprinted DINs may be used over a fourteen month period to cut down

on waste. For example, | abels bearing
December 1, 2010 through January 31, 2012. The collection facility

must have an accurate record of the actual date of collection. The

rationale behind allowing the 14-month tolerance in the collection year

appearing in the DIN is that this year notation is present only to ensure

uniqueness of the DIN every 100 years. It does not in any way replace

the expiration date (or collection date, as appropriate) on the label.
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4.2 ABO/Rh Blood Groups (002)

This data structure has four (4) data characters:

where:

99

ggre

designates the ABO and Rh blood groups and certain other information
(see below);

specifies Rh and Kell or GP-Mur (Miltenberger IIl) phenotype
information;

is reserved for future use.

Special messages, e.g., FOR LABORATORY RESEARCH USE ONLY, and other
information may be encoded instead of ABO and Rh blood group information if
appropriate (see Table 4, page 33).

4.2.1 US Specification

The ABO/Rh must be machine and eye readable.

ata characters Aro and fied are not used
00. o0

The type of donation or collection should be specified in this bar code in
accordance with Table 3, page 32.

Except for autologous and directed (dedicated, designated) collections intended
solely for a specific recipient (units which may not be crossed over) text should be
printed:

ABO text Rh text Example
Rh Positive Solid black Black on white | Figure 24, Page 88
Rh Negative Outline black White on black | Figure 25, Page 88
Rh not specified | Solid black Not applicable | Figure 26, Page 88

Autologous and directed (dedicated, designated) units that cannot be crossed over
do not follow the above format to distinguish Rh positive and Rh negative products
because of the smaller size of the of the bar code text (see Figure 27 and Figure 28,
page 89).
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If the blood product is from an individual of the Bombay or paraBombay phenotype,
BOMBAY (Oy) PHENOTYPE or PARA-BOMBAY (Ay) or (By) PHENOTYPE will be
printed in place of A, B, AB, or O (see Figure 30, page 90).

4.2.1.1 Application

Usually, the ABO/Rh label is the last applied after all testing of the
donation or collection is complete. Once applied, it must not be
removed, over-labeled, or defaced by any facility other than the facility
that was responsible for collecting/processing it [21 CFR 606.121 (b)],
unless the product is not suitable for transfusion.

4.2.1.2 Type of Donation or Collection/Intended Use

Information about the type of donation or collection/intended use [e.g.,

Autologous or Directed (Dedicated, Designated) Collection] is to be

included in the ABO/Rh Blood Groups bar code when the blood product

is to be used solely for a specific recipient (that is, it cannot be crossed

over for use by another patient) or used for a special purpose. If the

blood product is not intended solely for a specific recipient or is not one

of the fAspeci al pur po Jale 4, Pdge3Bdhepr oduct
default fAggo ( 6/Rhbloadignowws should betuded A B

The default values of fgdabledPage32hown a:
These Aind values are usedatoesabtufigygeé
other units. In the US, these values may be (ni 4), (ni 3), (ni 2), n, (n+2)

and (n+3).

Two values allowed internationally are not used in the US.

AThe value (ni 1) (Directed, Eligible for Crossover) is not used in
the US because 21 CFR 606.121 (b) precludes over-labeling of
the ABO/Rh by an organization other than the one that
collected/processed it. If directed units had to be returned to the
collection facility for re-labeling when they were to be crossed
over, it would create logistical issues. Thus, these units will be
| abeled with the finot specifiedo def
4.2.1.2.1). The product code data structure may optionally be
used to encode information about directed units eligible for
crossover (see 4.3.1.4).

AThe value (n+1) (Autologous, Eligible for Crossover) is not used in
the US because AABB Standards preclude routinely crossing
over autologous blood.

When the blood product is to be used for a specific recipient or for a
ifspeci al purposeo, the ABO/Rh |l abel sh
Anor mal 0 ap pHKEgure 27randd-igufe2® page 89).
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I f the unit is for autologous use, vall
Ain+30 (For autologous use only/ Biohaza
the label will have FOR AUTOLOGOUS USE ONLY printed below the

ABO/Rh bar code text as shown in Figure 27, page 89. The

international biohazard symbol and the word BIOHAZARD will appear

before the phrase FOR AUTOLOGOUS USE Ol

If the blood product is a directed, designated, or dedicated donation that

is intended solely foidoa (Dp e eicftied rOad iy
A0 (Directed Only/ Biohazard) values n
DESIGNATED RECIPIENT ONLY should be printed below the ABO/Rh

bar code text as shown in the illustration in Figure 28, page 89. The

international biohazard symbol and the word BIOHAZARD will appear

before FOR DESIGNATED RECIPIENTONL Y whe&m fim wused.

If the product is being released by the collection or processing facility

prior to completBon(BbrtEORI BEMMERGENCTN
ONLY) should be used. See Figure 63, page 105 for an example. FOR
EMERGENCY USE ONLY and the name of the patient and hospital

where the patient is located should be on the label. DONOR

UNTESTED should appear in the lower right quadrant, as shown on

Figure 63.
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Table 3 ABO/Rh Blood Groups Data Structure: Values of "gg"

Directed Only

Directed Only (Dedicated/
Default: (Dedicated/ Designated/ For Autologous
ABO/Rh Intended Use Designated/ For Emergency Donation) For Autologous Use Only/
Blood Groups Not Specified Donation) Use Only Biohazard Use Only Biohazard
n (ni 4) (ni' 3) (ni 2) (n+2) (n+3)

O Rh(D) negative 95 91 92 93 97 98

O Rh(D) positive 51 47 48 49 53 54

A Rh(D) negative 06 02 03 04 08 09

A Rh(D) positive 62 58 59 60 64 65

B Rh(D) negative 17 13 14 15 19 20

B Rh(D) Positive 73 69 70 71 75 76

AB Rh(D) negative 28 24 25 26 30 31

AB Rh(D) positive 84 80 81 82 86 87

@) 55 P2 P3 P4 P8 P9

A 66 A2 A3 A4 A8 A9

B 7 B2 B3 B4 B8 B9

AB 88 Cc2 C3 C4 C8 C9
paraBombay, Rh(D)

negative D6 D2 D3 D4 D8 D9
paraBombay. Rh(D)

positive E6 E2 E3 E4 E8 E9

Bombay, Rh(D) negative G6 G2 G3 G4 G8 G9

Bombay, Rh(D) positive H6 H2 H3 H4 H8 H9
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Structure

Table4 Val ues of nAggo for ABO/ Rh Dat a
Val ue ( Interpretation
A0 Group A, Pooled Rh [Pooled Products]
BO Group B, Pooled Rh [Pooled Products]
CO Group AB, Pooled Rh [Pooled Products]
DO Group O, Pooled Rh [Pooled Products]
EO Pooled ABO, Rh Positive [Pooled Products]
FO Pooled ABO, Rh Negative [Pooled Products]
GO Pooled ABO, Pooled Rh [Pooled Products]
HO Pooled ABO [Rh not specified] [Pooled Products]
Ma Autologous collection
Mb Biohazard
Md Discard (to be destroyed)
Mf For fractionation use only
Mg Quarantine/hold for further testing or processing
Mr For research use only
Mx Not for transfusion based on test results

4.2.1.2.1 Labeling of Directed Collections That May Be Crossed Over

4.2.1.2.2 Rh, Kell, and GP-Mur (Miltenberger Ill) Phenotypes

These units should be labeled in the upper right quadrant as if they are
outine allogeneic donations (Ano
unit is reserved for a specific recipient, an intended recipient label or

tie tag such as the ones illustrated in Figure 77, page 119, should be
attached to the unit providing the appropriate information. When

released for routine use, this label or tie tag should be removed.

r

As noted above, Rh, Kell, and GP-Mur (Miltenberger Ill) phenotypes

should not be encoded as part of the ABO/Rh Blood Groups bar code
in the US.
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4.3 Product Code (003)

The Product Code data structure has eight (8) data characters:

where:

Uoooo

Uoooot ds

specifies the Product Description Code and is encoded and interpreted by
reference to the Product Description Code database table published and
maintained by ICCBBA in the password protected area of the ICCBBA
Website (see 8.2, page 120).

U currently indicates the following product groups:

E or F - blood components;

S - cellular therapy products;

T - tissues;

X - derivatives; and

A-D - National or local codes (see below).

0000 can only be interpreted when combined with U through reference to
the Product Description Code database.

A-D National or Local Codes

The block of product description codes, AO000-D9999, has been
reserved for use as nationally or facility defined product codes. There will
be no international interpretation associated with these values.

These codes should ONLY be used where there is not an appropriate
international code and there is good reason why an international code
should not be allocated. Local codes should be used when a product is
only produced in one or a very small number of facilities. If there is any
uncertainty whether the code assigned to a product should be
international or local/regional/national, the user should contact the
ICCBBA office.

National agencies may elect to reserve a range of these values for
national assignment (see 4.3.1.1 for US product codes). Where this is
done it is the responsibility of the national agency to ensure that
definitions are provided for use within the country and that products
bearing such codes are not transferred outside the national boundary.
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Individual facilities may also assign codes for their own use provided that
these do not conflict with codes assigned at the national level. Where
such codes are used, it is the responsibility of the facility to ensure that
definitions are provided for use within their service region, and that
products bearing such codes are not transferred outside their normal
distribution network. Care will have to be taken in interpreting the product
description from a local code as this will be specific to the supplier.

In all cases, the product definition for nationally or facility assigned codes
must be retained permanently for traceability purposes. Once assigned,
codes should not be reused.

t designates the type of donation or collection/intended use (see Table 9,
beginning on page 80);

ds provides information about divisions of the blood product (see below).

Data characters seven and eight (ds) are reserved for encoding information
about divisions of blood products. When a blood product is divided into two
or more parts, the seventh and eighth data characters are changed from

A00O0 (zero, zero), 7it7B eageld, fornekamplesafl ue s .
how these characters may be used.

The 7th and 8th characters are generally used to indicate division when less
than standard adult doses are involved (i.e., pediatric doses). When a
donation is divided into multiple adult doses during collection (e.g.,
Apheresis Red Blood cells or Apheresis Platelets), this division is coded as
part of the Product Description Code. Such an apheresis product could
subsequently be divided into pediatric aliquots. These subsequent divisions
into pediatric doses would be coded using the 7th and 8th characters of the
Product Code (i.e., the Product Description Code could indicate, for
example, Container 2, but there could be an A or B in the seventh position if
the contents of the original Collection 2 container were subsequently divided
into pediatric aliquots).

4.3.1 US Specification

The product code must be machine and eye readable.

The ISBT 128 Product Description Code database is an international data base and
contains descriptions for blood products that are not used in the US. The approval
for use of any blood product in the US remains within the purview of the FDA. It
should not be assumed that because a blood product description exists in the
database that it is acceptable to produce and distribute the blood product within
the US.

© 19971 2010 ICCBBA All rights reserved www.iccbba.org
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4.3.1.1 National Product Codes

In the US, the product codes B7000 through B9999 have been reserved
for national use. These codes should NOT, therefore, be used for local
product codes.

4.3.1.2 Proper Name

In order to simplify label design in a rules-based system, and to promote
international harmonization, the proper name of a blood product in the
US will generally be a reflection of the component class and modifiers
as they appear in the ISBT 128 Product Description Code Database.
Some exceptions are:

APlasma for manufacture is either Source Plasma or Recovered
Plasma;

ACryoprecipitate is Cryoprecipitated AHF;

APooled platelets with bacterial monitoring or testing following FDA
guidelines for extension of dating are Pooled Platelets-5d;

ARed Cells to which plasma has been added are Reconstituted Red
Blood Cells

ALeukocytes for manufacture (either apheresis or whole blood derived)
are Source Leukocytes

Table 5, beginning on page 58, and Table 6, page 62, provide the
proper names for products in the US.

4.3.1.3 Attributes

Table 7 (beginning on page 63) contains a listing of each Attribute
Group used in the US and its accompanying text.

4.3.1.4 Type of Donation or Collection/Intended Use

The type of donation or collection/intended use can be encoded in the
sixth data character of the Product Code bar code. Codes that are
acceptable for use in the US, as well as the wording of the label text, are
shown in Table 9, beginning on page 80.
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In the US, the following usage is mandatory:

Code Required for

\Y, All blood products intended for transfusion that are collected
from volunteer allogeneic donors if one of the optional codes
is not used.

P All blood products intended for transfusion that are collected
from paid donors if one of the optional codes is not used.

T Therapeutic collections if they are labeled and transfused; it

is not required if the collection is promptly discarded or when
the facility has been approved by the FDA to label certain
therapeutic collections as allogeneic donations.

Xorl Blood products collected from autologous donors.

In the US, the following usage is optional:
R, S, D% 2, 3, 4, or 5 may be used in place of V
r, s, or d may be used in place of P

0 (zero) may be used for Recovered Plasma, Source Plasma, or Source
Leukocytes

* NOTE: WHILETHE USE OF #ADo60 I N THE PRO
CODE FOR DIRECTED DONATIONS ELIGIBLE FOR
CROSSOVER IS OPTIONAL IN VERSION 3.0.0 OF THE US
CONSENSUS STANDARD, IT WILL BECOME MANDATORY
WHEN THE NEXT VERSION OF THE US CONSENSUS
STANDARD IS PUBLISHED.

When the type of donation (other than a standard volunteer, allogeneic
donor) is encoded in the sixth character of the Product Code bar code,
this information should be printed immediately below the bar code to the
right of the required eye-readable information as illustrated below. The
printing should be the same size and height as the required
eye-readable information. Text to be printed may be found in Table 9,
page 80.
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Figure 5 Donation Type Encoded in Product Code

E0316D00

31 DIRECTED

When a unit that is labeled as a directed (or designated or dedicated) is
to be crossed over, it is the prerogative of the facility to determine if the
product code and the corresponding bar code need to be changed to
reflect the product is no longer reserved for the intended recipient.

4.3.1.5 Divisions

In the US, apheresis plasma that is collected into a single bag and
subsequently divided into smaller ADULT aliquots (e.g., 600 mL is
collected and divided into 3 200-mL aliquots) may be given either
container designations (different Product Description Codes) or division
codes (7th and 8th character designations). If the plasma is divided into
aliquots smaller than a standard adult dose (as defined by the facility), it
must be given division codes (7" and 8" character designations).

The scheme outlined in the ISBT 128 Standard Technical Specification

will be used for identifying divisions. If the seventh and eighth data
characters are other than A00, 0 then t|
the label in the first Attribute line, followed by Attributes such as

IRRADIATED. If desired, a notation describing the division number may

appear in the text below the storage temperature (see Figure 36, page

91).

Section 7.7.3 provides examples of how the system may be used to
label pediatric aliquots.

4.3.1.6 Examples of Labels

Chapter 7 provides examples of the system in practice. From these

illustrations, the logic to be used when designing a blood product

description label can be seen. It is not intended that this document

should provide an illustration of every possible combination 8 there are

far too many 8 so it is important that the rules and logic behind the

illustrations provided be clearly understood. ICCBBA will assist any

currently registered and licensed facility, or their label vendor, in

designing needed | abel s. I f there are
logic and rules provided in this document, or when designing labels
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utilizing classes, modifiers, or attributes that did not exist at the time of
the printing of this document, please contact the ICCBBA office.

4.3.1.7 Obtaining a New Product Description Code

Each country that implements ISBT 128 should have a designated
individual or group that makes requests on behalf of the facilities within
that country for new product description codes. In the US, the AABB
Information Systems Committee is the currently delegated group.

An on-line request form may be found on the ICCBBA website.
Instructions for completion of this form are found in Product Code
Structure and Labeling - Blood Components.
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4.4 Expiration Date and Time (005)

This data structure has 10 data characters:

cyyjijhhmm
where:
c designates the century (e.g., 0 for 2000; 1 for 2100)
yy designates the year of expiration
i 1]SAI[ITI)e Julian date (the number of the day in the year, e.g., 022 is 22
hh is the hour (007 23) at which the product expires
mm is the minute at which the product expires (007 59)

A day is defined as beginning at midnight (00:00) and ending at 23:59.

Recognizing that there are national differences in how dates are printed, it has been
agreed that all countries should adopt a single format for expressing the expiration date in
eye-readable form. This formatis DD MMM YYYY. For example:

21 JUL 2009

4.4.1 US Specification

The expiration date/time does not have to be machine readable, but this would
improve process control.

Abbreviations for month are: JAN; FEB; MAR; APR; MAY; JUN; JUL; AUG; SEP;
OCT; NOV; DEC.

When a product outdates at midnight as a default, the time should be encoded into

the bar code as 2359 and be displayed in the eye-readable text as 2359, as shown

in Figure 6. However, the time should not be shown in the bar code text; midnight
expiration i s assumed. (For an explanati or
Glossary.)
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Figure 6 Text When Expiration is Default Time of 23:59

2359 appears in b mqlJ!UJJ!UI "I""‘l”" Time 23:59 does not appear
eye-readable text 01MAR 2009 < in bar code text
beneath bar code

Expiration|
Date

When time is significant (not a default of midnight), it should be encoded in the bar
code and printed in the eye readable text. The time should be printed after the
date with a colon separating hours from minutes in the bar code text. For example:

Figure 7 Expiration Date and Time

. Expiration
1515 appears in Date and
eye'feadab|e —> 0090601515 Time
text beneath bar 01 MAR 2009 15:15 +— Time 15:15 appears in bar
code code text
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4.5 Collection Date (006)

This data structure has 6 data characters:

Cyyij
Where:
c is the century of the year in which the product was collected
yy is the year within the century in which the product was collected
il is the Julian day of the year on which the product was collected

The text is printed as described in 4.4.1.

4.5.1 US Specification

Collection date is not required to be machine readable, but this would improve

process control.

Collection dates are not included on most product labels. Collection dates are
utilized on Recovered Plasma (and may be utilized on Source Plasma depending

on contract requirements) when collection time is not critical.

Figure 8 Collection Date on Recovered Plasma Label

WO0000 09 123456 B [G]
Accurate Blood Center

Anywhere USA
FDA Registration Number
Collection |

009022

22 JAN 2009

© 19971 2010 ICCBBA All rights reserved

www.iccbba.org



US Consensus Standard, Version 3.0.0_draft q 43

4.6 Collection Date and Time (007)

This data structure has 10 data characters:

cyyjiihhmm
where:
c is the century of the year in which the product was collected
yy is the year within the century in which the product was collected
il is the Julian day of the year on which the product was collected
hh is the hour at which the product was collected (00 to 23)
mm is the minute at which the product was collected (00 to 59)

A day is defined as beginning at midnight (00:00) and ending at 23:59.
4.6.1 US Specification

Collection date and time are not included on most product labels. Collection date
and time are utilized on Recovered Plasma (and may be utilized on Source Plasma
depending on contract requirements) when collection time is critical. The text is
printed as described in 4.4.1.

Collection date and time are not required to be machine readable.
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4.7 Special Testing: General (010)

An optional ISBT 128-specified five data character data structure has been defined to
contain the results of special or additional testing (e.g., CMV or Hemoglobin S). The
codes appear in the Special Testing: General database maintained on the ICCBBA
Website. See the ISBT 128 Standard Technical Specification for complete details.

4.7.1 US Specification

Examples of US labeling for this bar code are provided in Figure 56, page 95.

The code NOOO8 will be used to indicate the product is negative for antibodies to
CMV based on testing on the current product.

Special Testing information is not required to be machine readable.

4.8 Special Testing: Red Blood Cell Antigens (012)

An optional ISBT 128-specified eighteen data character data structure has been defined
to contain the results of additional testing for red blood cell antigens, as well as CMV,
Hemoglobin S, parvovirus B19, and IgA in conjunction with red cell antigen results. A
description of the coding and the necessary reference tables can be found in the ISBT 128
Standard Technical Specification.

4.8.1 US Specification

Labeling must be based on testing on the current product.
Examples of US labeling for this bar code are provided in Figure 56, page 95.

Red Blood Cell Antigen information is not required to be machine readable.

4.9 Special Testing: Platelet HLA and Platelet-Specific
Antigens (014)

An optional ISBT 128-specified eighteen data character data structure has been defined
to contain the results of additional testing for platelet HLA and platelet-specific antigens,
as well as CMV in conjunction with these results. A description of the coding and the
necessary reference tables can be found in the ISBT 128 Standard Technical
Specification.
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4.9.1 US Specification

US labeling for this bar code should conform to the examples provided in the ISBT
128 Standard Technical Specification.

Platelet HLA and Platelet-Specific antigen information is not required to be
machine readable.
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5 Uniform Labeling Using ISBT 128

5.1 Concepts

5.1.1 Principles of Label Design

To remain wi-blhisedbdh s \BTt1e8ntkedollowing principles
apply:

« A change to a standard implies changes to operating procedures. Wherever
possible, procedural changes to accommodate the new label design should also
improve safety and/or efficiency. When these two goals conflict, safety takes
precedence over efficiency.

« Critical information on the blood container will dominate the design via position
and prominence.

« The layout of the bar codes applied to primary, collection, satellite, or transfer
containers will conform to the quadrant design as outlined in the ISBT 128
Standard Technical Specification when space permits as follows:

Upper left: Donation Identification Number / Collection Date and Time

Upper right: ABO/Rh Blood Groups and Type of Donation or
Collection/Intended Use

Lower left: Product Code
Lower right: Expiration Date (and Time) and Special Testing

« An eye-readable representation of the bar code data content should appear
beneath each linear bar code symbol on the container. It should contain all data
characters within the symbol, but should not include the data identifier, start/stop
characters, special characters (shift C, etc.), or the Code 128 modulo 103 check
digit. With the exception of the Donation Identification Number, this
representation will generally appear left justified with the first bar in the symbol.

« Being able to scan bar codes is of paramount importance. Quiet zones and bar
heights must conform to the ISBT 128 Standard Technical Specification. Bar
codes must be positioned to allow use of any of the three common scanning
technologies: contact wands, hand-held laser readers, and charge-coupled
devices (CCDs).
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5.1.2 US Specification for Bar Code Text and Label Text

« In general, this document will defer to the ISBT 128: Standard Technical
Specification for typeface or type height of text. This will permit changes to occur
in the ISBT 128 Standard Technical Specification without requiring a change in
this document.

« Product description and additional information bar coded text will be left justified.
Other bar code and label text may be centered or left justified as appropriate (see
illustrations in Chapter 7), with the exception of the Donation Identification
Number. For the printing of the Donation Identification Number, see 4.1.1.2,
page 27. It may be right justified or centered under the corresponding bar code.

« Fonts shall be proportionally-spaced sans serif. Compressed (condensed) fonts
should be used before any text is abbreviated. Only approved abbreviations
should be used (see the Appendix, page 122).

« Color

A The full 13-character Donation Identification Number must be
printed in the same color (see 4.1.1.2, page 27).

A The Biohazard symbol must be orange if preprinted labels are used,
but may be black and white if an on-demand printer is used (see
5.1.3.3, page 51).

A The use of color for ABO/Rh or other labeling is neither prohibited
nor encouraged.

« The US License Number may be printed in either of two locations: the upper left
guadrant or the lower left quadrant. It must not be printed in both locations. A US
License Number is only applied by licensed facilities to blood products they are
licensed to produce; a US License Number must not appear on unlicensed blood
products.

5.1.3 Label Design

In applying these principles the design and arrangement for US labels is
predicated on the following:

» The base label of primary, collection, and satellite containers will be 100
mm [4 "] wide and 108 mm [4.25"] long

« The design of the final label will cover an area 100 mm [4"] wide by 100 mm
[4"] long

« Each 100 mm [4"] wide by 100 mm [4"] long label will be divided into four
equal 50 mm [2"] wide by 50 mm [2"] long quadrants

« Each quadrant will be divided roughly into thirds

« The placement of the bar codes [Donation Identification Number, ABO/Rh
Blood Groups, Product Code, Expiration Date and Time, and Special
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Testing] will conform to the ISBT 128 Standard Technical Specification as
illustrated in Figure 9, page 49

« Collection date, if included, will be printed in the lower third of the upper left
guadrant

« Horizontal lines on base labels and on-demand labels are permitted to
facilitate label application and reading

« Vertical lines are not permitted where they may interfere with the reading of
concatenated bar codes. This means there can be no vertical, printed lines
between the Donation Identification Number and ABO/Rh Blood Groups or
the Product Code and Expiration Date and Time bar codes

« Although the satellite container is usually smaller, it is possible to apply
labels of the same size as those used on the primary container

In specifying the print height and position of information to be used in labeling
blood products, the following order of importance was used:

« Greatest importance: Donation Identification Number and the ABO/Rh
Blood Group

« Intermediate importance: Expiration Date and Time, Blood Product
Identification, and Volunteer Donor or Paid Donor statement

« Least importance: All other bar code and additional label text

Note: No specifications are provided in this document for final labeling of pediatric
doses of blood products. When consensus is reached for standardized labeling of
these products, specifications will be included in future versions of this document.
Until then, labeling of these containers should conform to the principles of
ISBT128 labeling.
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Figure 9 Final Label--Four Equally-Sized Labeling Quadrants: Placement of the Bar Codes

Number

Donation Identification ABO/Rh Blood Groups

Collection Date (Recovered
Plasma) l

Product Code

Expiration Date
and Time

Special Testing

Container Mani
and Catalog Number bar
code

Container
Lot Number bar code

Ma n

5.1.3.1 Upper Left Quadrant

The Donation Identification Number will be printed as described in

4.1.1.2, page 27.

Text information about the facility that collected (or pooled) the unit
should be printed in the middle third of this quadrant. This should
include the full legal name of the facility and its location (city and state).
The name printed in this location must correspond to the Facility
Identification Number in the Donation Identification Number above it.
The FDA registration number is currently included in this quadrant. In
Figure 10, page 49, the US License Number of the facility is shown in
one of the two acceptable locations.

The required warning label text will be printed in the lower third of this
guadrant on blood components intended for transfusion. This text is:

A Properly Identify Intended Recipient

A See Circular of Information for indications, contraindications,
cautions, and methods of infusion.

A This product may transmit infectious agents.

A Rx Only.
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There is no requirement for the size of this text, but it should be as large
as space allows.

For products intended for transfusion, VOLUNTEER DONOR (or PAID
DONOR) will be printed at the bottom of the quadrant in no less
prominence as the product name. The maximum height of the letters for
VOLUNTEER DONOR will be 4 mm [5/32"]. This is a maximum height.
Labels printed at a height less than this are acceptable provided that
they are easily read and conform to all other requirements.

Figure 10 Upper Left Quadrant--Standard

Recovered and Source Plasma labels do not require the same label text
as components intended for transfusion. Recovered Plasma labels do,
however, require the Collection Date, and Source Plasma labels may
require a Collection Date depending on contract requirements. This
date should appear in the lower one third of this quadrant in place of the
warning text required when a product is intended for transfusion.

Figure 11 Upper Left Quadrant i Recovered Plasma

W0000 09 123456 = [G]

Accurate Blood Center

Anywhere USA
FDA Registration Number

009022

22 JAN 2009

Collection
Date/Time
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