
 

 

 

 

 

 

 

 

 

 

 
 

 

 

 

 
 

20 December 2013 

Dear CDRH, 

Pursuant to your email of October 18, 2013, we understand the following information must be submitted 
for our application for an approved UDI issuing agency. 

(i) 	 Name, address, and phone number of the applicant; 
(ii) 	 Detailed descriptions of any standards or criteria the applicant will apply to participating 

labelers; 
(iii) 	 A detailed description of the guidelines that govern assignment of a unique device identifier 

(UDI) to a device; 
(iv) 	 A detailed description of the review and decision making process the applicant will apply 

when determining whether a particular labeler may use the applicant's UDI system, including: 
a. 	 Copies of the application forms, guidelines, instructions, and other materials the applicant 

will send to medical device labelers who wish to use the applicant's unique device 
identification system; 

b. 	 Policies and procedures for notifying a labeler of deficiencies in its use of UDIs; 
c. 	 Procedures for monitoring a labeler's correction of deficiencies in its use of UDIs; 
d. 	 Policies and procedures for suspending or revoking a labeler's use of the applicant's UDI 

system, including any appeals process. 
(v) 	 Description of the applicant's electronic data management system with respect to its review 

and decision processes and the applicant's ability to provide electronic data in a format 
compatible with FDA data systems; 

(vi) 	 Fee schedules, if any, together with an explanation of any fee waivers or reductions that are 
available; 

(vii) 	 Detailed information regarding any financial or other relationship between the applicant and 
any labeler(s) or governmental entity(ies); and 

(viii) 	 How the organization protects against conflicts of interest that may impede the issuing 
agency's ability to independently operate a fair and neutral identifier system; 

In addition, though it does not need to accompany the application at this time, we request that 
you provide a list of labelers that use your system for the assignment of UDIs. 

Please submit this information by DIRECT REPLY to this email. The FDA UDI Help Desk will 
review your request and contact you if any additional information is necessary. 
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We have provided this information on the attached pages. All documents referred to in the response to 
your questions can be found in attachments to the PDF.  Please let us know if you need any additional 
information. 

Finally, we would like FDA to know that ICCBBA has entered into Memoranda of Understanding with both 
GS1 and GMDN so that we can work cooperatively with these organizations to better serve the needs of 
the medical device industry. 

Sincerely, 

Pat Distler 

Technical Director 

ICCBBA APPLICATION Page 2 of 14 



 

 

 

   

 
 

 
 

 

 

 

 

   

   

 
 

 

 

 
 

   
 

 
 

 
  

  

TABLE OF CONTENTS 

(i)	 Name, address, and phone number of the applicant .......................................................................4
 

(ii)	 Detailed descriptions of any standards or criteria the applicant will apply to participating 

labelers............................................................................................................................................. 5
 

(iii)	 A detailed description of the guidelines that govern assignment of a unique device identifier 

(UDI) to a device .............................................................................................................................. 7
 

(iv)	 A detailed description of the review and decision making process the applicant will apply 

when determining whether a particular labeler may use the applicant's UDI system, 

including: .......................................................................................................................................... 8
 

a.	 Copies of the application forms, guidelines, instructions, and other materials the 

applicant will send to medical device labelers who wish to use the applicant's 

unique device identification system .................................................................................... 8
 

b.	 Policies and procedures for notifying a labeler of deficiencies in its use of UDIs ............... 8
 

c.	 Procedures for monitoring a labeler's correction of deficiencies in its use of UDIs ............ 9
 

d.	 Policies and procedures for suspending or revoking a labeler's use of the 

applicant's UDI system, including any appeals process ..................................................... 9
 

(v)	 Description of the applicant's electronic data management system with respect to its review 

and decision processes and the applicant's ability to provide electronic data in a format 

compatible with FDA data systems ................................................................................................ 10
 

(vi)	 Fee schedules, if any, together with an explanation of any fee waivers or reductions that 

are available ................................................................................................................................... 11
 

(vii)	 Detailed information regarding any financial or other relationship between the applicant and 

any labeler(s) or governmental entity(ies) ......................................................................................12
 

(viii)	 How the organization protects against conflicts of interest that may impede the issuing 

agency's ability to independently operate a fair and neutral identifier system ...............................13
 

(ix)	 In addition, though it does not need to accompany the application at this time, we request 

that you provide a list of labelers that use your system for the assignment of UDIs. ....................14
 

ICCBBA APPLICATION 	 Page 3 of 14 



 

 

 

 

 

  

(i) Name, address, and phone number of the applicant 

Pat Distler 

ICCBBA
 
PO Box 11309 

San Bernardino, CA 92423-1309 

1-909-793-6516 


Street Address (after January 6, 2014): 

1901 Orange Tree Lane, Suite 200 

Redlands, CA 92374 


Street address (prior to January 6, 2014) 

1200 Orange Tree Lane, Suite 106 

Redlands, CA 92374 


ICCBBA APPLICATION Page 4 of 14 




 

 

 

 

 
 

 

 

 

 

 

 
 

 

 

(ii) 	 Detailed descriptions of any standards or criteria the applicant will apply to 
participating labelers 

Labelers will be required to follow the ISBT 128 Standard Technical Specification 
(tracking number ST-001) the primary standards document for ISBT 128. It describes the 
data structures and the bar code symbologies that may be used.  

Code 128 must be used for linear bar codes and Data Matrix must be used for 2D bar 
codes. Users must follow the appropriate ISO standards for the printing of these data 
structures: 

	 ISO/IEC 15415:2011(E): Information technology—Automatic identification and 
data capture techniques — Bar code print quality test specification — Two-
dimensional symbols (and correction ISO/IEC 15415:2004/Cor 1:2008). 

	 ISO/IEC 15416:2000(E): Information technology—Automatic identification and 
data capture techniques — Bar code print quality test specification — Linear 
symbols 

 ISO/IEC 15417: 2007(E): Information technology—Automatic Identification and 
data capture techniques—Code 128 bar code symbology specification 

 ISO/IEC 16022:2006(E): Information technology—International symbology 
specification—Data Matrix (and correction ISO/IEC 16022:2006/Cor 1:2008) 

Some additional rules (e.g., white space and minimum X value) are defined in the ISBT 
128 Standard Technical Specification. 

HCT/P Facilities:  The document Coding and Labeling of Medical Devices Using ISBT 
I28 (ST-011) also provides requirements for the use of ISBT 128 that are specific to 
medical devices. 

Certain data structures are required for HCT/Ps labeled with ISBT 128. These are: 

Device Identifier: Data Structure 034 (Processor Product Identification Code)  

This data structure includes three elements:  

	 Facility Identification Code (assigned by ICCBBA to uniquely identifier the 
labeler) 


 Facility Product Code 

 Standardized Product Description Code 


The Facility Identification Code and a Standardized Product Description Code must be 
assigned. The Facility Product Code may be the default of 000000. 

Required production identifiers: 

	 Data Structure 001 (Donation Identification Number) 
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 Data Structure 032 (Product Divisions) used as the serial number 

Other production identifiers (expiration date, manufacturing date, and lot number), if they 
appear on the label, must also be included in the UDI bar code. 

Because a standardized product description code must be used, labelers must also be 
familiar with tissue or cellular therapy product description code terminology. This is found 
in ISBT 128 Standard Terminology for Blood, Cellular Therapy, and Tissue Product 
Descriptions. 

Blood Bag Vendors: Vendors of blood containers must follow the requirements in 
Sections 2.4.17, 2.4.18, and 7.4 of the ISBT 128 Standard Technical Specification. 
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(iii) 	 A detailed description of the guidelines that govern assignment of a unique device 
identifier (UDI) to a device 

A number of guidance documents exist to help users implement ISBT 128 for medical 
devices. They include: 

 Coding and Labeling of Medical Devices Using ISBT I28 (ST-011) (This document 
contains both requirements and guidance) 


 Use of Data Matrix Symbols with ISBT 128 (IG-014) 

 Use of Product Divisions [Data Structure 032] (IG-023) 

 Use of Donation Identification Number [Data Structure 001] (IG-033) 

 ISBT 128 Facility Identification Number (IG-034) 


ICCBBA operates a help desk available by telephone (909.793.6516) or email 
(iccbba@iccbba.org) to assist users. The ICCBBA website (www.iccbba.org) also 
provides guidance 
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(iv) 	 A detailed description of the review and decision making process the applicant 
will apply when determining whether a particular labeler may use the applicant's 
UDI system, including: 

The use of ISBT 128 is open to facilities that manufacture HCT/Ps. US facilities must be 
registered with FDA for HCT/Ps as listed in the FDA database 
(https://www.accessdata.fda.gov/scripts/cber/CFAppsPub/tiss/index.cfm). 

Applicants must complete a registration form and submit annual updates. 

Once an application is received, ICCBBA verifies it is from a registered cell or tissue 
establishment using the FDA website. 

a. 	 Copies of the application forms, guidelines, instructions, and other materials 
the applicant will send to medical device labelers who wish to use the 
applicant's unique device identification system 

Please find attached:
 

FM-025 Facility Registration Form (for HCT/P facilities)
 

Facilities License Agreement (for HCT/P facilities) 


When HCT/P facilities register with ICCBBA, they are sent an email outlining where
 
information about ISBT 128 may be found on the ICCBBA website. Please see 

Collection Facility Letter and Email to New Facilities.
 

Facilities are also asked to update ICCBBA on an annual basis of their activities. 

Please see FM-058 Facility Annual Return (for HCT/P facilities)
 

FM-026 Application for Vendor Registration (for manufacturers of blood bags) 


FM-074 Vendor Information 


Vendor License Agreement 


Vendor Welcoming Letter 


b. 	 Policies and procedures for notifying a labeler of deficiencies in its use of UDIs 

Please see PP-058 Medical Devices – Notification of Nonconformities in the Use of 
ISBT 128 

FM-076 Deficiency Investigation 

FM-077 Notification of Nonconformities in the Use of ISBT 128 
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c. 	 Procedures for monitoring a labeler's correction of deficiencies in its use of 
UDIs 

Please see PP-059 Medical Devices - Monitoring Facility Compliance with Corrective 
Action Plan 

FM-078 Corrective Action Progress Record 

d. 	 Policies and procedures for suspending or revoking a labeler's use of the 
applicant's UDI system, including any appeals process 

Please see PP-060 Medical Devices – Suspending or Revoking License to Use ISBT 
128 
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(v) 	 Description of the applicant's electronic data management system with respect to 
its review and decision processes and the applicant's ability to provide electronic 
data in a format compatible with FDA data systems 

ICCBBA plans to maintain a database of registered facilities using ISBT 128 for UDI. 
This database will include the name, facility identification number, address, country, 
national identification number (in the US, FDA registration number), date of registration, 
current status (active, suspended, revoked, or inactive), contact person, telephone 
number, email address, website. An output of the US facilities in this file could be 
provided to FDA in a CSV file. Because we are limited to providing a system for 
manufacturers of HCT/Ps, we do not anticipate a large volume of data will be submitted.  
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(vi) 	 Fee schedules, if any, together with an explanation of any fee waivers or 
reductions that are available 

HCT/P Medical Device Facilities  

Registration Fee: One-time payment of US$200 which includes allocation of the first 
Facility Identification Number (FIN). Additional FINs can be requested at US$150 each. 

Annual License Fee: This fee is based on the number of HCT/P medical devices 
produced in the previous year. 

If Then 

The facility labels ≤ 1,000 HCT/P medical 
devices a year 

The annual license fee is US$213 

The facility labels between 1,000 and 
5,000 HCT/P medical devices a year 

The annual license fee is US$325 

The facility labels >5,000 HCT/P medical 
devices a year 

The annual license fee will be US$325 
plus US$0.11 times the number of 
labeled products per year above 5,000. 

For example, the facility labels 8,000 
products per year. Fee is US$325 + 
(3,000 * 0.11) = US$655 per year. 
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(vii)	 Detailed information regarding any financial or other relationship between the 
applicant and any labeler(s) or governmental entity(ies) 

There is no financial relationship between ICCBBA and any potential applicant or 
government entity. 

Staff from a labeler could be invited to become a voting member of a TAG or appointed 
to the ICCBBA Board of Directors. Users may also become observers on a TAG. 
Observers have opportunity to participate in discussions, but do not vote. 

FDA staff may also serve as liaisons on TAGs. 
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(viii)	 How the organization protects against conflicts of interest that may impede the 
issuing agency's ability to independently operate a fair and neutral identifier 
system 

ICCBBA is a small non-profit organization based in Redlands, California, with an 
approximately 10-member volunteer board of directors. 

	 There is transparency in how the ISBT 128 standard is managed: Suggested changes to 
the standard are submitted by any user using a standard proposal form. The proposals 
are shared with all users via the ICCBBA website and circulated via email to all 
Technical Advisory Group (TAG) participants. Each proposal is reviewed and voted upon 
by affected TAGs. Once approved by the TAGs, the ICCBBA standards committee 
(comprised of the chairmen of the TAGs and additional experts on the ISBT 128 
standard) must approve the change. 

Approved changes are then included into the appropriate draft document. Draft 
documents are published for public comment and are reviewed by the appropriate 
TAG(s) as well as the Standards Committee. Once changes are approved, the 
documents are published and the changes are implemented. 

	 TAG membership varies by product category (blood, cellular therapy, tissues, or human 
milk). For cellular therapy, global professional societies appoint members and ICCBBA 
selects hands-on experts to serve. For tissues, the American Association of Tissue 
Banks co-sponsors the North American Tissue Technical Advisory Group and selects 
representatives from within its membership. Governmental agencies and other 
standards setting organizations such as GS1 are invited to appoint liaisons to any 
ICCBBA TAG. 

	 A volunteer Board of Directors reviews ICCBBA policies, including fees for use of the 
standard. Board members are selected via a transparent process: Openings are 
advertised in professional newsletters and on professional society websites, nominations 
are collected and reviewed by a subcommittee of Board members. Members are 
selected to ensure geographical and expertise balance. 

	 The Board members and the executive director sign a conflict of interest declaration 
before serving. (Please see FM-080 Declaration of Interests for ICCBBA Board 
Members and FM-079 Declaration of Interests for ICCBBA Executive Director) 

	 All ICCBBA meetings and conference calls are preceded with a call for declaration of 
conflict of interest. (Please see NATTAG Agenda 1 Oct 2013 for an example.) 
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(ix) 	 In addition, though it does not need to accompany the application at this time, we 
request that you provide a list of labelers that use your system for the assignment 
of UDIs. 

This information will be provided at a later date. 
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Case: 0114-00016606 ~ salesforce.com - Unlimited Edition 

Message Date 1/29/2014 5:42 PM 

Has Attachment 

Email Address pat.distler@iccbba.org 
Status Replied 

Subject RE: FDA UDI Help Desk Case 0114-00016606 
Dear FDA Help Desk Staff, 

My responses to your question are below in red font. 

Please let me know if there is additional information I can provide. 

Thank you for your help! 

Pat 

-----Original Message----
From: noreply@salesforce.com [mailto:noreply@salesforce.com] On Behalf Of 
GUDID Support 
Sent: Wednesday, January 29, 2014 2:17 PM 
To: pat.distler@iccbba.org 
Subject: FDA UDI Help Desk Case 0114-00016606 

Dear Patricia Distler, 

Thank you for your interest in UDI. Your FDA UDI Help Desk case# 
0114-00016606 has been reviewed by the FDA UDI Help Desk Team. 

Please confirm: ICCBBA would like to have additional information, such as 
size, be encoded in the UDI bar code, but this additional information would 
not be in the easily readable plain -text of the UDI. 

Yes, this is correct. Such information would be elsewhere on the label. 

Please see 21 CFR 801.40(a). The UDI must be presented in easily readable 
plain -text and AIDC. The other information in the UDI bar code would only 
be eye -readable on the device label, separate from the human readable UDI 

Text Body associated with the UDI bar code ? 

Yes, this is correct. 

The Unique Device Identification System does not prohibit the use of 
additional bar codes on the device label. 

https://na16.salesforce.com/500j0000000wCkL/p?retURL=/500j0000000wCkL?srPos=0&srKp=500[2/4/2014 5:11:41 PM] 

https://na16.salesforce.com/500j0000000wCkL/p?retURL=/500j0000000wCkL?srPos=0&srKp=500[2/4/2014
mailto:pat.distler@iccbba.org
mailto:mailto:noreply@salesforce.com
mailto:noreply@salesforce.com
mailto:pat.distler@iccbba.org
http:salesforce.com


 

 

 

 

 

 

 

Case: 0114-00016606 ~ salesforce.com - Unlimited Edition 

Thank you for your submission. If you have further questions regarding this
 
response, please DIRECTLY REPLY to this email. If you have other questions,
 
please contact the FDA UDI Help Desk here:
 
<http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceI
 
dentification/ucm368904.htm>
 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceId
 
entification/ucm368904.htm.
 

Sincerely yours, 

FDA UDI Help Desk Team 

============= 

Patricia Distler 

information in "PI bar code" 

May information that is not part of a PI (e.g., additional identifiers) be
 
in the same bar code as PI information? That is, can the bar code that
 
carries the PI elements (expiration date and DIN, for example) also have
 
information about the size of the item, additional identifiers, etc.?
 

ref:_00Dd0fegA._500j0wCkL:ref 

FDA UDI Help Desk Case 0114-00016606 
Message Date 1/29/2014 5:16 PM 

Has Attachment 

Email Address pat.distler@iccbba.org 
Status Sent 

Subject FDA UDI Help Desk Case 0114-00016606
 

Dear Patricia Distler,
 

Thank you for your interest in UDI. Your FDA UDI Help Desk case# 0114-00016606 has been reviewed by the FDA UDI 
Help Desk Team. 

Please confirm: ICCBBA would like to have additional information, such as size, be encoded in the UDI bar code, but 
this additional information would not be in the easily readable plain -text of the UDI. Please see 21 CFR 801.40(a). The 
UDI must be presented in easily readable plain -text and AIDC. The other information in the UDI bar code would only 
be eye -readable on the device label, separate from the human readable UDI associated with the UDI bar code ? 

The Unique Device Identification System does not prohibit the use of additional bar codes on the device label. 

Thank you for your submission. If you have further questions regarding this response, please DIRECTLY REPLY to 
this email. If you have other questions, please contact the FDA UDI Help Desk here: 

Text Body http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/ucm368904.htm. 

https://na16.salesforce.com/500j0000000wCkL/p?retURL=/500j0000000wCkL?srPos=0&srKp=500[2/4/2014 5:11:41 PM] 

https://na16.salesforce.com/500j0000000wCkL/p?retURL=/500j0000000wCkL?srPos=0&srKp=500[2/4/2014
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/ucm368904.htm
mailto:pat.distler@iccbba.org
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceId
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceI
http:salesforce.com


 
 

 

 
 

 

 

Case: 0114-00016606 ~ salesforce.com - Unlimited Edition 

Sincerely yours,
 
FDA UDI Help Desk Team
 

============= 

Patricia Distler 
information in "PI bar code" 
May information that is not part of a PI (e.g., additional identifiers) be in the same bar code as PI information? That 
is, can the bar code that carries the PI elements (expiration date and DIN, for example) also have information about 
the size of the item, additional identifiers, etc.? 

ref:_00Dd0fegA._500j0wCkL:ref 

RE: FDA UDI Help Desk Case 0114-00016606 
Message Date 1/29/2014 4:52 PM 

Has Attachment 

Email Address pat.distler@iccbba.org 
Status Replied 

Subject RE: FDA UDI Help Desk Case 0114-00016606
 

Dear UDI Help Desk Team,
 

It would be our intent that the UDI eye readable information be shown in a
 
separate area (as on the label example below) from other eye readable
 
information. The human readable would remain as the 79 characters.
 

The other information in the 2D bar code would be characteristics of the
 
device, not PIs.
 

We are trying to accommodate a tissue bank's desire to have additional
 
information bar coded, and at the same time, avoid having two bar codes on
 
the label. We accept this may not be possible within the regulatory
 
framework. We do not want this issue to delay our becoming an accredited
 
issuing agency and would appreciate any guidance you could provide in
 
meeting the regulatory requirements.
 

Pat 

Pat Distler 

Technical Director 

ICCBBA 

Phone: 1.909.793.6516 

pat.distler@iccbba.org 

https://na16.salesforce.com/500j0000000wCkL/p?retURL=/500j0000000wCkL?srPos=0&srKp=500[2/4/2014 5:11:41 PM] 

https://na16.salesforce.com/500j0000000wCkL/p?retURL=/500j0000000wCkL?srPos=0&srKp=500[2/4/2014
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Case: 0114-00016606 ~ salesforce.com - Unlimited Edition 

-----Original Message----
From: noreply@salesforce.com [mailto:noreply@salesforce.com] On Behalf Of 
GUDID Support 
Sent: Wednesday, January 29, 2014 9:19 AM 
To: pat.distler@iccbba.org 
Subject: FDA UDI Help Desk Case 0114-00016606 

Text Body 

Dear Patricia Distler, 

Thank you for your interest in UDI. Your FDA UDI Help Desk case# 
0114-00016606 has been reviewed by the FDA UDI Help Desk Team. 

Would the additional information be printed within the eye -readable text of 
the UDI or with the additional information only be encoded in the bar code ? 
We see that the human readable bar code field size is currently 79 
characters and want to know if this length is anticipated to increase. 

Additionally, would the additional information be production identifiers? 
Or are they more like characteristics of the device? 

Thank you for your submission. If you have further questions regarding this 
response, please DIRECTLY REPLY to this email. If you have other questions, 
please contact the FDA UDI Help Desk here: 
<http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceI 
dentification/ucm368904.htm> 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceId 
entification/ucm368904.htm. 

Sincerely yours, 

FDA UDI Help Desk Team 

============= 

https://na16.salesforce.com/500j0000000wCkL/p?retURL=/500j0000000wCkL?srPos=0&srKp=500[2/4/2014 5:11:41 PM] 

https://na16.salesforce.com/500j0000000wCkL/p?retURL=/500j0000000wCkL?srPos=0&srKp=500[2/4/2014
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceId
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceI
mailto:pat.distler@iccbba.org
mailto:mailto:noreply@salesforce.com
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Case: 0114-00016606 ~ salesforce.com - Unlimited Edition 

Patricia Distler 

information in "PI bar code" 

May information that is not part of a PI (e.g., additional identifiers) be
 
in the same bar code as PI information? That is, can the bar code that
 
carries the PI elements (expiration date and DIN, for example) also have
 
information about the size of the item, additional identifiers, etc.?
 

ref:_00Dd0fegA._500j0wCkL:ref 

FDA UDI Help Desk Case 0114-00016606 
Message Date 1/29/2014 12:19 PM 

Has Attachment 

Email Address pat.distler@iccbba.org 
Status Sent 

Subject FDA UDI Help Desk Case 0114-00016606
 

Dear Patricia Distler,
 

Thank you for your interest in UDI. Your FDA UDI Help Desk case# 0114-00016606 has been reviewed by the FDA UDI 
Help Desk Team. 

Would the additional information be printed within the eye -readable text of the UDI or with the additional information 
only be encoded in the bar code ? We see that the human readable bar code field size is currently 79 characters and 
want to know if this length is anticipated to increase. 

Additionally, would the additional information be production identifiers? Or are they more like characteristics of the 
device? 

Thank you for your submission. If you have further questions regarding this response, please DIRECTLY REPLY to 
this email. If you have other questions, please contact the FDA UDI Help Desk here: 

Text Body http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/ucm368904.htm. 

Sincerely yours,
 
FDA UDI Help Desk Team
 

============= 

Patricia Distler 
information in "PI bar code" 
May information that is not part of a PI (e.g., additional identifiers) be in the same bar code as PI information? That 
is, can the bar code that carries the PI elements (expiration date and DIN, for example) also have information about 
the size of the item, additional identifiers, etc.? 

ref:_00Dd0fegA._500j0wCkL:ref 

RE: FDA UDI Help Desk Case 0114-00016606 
Message Date 1/23/2014 9:37 AM 

Has Attachment 

Email Address pat.distler@iccbba.org 
Status Replied 

Subject RE: FDA UDI Help Desk Case 0114-00016606 

https://na16.salesforce.com/500j0000000wCkL/p?retURL=/500j0000000wCkL?srPos=0&srKp=500[2/4/2014 5:11:41 PM] 

https://na16.salesforce.com/500j0000000wCkL/p?retURL=/500j0000000wCkL?srPos=0&srKp=500[2/4/2014
mailto:pat.distler@iccbba.org
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/ucm368904.htm
mailto:pat.distler@iccbba.org
http:salesforce.com


 

 

 

Case: 0114-00016606 ~ salesforce.com - Unlimited Edition 

Dear FDA Help Desk Staff, 

I thought that, in addition to my explanation below, an illustration of a 
possible label might be helpful. In the example below, the bar code 
includes this information: 
=+05000=A9997XYZ100T0944=,000012=A999912345600=>160031&$02010002000500010003 
000500 

This piece of the information &$02010002000500010003000500 indicates the 
product is 5 cm x 5 cm. The text, however, makes it clear that it is not a 
part of the UDI. 

Pat 

From: Pat Distler [mailto:pat.distler@iccbba.org]
 
Sent: Wednesday, January 22, 2014 10:16 AM
 
To: 'GUDID Support'
 
Subject: RE: FDA UDI Help Desk Case 0114-00016606
 

Dear FDA Help Desk Team:
 

ISBT 128 has multiple other data structures such as Dimensions, Infectious
 
Markers, internal Identifiers, etc., that tissue banks may want to encode.
 
The dimensions data structure allows facilities to describe the exact size
 
of a tissue (e.g., length and width of a demineralized bone strip);
 
Infectious Markers allows facilities to provide test results on a donor; the
 
Supplementary Identification Number allows an internal tracking number.
 

This additional encoded information is not intended to be used for unique
 
identification of the product between organizations for purposes of
 
traceability.
 

Our rules will support that the UDI is used for all traceability purposes.
 

Pat Distler
 

Technical Director
 
ICCBBA
 

https://na16.salesforce.com/500j0000000wCkL/p?retURL=/500j0000000wCkL?srPos=0&srKp=500[2/4/2014 5:11:41 PM] 

https://na16.salesforce.com/500j0000000wCkL/p?retURL=/500j0000000wCkL?srPos=0&srKp=500[2/4/2014
mailto:mailto:pat.distler@iccbba.org
http:salesforce.com


 

 

 

 

Case: 0114-00016606 ~ salesforce.com - Unlimited Edition 

-----Original Message----
Text Body From: noreply@salesforce.com <mailto:noreply@salesforce.com> 

[mailto:noreply@salesforce.com] On Behalf Of GUDID Support 
Sent: Friday, January 17, 2014 9:15 AM 
To: pat.distler@iccbba.org <mailto:pat.distler@iccbba.org> 
Subject: FDA UDI Help Desk Case 0114-00016606 

Dear Patricia Distler, 

Thank you for your interest in UDI. Your FDA UDI Help Desk case# 
0114-00016606 has been reviewed by the FDA UDI Help Desk Team. 

The content of the human readable UDI should be restricted to only the DI 
and PIs that have been approved by FDA. The application submitted by an 
issuing agency for FDA accreditation must contain all information regarding 
the content of the human readable UDI and the UDI contained in the AIDC, 
including the data delimiters for the DI and all PIs that are included in 
the UDI. 

Please describe the information that is not part of a UDI that you would 
like to encode in the AIDC. How would this additional information be used ? 

Thank you for your submission. If you have further questions regarding this 
response, please DIRECTLY REPLY to this email. If you have other questions, 
please contact the FDA UDI Help Desk here: 
<http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceI 
dentification/ucm368904.htm> 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceId 
entification/ucm368904.htm. 

Sincerely yours, 

FDA UDI Help Desk Team 

============= 

Patricia Distler
 

information in "PI bar code"
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Case: 0114-00016606 ~ salesforce.com - Unlimited Edition 

May information that is not part of a PI (e.g., additional identifiers) be 
in the same bar code as PI information? That is, can the bar code that 
carries the PI elements (expiration date and DIN, for example) also have 
information about the size of the item, additional identifiers, etc.? 

ref:_00Dd0fegA._500j0wCkL:ref 

RE: FDA UDI Help Desk Case 0114-00016606 
Message Date 1/22/2014 1:15 PM 

Has Attachment 

Email Address pat.distler@iccbba.org 
Status Read 

Subject RE: FDA UDI Help Desk Case 0114-00016606
 

Dear FDA Help Desk Team:
 

ISBT 128 has multiple other data structures such as Dimensions, Infectious
 
Markers, internal Identifiers, etc., that tissue banks may want to encode.
 
The dimensions data structure allows facilities to describe the exact size
 
of a tissue (e.g., length and width of a demineralized bone strip);
 
Infectious Markers allows facilities to provide test results on a donor; the
 
Supplementary Identification Number allows an internal tracking number.
 

This additional encoded information is not intended to be used for unique
 
identification of the product between organizations for purposes of
 
traceability.
 

Our rules will support that the UDI is used for all traceability purposes.
 

Pat Distler
 

Technical Director
 
ICCBBA
 

-----Original Message----
From: noreply@salesforce.com [mailto:noreply@salesforce.com] On Behalf Of 
GUDID Support 
Sent: Friday, January 17, 2014 9:15 AM 
To: pat.distler@iccbba.org 
Subject: FDA UDI Help Desk Case 0114-00016606 

Dear Patricia Distler, 
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Case: 0114-00016606 ~ salesforce.com - Unlimited Edition 

Thank you for your interest in UDI. Your FDA UDI Help Desk case# 
0114-00016606 has been reviewed by the FDA UDI Help Desk Team. 

Text Body 

The content of the human readable UDI should be restricted to only the DI 
and PIs that have been approved by FDA. The application submitted by an 
issuing agency for FDA accreditation must contain all information regarding 
the content of the human readable UDI and the UDI contained in the AIDC, 
including the data delimiters for the DI and all PIs that are included in 
the UDI. 

Please describe the information that is not part of a UDI that you would 
like to encode in the AIDC. How would this additional information be used ? 

Thank you for your submission. If you have further questions regarding this 
response, please DIRECTLY REPLY to this email. If you have other questions, 
please contact the FDA UDI Help Desk here: 
<http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceI 
dentification/ucm368904.htm> 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceId 
entification/ucm368904.htm. 

Sincerely yours, 

FDA UDI Help Desk Team 

============= 

Patricia Distler 

information in "PI bar code" 

May information that is not part of a PI (e.g., additional identifiers) be 
in the same bar code as PI information? That is, can the bar code that 
carries the PI elements (expiration date and DIN, for example) also have 
information about the size of the item, additional identifiers, etc.? 

ref:_00Dd0fegA._500j0wCkL:ref 

FDA UDI Help Desk Case 0114-00016606 
Message Date 1/17/2014 12:15 PM 

Has Attachment 

Email Address pat.distler@iccbba.org 
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Case: 0114-00016606 ~ salesforce.com - Unlimited Edition 

Status Sent 
Subject FDA UDI Help Desk Case 0114-00016606 

Dear Patricia Distler, 

Thank you for your interest in UDI. Your FDA UDI Help Desk case# 0114-00016606 has been reviewed by the FDA UDI 
Help Desk Team. 

The content of the human readable UDI should be restricted to only the DI and PIs that have been approved by FDA. 
The application submitted by an issuing agency for FDA accreditation must contain all information regarding the 
content of the human readable UDI and the UDI contained in the AIDC, including the data delimiters for the DI and all 
PIs that are included in the UDI. 

Please describe the information that is not part of a UDI that you would like to encode in the AIDC. How would this 
additional information be used ? 

Thank you for your submission. If you have further questions regarding this response, please DIRECTLY REPLY to 
Text Body this email. If you have other questions, please contact the FDA UDI Help Desk here: 

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/ucm368904.htm. 

Sincerely yours,
 
FDA UDI Help Desk Team
 

============= 

Patricia Distler 
information in "PI bar code" 
May information that is not part of a PI (e.g., additional identifiers) be in the same bar code as PI information? That 
is, can the bar code that carries the PI elements (expiration date and DIN, for example) also have information about 
the size of the item, additional identifiers, etc.? 

ref:_00Dd0fegA._500j0wCkL:ref 

FDA UDI Help Desk Case# 0114-00016606 
Message Date 1/14/2014 11:28 AM 

Has Attachment 

Email Address pat.distler@iccbba.org 
Status Replied 

Subject FDA UDI Help Desk Case# 0114-00016606
 

Dear Pat Distler,
 

Thank you for contacting the FDA UDI Help Desk.
 
A FDA UDI Help Desk Analyst will respond to you as soon as possible.
 

Sincerely yours,
 
FDA UDI Help Desk Team
 

Text Body ============= 

Pat Distler 
information in "PI bar code" 
May information that is not part of a PI (e.g., additional identifiers) be in the same bar code as PI information? That 
is, can the bar code that carries the PI elements (expiration date and DIN, for example) also have information about 
the size of the item, additional identifiers, etc.? 

ref:_00Dd0fegA._500j0wCkL:ref 

Activity History 
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Case: 0114-00016606 ~ salesforce.com - Unlimited Edition 

Email: FDA UDI Help Desk Case 0114-00016606 
Name Patricia Distler 

Task
 

Due Date
 1/30/2014 
Assigned To Erin Fields 

Last Modified Date/Time 1/30/2014 8:40 AM
 

Additional To: pat.distler@iccbba.org
 
CC:
 
BCC: erin.fields@fda.hhs.gov
 
Attachment:
 

Subject: FDA UDI Help Desk Case 0114-00016606
 
Body:
 
Dear Patricia Distler,
 

Thank you for your interest in UDI. Your FDA UDI Help Desk case# 0114-00016606 has been reviewed by the 
FDA UDI Help Desk Team. Thank you for confirming this information. 

Thank you for your submission. If you have further questions regarding this response, please DIRECTLY 
REPLY to this email. If you have other questions, please contact the FDA UDI Help Desk here: 

Comments http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/ucm368904.htm. 

Sincerely yours,
 
FDA UDI Help Desk Team
 

=============
 

Patricia Distler
 
information in "PI bar code"
 
May information that is not part of a PI (e.g., additional identifiers) be in the same bar code as PI information?
 
That is, can the bar code that carries the PI elements (expiration date and DIN, for example) also have
 
information about the size of the item, additional identifiers, etc.?
 

ref:_00Dd0fegA._500j0wCkL:ref
 

Email: FDA UDI Help Desk Case 0114-00016606 
Name Patricia Distler 

Task 

Due Date 1/29/2014 
Assigned To Erin Fields 

Last Modified Date/Time 1/29/2014 5:16 PM
 

Additional To: pat.distler@iccbba.org
 
CC:
 
BCC: erin.fields@fda.hhs.gov
 
Attachment:
 

Subject: FDA UDI Help Desk Case 0114-00016606
 
Body:
 
Dear Patricia Distler,
 

Thank you for your interest in UDI. Your FDA UDI Help Desk case# 0114-00016606 has been reviewed by the 
FDA UDI Help Desk Team. 

Please confirm: ICCBBA would like to have additional information, such as size, be encoded in the UDI bar 
code, but this additional information would not be in the easily readable plain -text of the UDI. Please see 21 
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Case: 0114-00016606 ~ salesforce.com - Unlimited Edition 

CFR 801.40(a). The UDI must be presented in easily readable plain -text and AIDC. The other information in the 
UDI bar code would only be eye -readable on the device label, separate from the human readable UDI 
associated with the UDI bar code ? 

Comments The Unique Device Identification System does not prohibit the use of additional bar codes on the device label. 

Thank you for your submission. If you have further questions regarding this response, please DIRECTLY 
REPLY to this email. If you have other questions, please contact the FDA UDI Help Desk here: 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/ucm368904.htm. 

Sincerely yours,
 
FDA UDI Help Desk Team
 

=============
 

Patricia Distler
 
information in "PI bar code"
 
May information that is not part of a PI (e.g., additional identifiers) be in the same bar code as PI information?
 
That is, can the bar code that carries the PI elements (expiration date and DIN, for example) also have
 
information about the size of the item, additional identifiers, etc.?
 

ref:_00Dd0fegA._500j0wCkL:ref
 

Email: FDA UDI Help Desk Case 0114-00016606 
Name Patricia Distler 

Task
 

Due Date
 1/29/2014 
Assigned To Erin Fields 

Last Modified Date/Time 1/29/2014 12:19 PM
 

Additional To: pat.distler@iccbba.org
 
CC:
 
BCC: erin.fields@fda.hhs.gov
 
Attachment:
 

Subject: FDA UDI Help Desk Case 0114-00016606
 
Body:
 
Dear Patricia Distler,
 

Thank you for your interest in UDI. Your FDA UDI Help Desk case# 0114-00016606 has been reviewed by the 
FDA UDI Help Desk Team. 

Would the additional information be printed within the eye -readable text of the UDI or with the additional 
information only be encoded in the bar code ? We see that the human readable bar code field size is currently 
79 characters and want to know if this length is anticipated to increase. 

Additionally, would the additional information be production identifiers? Or are they more like characteristics 
of the device? 

Comments 

Thank you for your submission. If you have further questions regarding this response, please DIRECTLY 
REPLY to this email. If you have other questions, please contact the FDA UDI Help Desk here: 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/ucm368904.htm. 

Sincerely yours,
 
FDA UDI Help Desk Team
 

============= 
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Case: 0114-00016606 ~ salesforce.com - Unlimited Edition 

Patricia Distler
 
information in "PI bar code"
 
May information that is not part of a PI (e.g., additional identifiers) be in the same bar code as PI information?
 
That is, can the bar code that carries the PI elements (expiration date and DIN, for example) also have
 
information about the size of the item, additional identifiers, etc.?
 

ref:_00Dd0fegA._500j0wCkL:ref
 

Email: FDA UDI Help Desk Case 0114-00016606 
Name Patricia Distler 

Task
 

Due Date
 1/17/2014 
Assigned To Erin Fields 

Last Modified Date/Time 1/17/2014 12:15 PM
 

Additional To: pat.distler@iccbba.org
 
CC:
 
BCC: erin.fields@fda.hhs.gov
 
Attachment:
 

Subject: FDA UDI Help Desk Case 0114-00016606
 
Body:
 
Dear Patricia Distler,
 

Thank you for your interest in UDI. Your FDA UDI Help Desk case# 0114-00016606 has been reviewed by the 
FDA UDI Help Desk Team. 

The content of the human readable UDI should be restricted to only the DI and PIs that have been approved by 
FDA. The application submitted by an issuing agency for FDA accreditation must contain all information 
regarding the content of the human readable UDI and the UDI contained in the AIDC, including the data 
delimiters for the DI and all PIs that are included in the UDI. 

Please describe the information that is not part of a UDI that you would like to encode in the AIDC. How would 
this additional information be used ? Comments 

Thank you for your submission. If you have further questions regarding this response, please DIRECTLY 
REPLY to this email. If you have other questions, please contact the FDA UDI Help Desk here: 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/ucm368904.htm. 

Sincerely yours,
 
FDA UDI Help Desk Team
 

=============
 

Patricia Distler
 
information in "PI bar code"
 
May information that is not part of a PI (e.g., additional identifiers) be in the same bar code as PI information?
 
That is, can the bar code that carries the PI elements (expiration date and DIN, for example) also have
 
information about the size of the item, additional identifiers, etc.?
 

ref:_00Dd0fegA._500j0wCkL:ref
 

Email: FDA UDI Help Desk Case# 0114-00016606 
Name Patricia Distler 

Task 

Due Date 1/14/2014 
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1.	 Explicitly state whether or not ICCBBA is a private organization. 

ICCBBA is a non-stock corporation organized and operated exclusively for charitable, scientific and educational purposes within the 
meaning of the Section 501(c)(3) of the Internal Revenue Code of 1986, as amended. We believe this meets the definition of a ‘private 
organization’ as specified in the final rule. 

2.	 State whether ICCBBA's UDIs conform to each of the following international standards: ISO/IEC 15459-2:2006(E); ISO/IEC 1549-4:2008; 
ISO/IEC 1549-6:2007.  Please also provide us with ICCBBA's Issuing Agency Code. 

ICCBBA’s policies for issuing unique identifiers conform to ISO/IEC 15459-2:2006(E); ISO/IEC 1549-4:2008; ISO/IEC 1549-6:2007.
 
ICCBBA’s issuing agency code is LI.
 

3.	 State whether ICCBBA uses only characters and numbers from the invariant character set of ISO/IEC 646. 

ICCBBA uses only characters and numbers from the invariant character set of ISO/IEC 646. 

4.	 State whether any fee waivers or reductions are available.  If fee waivers or reductions are available, please describe. 

ICCBBA charges a one-time fee to register and obtain a facility identification number and an annual fee for use of its data structures 
within bar codes on labeled products and access to its databases. The fees are reduced in countries classified as low (67% reduction) or 
medium (33% reduction) Human Development Index as defined by the United Nations. This would not apply to facilities within the US. 

Fees for access to the database are waived for government regulators (e.g., FDA), governmental and other organizations with an interest 
in vigilance and surveillance (e.g., CDC and WHO), and professional societies involved in accreditation (e.g., AATB, AABB, and FACT). 

5.	 With the addition of MPHO Supplemental Identification Number and MPHO Supplemental Lot Number, please describe any changes to 
the UDI. 



     
   

  

      
      

  
 

    
       

 

    
       

     

  
  

      

   
         

     
      

   

  

       
 

 

a.	 Could a UDI have both a DIN and MPHO Supplemental Lot Number?  Previously, for HCT/Ps, the Lot/Batch Number flag was to 
be checked in GUDID if the UDI contained a DIN, but with the addition of the MPHO Supplemental Lot Number an additional 
checkbox may be needed in GUDID. 

A UDI could have both a DIN and a Lot Number. The DIN is essential to trace back to a donor.  Some, but not all, tissue banks 
have an additional lot number. For some, this lot number identifies a sterilization batch. Because an HCT/P could be recalled 
based on a donor-related problem (utilizing the DIN) or a sterilization batch (based on the lot number), there is a need for both 
identifiers. 

We agree that there needs to be an additional checkbox in the GUDID to accommodate the DIN.  Our thoughts on this were 
submitted in our comments to the GUDID guidance document. We believe that the DIN is a separate PI and should be treated as 
such. 

b.	 Please explain the statement "If an additional identification number (e.g., supplemental serial number) exists, it may be encoded 
as part of the ISBT 128 data (not a PI) using Data Structure 036, MPHO Supplemental Identification Number."  Would the MPHO 
Supplemental Identification Number never be a PI in the UDI, but could be included in the UDI? 

The Divisions Data Structure is the serial number for ISBT 128.  This number is essential for traceability.  It uniquely identifies a 
product when both the DIN and the Product Description Code (the Product Description Code is contained within the DI) are the 
same (e.g., two containers of Demineralized Bone Matrix from the same donor). 

Within some tissue bank computer systems there is a need for a serial number in addition to DIN, Product Description Code, and 
Product Divisions Code. This is an internal control mechanism where each and every product is given a distinct identifier. 

There cannot be two serial numbers in the UDI, and this additional serial number is not essential for traceability if the DI is 
present along with a DIN and Divisions Code (serial number) within the PI.  Therefore, while we want to accommodate it within 
ISBT 128, it cannot be part of the PI.  

We have reworded our guidance document (attached) to clarify this. 

c.	 What will be the maximum length of an ICCBBA issued UDI? 79 human readable characters or 67 database characters, per the 
table below. 



 
 

  

 

 

      

      

      

      

      

       

       

 
 

  

 

Issuing Agency Identifying 
Symbol 

Identifier Data Type Human 
Readable 
Barcode Field 
Size 

Database Field Size 

ICCBBA =/ DI Alphanumeric 18 16 

ICCBBA =, Serial Number Alphanumeric 8 6 

ICCBBA = Donation Identification Number Alphanumeric 16 15 

ICCBBA => Expiration Date Numeric [YYYJJJ) 8 6 

ICCBBA =} Manufacturing Date Numeric (YYYJJJ) 8 6 

ICCBBA &,1 MPHO Lot Number Alphanumeric 21 18 

ICCBBA Base UDI for HCT/Ps Alphanumeric 79 67 

Ex of Human Readable Barcode: 
=/A9999XYZ100T0944=,000025=A99971312345600=>014032=}013032&,1000000000000XYZ123 
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Dear ______, 
 
Thank you for registering with ICCBBA. Please find attached your welcoming packet. You can 
also find the following publications by going to the provided links: 
 
ISBT128 Standard Technical Specification: http://www.iccbba.org/tech-library/iccbba-
documents/standards-documents 
 
Standard Terminology for Blood, Cellular Therapy, and Tissue Product Descriptions: 
http://www.iccbba.org/tech-library/iccbba-documents/standards-documents  
 
Guidance Documents: http://www.iccbba.org/tech-library/iccbba-documents/guidance-documents  
 
Introductory Booklets: http://www.iccbba.org/isbt-128-basics/basic-educational-
materials/introductory-booklets2/introductory-booklets  


 
 
Please feel free to contact me should you have any questions or concerns. Thank you 
 
 
Best Regards, 
 
Gabriela Hernandez, 
Administrative Assistant 
ICCBBA 
PO BOX 11309 
San Bernardino CA 92423-1309 
phone: 909-793-6516 ext. 14  
fax: 909-793-6214 
 
 








Please fax to 909-793-6214, email to annualreturn@iccbba.org  or mail to: 
P.O. Box 11309,  


San Bernardino, CA 92423-1309, USA 
FM-058 v6  Page 1 of 4 
 


 
 


  
Facility Annual Return - US 


Please see instructions on reverse side of form. 
Please ensure that all RELEVANT information is included 


MUST BE SUBMITTED NO LATER THAN JUNE 1ST  
Activity 
Provide figures on activity in your facility for your last complete fiscal year (include all sites and 
provide one aggregate number) 
 
* ISBT 128 Facility Identification Number: _______________ 
 
Blood Facilities Number 


Whole Blood units collected-(excludes cord blood)  


Apheresis donation procedures performed (excludes cellular therapy collections)  


Blood product pools prepared  


 
Cellular Therapy 
(e.g., apheresis, marrow, cord blood, adipose) 


Number 


Cellular Therapy collections  


Cellular Therapy products processed  


 
Tissue Number 
Tissue Final Labeled Products 
 


 Please check if your facility only distributes tissue. 
(i.e., Does not collect, recover, process)    


(Note: for tissues collected with intent of being processed into cellular therapy 
product please fill out cellular therapy collections.) 


 


 
HCT/P Medical Devices Number 


HCT/P Medical Devices  


 
Plasma Fractionators Number 


Units collected and labeled with ISBT 128  


Products distributed labeled with ISBT 128  


 
 


Please update contact information on pages 3-4 
 
 







Please fax to 909-793-6214, email to annualreturn@iccbba.org  or mail to: 
P.O. Box 11309,  


San Bernardino, CA 92423-1309, USA 
FM-058 v6  Page 2 of 4 
 


 
 


 
Facility Annual Return 


Instructions for Completion 
 


1. Determine which pages you need to complete. 
1.1 If you are a single facility, and do not have more than one Facility Identification 


Number (FIN), complete page 1 and 3 of this form only. 
1.2  If you are registered as a corporation that requested multiple FINs under a single 


registration, complete pages 1 and 3 of this form and an ASSOCIATED 
FACILITY ANNUAL RETURN (page 4) for EACH facility that has an assigned 
FIN. 
 
For example, Large University Medical Center (FIN is A9990) has three 
associated facilities under a single ICCBBA registration:  Large University 
Medical Center - Bedford (A9991), Large University Medical Center - Centerville 
(A9992) and Large University Medical Center – Springfield (A9993).  This 
organization should complete the Facility Annual Return (reverse side) for Large 
University Medical Center (A9990) and an ASSOCIATED FACILITY ANNUAL 
RETURN for each of the three other hospitals (Bedford, Centerville and 
Springfield). 
 


2. In the Activity Box, enter aggregate numbers for all facilities associated with this 
registration. 


 
For example, using the facilities described above, Large University Medical Center 
collects 23,000 units of whole blood each year.  Bedford collects 6,000; Centerville 4,000; 
and Springfield 2,000.   For Whole Blood Units Collected, enter the total for the 4 
hospitals (35,000). 


 
3. Complete demographic information. 


 
4. For all additional Facility Identification Numbers (FINs) associated with this registration, 


complete an Associated Facility Annual Return (page 4). 


 
 
 
 
 
 
 
 
 
 
 
 


 







Please fax to 909-793-6214, email to annualreturn@iccbba.org  or mail to: 
P.O. Box 11309,  


San Bernardino, CA 92423-1309, USA 
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PLEASE PRINT 
 


ALL FACILITIES MUST COMPLETE THIS PAGE.  
*Please note that if your facility is registered and/or licensed with the FDA, the name and 
location of your facility should match what appears on your FDA registration or license. 


 
 
 
ISBT 128 Facility Identification Number (FIN):_______________________________________ 
 
Facility Name (EXACTLY as it should appear in our database):  
 
_____________________________________________________________________________ 
 
Primary Contact Name: ____________________________ Job Title: ____________________ 
 
Secondary Contact Name: __________________________ Job Title: ___________________ 
 
Facility Address: ______________________________________________________________ 
 
City: _____________________ State/Province: ____________ Postal Code: ______________  
 
Country: _____________________________________________________________________ 
 
Billing/Mailing Address: ________________________________________________________ 
 
City: _____________________ State/Province: ____________ Postal Code: _____________  
 
Country: _____________________________________________________________________ 
 
E-mail Address (Required for both contacts):_______________________________________ 
 
Phone Number: _______________________________________________________________ 
 
Fax Number: _________________________________________________________________ 
 
Web Address: ________________________________________________________________ 
 
Signature: _______________________________________Date: _________________  
 
Other ISBT 128 Facility Identification Numbers (FINs) linked to this registration:  
 
_____________________________________________________________________________ 
 


 
*Please check box below if you would like to receive email communication from ICCBBA 
 


 Yes, I would like to receive email communication from ICCBBA regarding important 
information about ISBT 128 


 
 
 
 







Please fax to 909-793-6214, email to annualreturn@iccbba.org  or mail to: 
P.O. Box 11309,  


San Bernardino, CA 92423-1309, USA 
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Associated Facility Annual Return 
*(For additional FINs linked to main facility) 


Please ensure that all RELEVANT information is included 
Please photo copy as needed for additional facilities. 


 
PLEASE PRINT 


 
*Please note that if your facility is registered and/or licensed with the FDA, 
the name and location of your facility should match what appears on your 


FDA registration or license. 
 
 


 
ISBT 128 Facility Identification Number (FIN): ______________________________________ 
 
Facility Name (EXACTLY as it should appear in our database):  
 
_____________________________________________________________________________ 
 
Primary Contact Name: ____________________________ Job Title: ____________________ 
 
Secondary Contact Name: __________________________ Job Title: ___________________ 
 
Facility Address: ______________________________________________________________ 
 
City: ________________ State/Province: _____________ Postal Code: __________________ 
 
Billing/Mailing Address: ________________________________________________________ 
 
City: _____________________ State/Province: ____________ Postal Code: _____________  
 
Country: _____________________________________________________________________ 
 
Country: _____________________________________________________________________ 
 
E-mail Address (Required for both contacts): ______________________________________ 
 
Phone Number: _______________________________________________________________ 
 
Fax Number: __________________________________________________________________ 
 
Web Address: _________________________________________________________________ 
 
 
Signature: _______________________________________ Date: __________ 
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ICCBBA 


 
 


APPLICATION FOR VENDOR REGISTRATION 
 
 
 Complete each section in print or type 
 Please submit completed form to ICCBBA, P.O. Box 11309, San Bernardino, CA 92423-1309 


USA 
 
 
If you need assistance with completing this form please contact our staff: 
 E-mail: gabriela.hernandez@iccbba.org  
 Fax: +1 909 793 6214 
 Telephone: +1 909 793 6516 
 
PART A: 
 
 
Full, legal name of firm registering: 
 
 
 
 
 
 
 
Contact person (business) to whom business mailings (e.g., invoices) should be sent: 
 


Last name: First name: 


Job Title: E-mail: 


 
 
 
 
1. Contact person (technical) if different from the above contact.  This would be the person who 


needs technical updates (e.g., ISBT 128 specification and database information) 
 


Last name: First name: 


Job Title: E-mail: 


 
 
 
 
2.  Contact person (marketing) if different from the above contacts.  This would be the person from 


your company who would provide ICCBBA with your company information for posting on  the 
ICCBBA Website  
 


Last name: First name: 


Job Title: E-mail: 
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Legal business address of firm: 
 


Address: 


City: State/Province: 


Country: Postal code: 


 
 
Telephone and fax number: 
 


Country code: Tel: Fax: 


 
 
Corporate website address (URL of the vendor name on the ICCBBA site should link to): 
 
 
 
 
Billing address: 
 


Department: 


Address: 


City: State/Province: 


Country: Postal code: 


 
 
 
3. (Software Vendors ONLY) 


Please indicate the number of customers you will supply 
ISBT 128 compliant software to in the current year: 
 
 


 1 
 
 2 to 9 
 
 10 to 25 
  
 25 or more 
 
 
4. (Label Vendors ONLY) 
 Please indicate the number of preprinted labels you supply per year 
 
 
 0 to 1,000,000 
 
 1,000,000 or more 
 
 
5.  Vendor Combined (Software and Other) 


*Applies to all vendors that have both software (10 or more customers) and other products that 
use ISBT 128 
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6. Signature of authorized person: 


I request registration of the above named firm by ICCBBA. I understand that an annual license fee  
as indicated below (payable when invoiced) will be required to establish and maintain this 
registration. 
 


 
 __________________________________________ _____________ 
 
 Signature      Date 
 


 
 
Please complete and return this form together with the completed License Agreement. 


 
 


 


 
To help promote your company through the ICCBBA website and through ICCBBA licensed vendor 
listings, please indicate the continents in which you have offices located. 
 
 
 


LICENSE FEES as of 01 January 2014 


Software Vendors 
Annual License Fee: Based on number of customers software is provided to: single customer, fee is 
US$1,290; two to nine customers, fee is US$3,100; ten to twenty five customers, fee is US$5,850, twenty 
five or more customers, the fee is $ 6,500. 
 


Label Vendors 
Annual License Fee: Based on the number of preprinted labels per year:  
zero to one million, fee is US$3,100; one million or more, fee is US$5,850. 


Other Vendors  
Annual License Fee: US$5,850 
 


Vendor combined s/w and other 
Annual License Fee: US$6,500 
 


*License fees are charged by calendar year.  Vendors registering part way through a year are required to 
pay the full fee for that year. 
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VENDOR LICENSE AGREEMENT 
 
This Agreement is made and entered into as of (enter date here)____________________ ("Effective 
Date"), by and between 
 
_____________________________________________________, whose principal place of business is 
 
______________________________________________________________________ (“The Vendor”), 
 
 and ICCBBA, whose principal place of business is P.O. Box 11309, San Bernardino, CA  
92423-1309 USA ("ICCBBA"). 
 
 WHEREAS, The Vendor desires to utilize the ISBT 128 standard in order to read, store, interpret, 
transfer, print or otherwise manipulate ISBT 128 data structures;  
 
 WHEREAS, ICCBBA desires to provide The Vendor with access to certain electronic databases 
and documents related to ISBT 128, including ICCBBA's Facility Identification Database and Product 
Code Database; and 
 
 WHEREAS, The Vendor is willing to accept such documentation and access, and to limit use of 
such documentation and access, pursuant to the terms and conditions herein. 
 
 NOW, THEREFORE, based on the foregoing facts and in consideration of the mutual covenants 
and conditions contained in this Agreement, ICCBBA and The Vendor hereby agree as follows: 
 
1. Definitions. 


 
1.1. “Affiliate” means, with respect to each party, any corporation or other form of business 


organization, which directly or indirectly owns, controls, is controlled by, or is under common 
control with, such party.  An entity shall be regarded as being in control of another entity if the 
former entity has the direct or indirect power to order or cause the direction of the policies of the 
other entity through the ownership of more than fifty percent (50%) of the outstanding voting 
securities (or other comparable ownership interest for a business organization other than a 
corporation) of that entity. 


1.2. "ISBT 128" is an international information standard for transfusion and transplantation and the 
documentation and databases that define said standard, including without limitation any updates 
and extensions thereof.  ISBT 128 is owned by ICCBBA and is protected by copyright.  


1.3. “ICCBBA Web Site” means the Internet web site operated and maintained by ICCBBA located at 
www.iccbba.org, through which The Vendor shall have password controlled access to, among 
other things, ICCBBA’s electronic databases related to ISBT 128, including without limitation 
ICCBBA's Facility Identification Database and Product Code Database. 


1.4. “Initial Term” has the meaning ascribed in Section 6.1. 


1.5. “Renewal Term” has the meaning ascribed in Section 6.2. 


“Term” has the meaning ascribed in Section 6.2. 
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2. Services. 


2.1. Delivery of ISBT 128 documentation, updates and extensions.  ICCBBA shall (i) grant The 
Vendor access to documentation pertaining to ISBT 128, including without limitation all updates 
and extensions related to ISBT 128, as they become available through the ICCBBA Web Site; (ii) 
provide updates and extensions of ISBT 128 through the ICCBBA Web Site, and (iii) enable The 
Vendor to self-select a password (via the on-line request page) to gain access to the “Licensees 
Only” section of the ICCBBA Web Site. 


2.2. Corrections to ISBT 128.  ICCBBA shall use its best efforts to ensure that ISBT 128, including 
without limitation all data in any databases pertaining to ISBT 128, is complete, accurate and 
current.  ICCBBA shall immediately publish on the ICCBBA Web Site any corrections related to 
ISBT 128, including without limitation all corrections to inaccurate or incomplete data in any 
databases pertaining to ISBT 128, provided that data contained in the Facility Identification 
Database and Product Code Database can only be as accurate as the most recent information 
provided to ICCBBA. 


2.3. Maintenance of ICCBBA Web Site.  ICCBBA shall use its best efforts to ensure that the ICCBBA 
Web Site is active and accessible to The Vendor during normal business hours throughout the 
Term. 


2.4. Use of logos.  ICCBBA will include the Vendor on its list of licensed vendors and permit the 
Vendor to use ICCBBA licensed vendor and ISBT 128 supported logos in its promotional 
materials.   


2.5. Input to Standard Development.  ICCBBA will provide the Vendor with opportunity for technical 
input into the ISBT 128 Standard development process 


2.6. 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 Vendor. Under no circumstances shall ICCBBA’s liability exceed the current 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, except for the indemnity provided for in 
Section 8.2. 


3. Responsibility of the Vendor.  


3.1. Password Security.  The Vendor shall ensure that passwords to the ICCBBA Web Site are 
securely maintained and only made available to The Vendors employees.  The Vendor shall 
ensure that the password is changed when employees with password access leave The Vendors 
employment, or if the password is otherwise divulged outside of the Vendors control. 


3.2. Version Control.  The Vendor shall ensure that copies of ICCBBA documentation and databases 
made by The Vendor are controlled and reviewed to ensure that they are updated to the most 
recent versions in a timely manner. 


3.3. License Control.  Where The Vendor utilizes copies of ICCBBA databases within their own 
software products The Vendor shall acknowledge ICCBBA copyright and shall ensure that 
license agreements are in place with their customers which ensure that: the customer maintains 
appropriate ICCBBA registration; database updates are performed at appropriate intervals; and 
the provisions of this agreement are maintained. 


3.4. Activity Reporting.  The vendor shall provide ICCBBA with activity data requested on the Annual 
Return form in order to allow ICCBBA to assess fees for subsequent year. 
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3.5. Implementation of ISBT 128. Vendor shall ensure its implementation of ISBT 128 complies with 
the normative standard. 


 


4. Grant of License. 


4.1. Use of ISBT 128.  ICCBBA grants to The Vendor a worldwide, non-exclusive license to access, 
download, reproduce, use and make back-up and archival copies of ISBT 128 databases and 
documents for its business purposes, including without limitation to develop software, 
instrumentation or other products which access, download, or use ISBT 128 databases or 
portions thereof. 


5. Payment 


5.1. Initial Term Annual Fee.  The Vendor shall pay according to the license fees referenced on the 
registration form per calendar year (“Initial Term Annual Fee”) during the Initial Term.  ICCBBA 
shall invoice The Vendor for payment of the Initial Term Annual Fee upon the Effective Date and 
in March of each successive year after the Effective Date during the Initial Term. 


5.2. Renewal Term Annual Fee.  ICCBBA shall be entitled to increase the annual fee in any Renewal 
Term by an amount determined by the ICCBBA Board of Directors, over the annual fee in the 
prior term (each, a “Renewal Term Annual Fee”).  ICCBBA shall invoice The Vendor for payment 
of the Renewal Term Annual Fee in March of each year. 


5.3. Payment of Annual Fees.  The Vendor shall pay ICCBBA pursuant to this Section 5 within thirty 
(30) days after receipt of each invoice. 


6. Term and Termination.   


6.1. Initial Term.  This Agreement shall commence on the Effective Date and shall expire on the 31st 
of December of the same year (“Initial Term”).   


6.2. Renewal Term.  After the Initial Term, this Agreement shall automatically renew for additional one 
(1) year terms (each, a “Renewal Term”; the Initial Term and Renewal Term are collectively 
referred to herein as the “Term”) upon the same terms and conditions set forth herein, unless The 
Vendor provides ICCBBA with thirty (30) days written notice of The Vendor’s intent not to renew 
this Agreement prior to the commencement of a Renewal Term. 


6.3. Termination.  The Vendor may terminate this Agreement without cause upon thirty (30) days prior 
written notice to ICCBBA.  Either party may terminate this Agreement upon written notice if the 
other party breaches any material term of this Agreement and fails to cure such breach within 
thirty (30) days after receipt of written notice of the breach.  Upon termination The Vendor shall 
return or destroy all copies of ICCBBA databases and documents in its possession, cease to use 
the ISBT 128 standard in its products, cease to advertise its products as ISBT 128 compliant, and 
cease to use ISBT 128 and ICCBBA supported logos. 


7. Confidentiality. 


7.1. For purposes of this Agreement, the term “Recipient” shall mean The Vendor with respect to 
Confidential Information (as defined below) supplied hereunder by ICCBBA, and ICCBBA with 
respect to Confidential Information supplied hereunder by The Vendor.  “Confidential Information” 
means any information, technical data or know-how which (i) has been marked as confidential or 
proprietary, (ii) is identified as confidential at the time of disclosure either orally or in writing, or 
(iii) which due to its character and nature, a reasonable person under like circumstances would 
treat as confidential.  Confidential Information, to the extent practical, shall be disclosed in 
documentary or tangible form marked “Confidential”.   







  
FM-026 v5 Page 7 


7.2. Confidential Information shall not include information which (i) Recipient can demonstrate was in 
its possession before receipt, (ii) is or subsequently becomes publicly available without 
Recipient’s breach of any obligation owed the disclosing party, (iii) is disclosed to Recipient 
without restriction on disclosure by a third party who had the right to disclose such information, 
(iv) Recipient can demonstrate was independently developed without reliance on any Confidential 
Information or (v) is required by law to be publicly disclosed. 


7.3. If the Recipient is required to disclose confidential information pursuant to applicable legislation, 
Recipient must use commercially reasonable efforts to give ICCBBA prior notice thereof and 
grant ICCBBA the opportunity to make representations to the relevant authority with respect to 
the confidential nature of the information. 


8. Representations, Warranties, and Indemnity. 


8.1. Representations and Warranties.  ICCBBA represents and warrants that (i) it has all rights and 
authority to enter into this Agreement; (ii) it has all rights and authority to license and provide 
access to ISBT 128 pursuant to the terms of this Agreement; and (iii) neither ISBT 128, nor The 
Vendors use of ISBT 128 as permitted under this Agreement, shall infringe any patent, copyright, 
trademark, trade secret or other right of any third party. 


8.2. Indemnity.  ICCBBA shall indemnify, defend and hold The Vendor and its subsidiaries, affiliates, 
and their respective directors, officers, agents, representatives, contractors, employees, 
successors and assigns harmless from and against any and all costs, liabilities and expenses, 
including without limitation, reasonable attorneys’ fees, associated with the defense or settlement 
of any claim that ISBT 128 infringes a patent, copyright, trademark, trade secret or other 
intellectual property right and shall pay any judgments or settlements based thereon.  These 
obligations shall extend beyond the termination or expiration of this Agreement. 


9. General Provisions. 


9.1. Notices.  All notices, accountings, payments, etc., which either party desires or is required to give 
to the other shall be given in writing by personal delivery, overnight courier, or sent by United 
States mail postage prepaid, return receipt requested or facsimile transmission acknowledged as 
received followed by personal or mail delivery addressed as follows: 


 
To The Vendor: 
 
____________________________________________________ 
 
____________________________________________________ 
 
____________________________________________________ 
 
____________________________________________________ 
 
 
 


  To ICCBBA: ICCBBA 
    Attn: Executive Director 


  P.O. Box 11309 
  San Bernardino, CA 92423-1309 USA 
 


      
 All such notices shall be effective upon receipt or refusal thereof.  Either party may change its notice 


address by a notice given to the other in the manner provided for in this Section. 
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9.2. Governing Law.  The laws of the Commonwealth of Virginia, USA, in which state ICCBBA is 
incorporated, shall be applicable to the interpretation of this Agreement without regard to conflicts 
of law principles thereof.  All claims arising out of or relating to this Agreement shall be brought 
solely in the state and federal courts located in the Commonwealth of Virginia, USA. 


9.3. Assignment.  Neither party may assign or transfer this Agreement or grant, assign, sublicense or 
otherwise convey any rights granted to it or delegate any duty or obligation owed by it under this 
Agreement without the prior written consent of the other party, except that The Vendor may, upon 
notice to ICCBBA, assign this Agreement and/or any rights or interests hereunder, or delegate any 
of its obligations hereunder, to a successor pursuant to a merger, consolidation or sale, to an 
entity which acquires that portion of The Vendor’s business to which this Agreement pertains, or to 
an Affiliate of The Vendor. 


9.4. Dispute Resolution:  In the event that a dispute arises between vendor and ICCBBA which is not 
promptly resolved in the routine framework of the relationship of the parties, the following dispute 
resolution procedures shall be followed: 


 Within ten (10) business days of a written request by either party, the parties’ respective 
Executive Team Leaders/senior executive representatives shall meet to resolve the issue; 
if these parties cannot resolve the issue within ten (10) business days of the meeting, then 
the issue shall be submitted to the vendor’s VP of Services and ICCBBA’s Executive 
Director 


 This dispute resolution process may occur concurrently with the exercise of other rights 
and remedies available under this Agreement.  This provision shall not apply to claims for 
equitable relief (e.g., injunction to prevent disclosure of confidential information). 


 
9.5. Waiver.  The waiver of any of the terms or provisions of this Agreement in any one or more 


instances shall not be deemed a permanent waiver thereof or a waiver of this entire Agreement.  
No waiver shall be effective unless in writing signed by the waiving party. 


9.6. Severability.  In the event that any provision of this Agreement shall be held illegal or otherwise 
unenforceable, such provision shall be severed and the entire Agreement shall not fail on account 
thereof and the balance of this Agreement shall continue in full force and effect. 


9.7. Headings.  The captions and headings in this Agreement are inserted only as a matter of 
convenience and for reference and in no way define the scope or content of this Agreement or the 
construction of any provision hereof or of any document or instrument referred to herein. 


9.8. Compliance with Law.  In performing their obligations under this Agreement, ICCBBA and The 
Vendor shall comply with all applicable federal, state and local laws, rules and regulations. 


9.9. Entire Agreement/Modification.  This Agreement constitutes the entire agreement between 
ICCBBA and The Vendor relating to the transactions contemplated hereby.  This Agreement may 
not be modified or amended except by a written agreement signed by an authorized 
representative of each party. 
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IN WITNESS WHEREOF, the parties hereto have executed this Agreement as of the date first written above. 
 
 


(Vendor Name) ICCBBA 
  
 
Signature: __________________________________ 


 
Signature:________________________________ 


  
Name: _____________________________________ Name: __________________________________ 


  
Title: ______________________________________ Title: ____________________________________ 
              
Date: _________________________________ Date: ________________________________ 
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ICCBBA 
Additional Information for Registered Vendors 


 
Technical Advisory Groups 
There are technical advisory groups (TAGs) whose main purpose is to advise on the ongoing 
development of the ISBT 128 Standard to support new developments in blood transfusion, cellular 
therapy, and tissue banking.  
 


ADVISORY GROUP AREA 
Asia Pacific Technical Advisory Group (APTAG) Blood Transfusion 
Americas Technical Advisory Group (ATAG) Blood Transfusion 
Cellular Therapy Coding and Labeling Advisory Group (CTCLAG) Cellular Therapy 
Eye Bank Technical Advisory Group (EBTAG) Tissue  
European Tissue Technical Advisory Group (ETTAG) Tissue 
Middle East and Europe Technical Advisory Group (EMATAG) Blood Transfusion 
North American Tissue Technical Advisory Group (NATAG) Tissue  


Tissue Engineered Products Technical Advisory Group (TEPTAG) 
Tissue Engineering and 
Regenerative Medicine 


 
Vendors who supply ISBT 128 products play an important role in the success of ISBT 128.  We 
encourage our vendors to stay up-to-date on various ISBT 128 activities by visiting our website and 
attending TAG meetings as observers.  For permission to attend any of the open TAG meetings as an 
observer, please contact ruth.miller@iccbba.org.  We look forward to hearing from you and appreciate 
your interest! 
 
Please visit www.iccbba.org/subject-area/vendors for more information on the advisory groups, including 
membership rosters.     
 
Manufacturer Identifier Codes 
A table containing the identification codes assigned to manufacturers for use in the Container 
Manufacturer and Catalog Number (Data structure 017) and the Manufacturer and Catalog Number – 
Items other than Containers (Data structure 021) is maintained on the ICCBBA website, www.iccbba.org, 
under the Tech Library heading.  Some of the entries may not be in current use but are retained for use in 
look back situations.  Licensed vendors who wish to have a code assigned for use in these data 
structures should contact ICCBBA. 
 
ICCBBA Logos 
Licensed vendors may use the “ICCBBA Licensed Vendor” mark on official documentation, 
websites, brochures, advertisements and other publicity material.  It provides a readily 
recognized indication that the organization is currently a licensed vendor. 
 


Licensed vendors may use the “ISBT 128 Supported” mark to indicate products 
that support the use of ISBT 128 standard data structures.  The mark provides a 
readily recognized indicator that a product has been designed to support ISBT 
128.  The mark may be used on products and supporting documentation, 
brochures and other publicity material as long as it is clearly associated with one 


or more specific products all of which support ISBT 128.  The level of compliance with the standard is a 
matter for the vendor to specify, and customers to assure.  Use of this mark does not imply any specific 
level of compliance has been achieved.  Rights to these benefits are forfeit if a vendor ceases to maintain 
licensed status. 
 
Website Description 
ICCBBA is in the process of updating our Vendor listing in order to provide better service to our registered 
users.  We include a brief description of each vendor on our website.  Please complete the attached form 
and return to ICCBBA at:  P.O. Box 11309 San Bernardino, CA 92423-1309 or by fax to +1 (909) 793-
6214.  You may also complete and submit the form on our website.  It is located in the vendors section of 
the website. 







FM-074 v1  2 
  


ICCBBA 
Licensed Vendor Website Information Form 


 
Company Name:              
 
Website Address:              
 
Contact Name:              
  
Contact Phone #:              
 
Contact Email Address:             
 
Continents / Regions Serviced:           
 
Type of Vendor (Please mark all that apply): 


□ Apheresis Equipment 


□ Automated Testing 


□ Blood Collection Supplies and Equipment 


□ Blood Processing Supplies and Equipment 


□ Cell Culture/Processing/Selection 


□ Cryopreseravation/Thawing Equipment 


□ Laboratory Supplies and Equipment 


□ Labeling (Blood) 


□ Labeling (Cellular Therapy) 


□ MIS/Information Technology 


   □ Quality Assurance 


   □ Other           
 
Description (150 words or less please): 
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VENDOR LICENSE AGREEMENT 
 
This Agreement is made and entered into as of (enter date here)____________________ ("Effective 
Date"), by and between 
 
_____________________________________________________, whose principal place of business is 
 
______________________________________________________________________ (“The Vendor”), 
 
 and ICCBBA, whose principal place of business is P.O. Box 11309, San Bernardino, CA  
92423-1309 USA ("ICCBBA"). 
 
 WHEREAS, The Vendor desires to utilize the ISBT 128 standard in order to read, store, interpret, 
transfer, print or otherwise manipulate ISBT 128 data structures;  
 
 WHEREAS, ICCBBA desires to provide The Vendor with access to certain electronic databases 
and documents related to ISBT 128, including ICCBBA's Facility Identification Database and Product 
Code Database; and 
 
 WHEREAS, The Vendor is willing to accept such documentation and access, and to limit use of 
such documentation and access, pursuant to the terms and conditions herein. 
 
 NOW, THEREFORE, based on the foregoing facts and in consideration of the mutual covenants 
and conditions contained in this Agreement, ICCBBA and The Vendor hereby agree as follows: 
 
1. Definitions. 


 
1.1. “Affiliate” means, with respect to each party, any corporation or other form of business 


organization, which directly or indirectly owns, controls, is controlled by, or is under common 
control with, such party.  An entity shall be regarded as being in control of another entity if the 
former entity has the direct or indirect power to order or cause the direction of the policies of the 
other entity through the ownership of more than fifty percent (50%) of the outstanding voting 
securities (or other comparable ownership interest for a business organization other than a 
corporation) of that entity. 


1.2. "ISBT 128" is an international information standard for transfusion and transplantation and the 
documentation and databases that define said standard, including without limitation any updates 
and extensions thereof.  ISBT 128 is owned by ICCBBA and is protected by copyright.  


1.3. “ICCBBA Web Site” means the Internet web site operated and maintained by ICCBBA located at 
www.iccbba.org, through which The Vendor shall have password controlled access to, among 
other things, ICCBBA’s electronic databases related to ISBT 128, including without limitation 
ICCBBA's Facility Identification Database and Product Code Database. 


1.4. “Initial Term” has the meaning ascribed in Section 6.1. 


1.5. “Renewal Term” has the meaning ascribed in Section 6.2. 


“Term” has the meaning ascribed in Section 6.2. 
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2. Services. 


2.1. Delivery of ISBT 128 documentation, updates and extensions.  ICCBBA shall (i) grant The 
Vendor access to documentation pertaining to ISBT 128, including without limitation all updates 
and extensions related to ISBT 128, as they become available through the ICCBBA Web Site; (ii) 
provide updates and extensions of ISBT 128 through the ICCBBA Web Site, and (iii) enable The 
Vendor to self-select a password (via the on-line request page) to gain access to the “Licensees 
Only” section of the ICCBBA Web Site. 


2.2. Corrections to ISBT 128.  ICCBBA shall use its best efforts to ensure that ISBT 128, including 
without limitation all data in any databases pertaining to ISBT 128, is complete, accurate and 
current.  ICCBBA shall immediately publish on the ICCBBA Web Site any corrections related to 
ISBT 128, including without limitation all corrections to inaccurate or incomplete data in any 
databases pertaining to ISBT 128, provided that data contained in the Facility Identification 
Database and Product Code Database can only be as accurate as the most recent information 
provided to ICCBBA. 


2.3. Maintenance of ICCBBA Web Site.  ICCBBA shall use its best efforts to ensure that the ICCBBA 
Web Site is active and accessible to The Vendor during normal business hours throughout the 
Term. 


2.4. Use of logos.  ICCBBA will include the Vendor on its list of licensed vendors and permit the 
Vendor to use ICCBBA licensed vendor and ISBT 128 supported logos in its promotional 
materials.   


2.5. Input to Standard Development.  ICCBBA will provide the Vendor with opportunity for technical 
input into the ISBT 128 Standard development process 


2.6. 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 Vendor. Under no circumstances shall ICCBBA’s liability exceed the current 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, except for the indemnity provided for in 
Section 8.2. 


3. Responsibility of the Vendor.  


3.1. Password Security.  The Vendor shall ensure that passwords to the ICCBBA Web Site are 
securely maintained and only made available to The Vendors employees.  The Vendor shall 
ensure that the password is changed when employees with password access leave The Vendors 
employment, or if the password is otherwise divulged outside of the Vendors control. 


3.2. Version Control.  The Vendor shall ensure that copies of ICCBBA documentation and databases 
made by The Vendor are controlled and reviewed to ensure that they are updated to the most 
recent versions in a timely manner. 


3.3. License Control.  Where The Vendor utilizes copies of ICCBBA databases within their own 
software products The Vendor shall acknowledge ICCBBA copyright and shall ensure that 
license agreements are in place with their customers which ensure that: the customer maintains 
appropriate ICCBBA registration; database updates are performed at appropriate intervals; and 
the provisions of this agreement are maintained. 


3.4. Activity Reporting.  The vendor shall provide ICCBBA with activity data requested on the Annual 
Return form in order to allow ICCBBA to assess fees for subsequent year. 
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3.5. Implementation of ISBT 128. Vendor shall ensure its implementation of ISBT 128 complies with 
the normative standard. 


 


4. Grant of License. 


4.1. Use of ISBT 128.  ICCBBA grants to The Vendor a worldwide, non-exclusive license to access, 
download, reproduce, use and make back-up and archival copies of ISBT 128 databases and 
documents for its business purposes, including without limitation to develop software, 
instrumentation or other products which access, download, or use ISBT 128 databases or 
portions thereof. 


5. Payment 


5.1. Initial Term Annual Fee.  The Vendor shall pay according to the license fees referenced on the 
registration form per calendar year (“Initial Term Annual Fee”) during the Initial Term.  ICCBBA 
shall invoice The Vendor for payment of the Initial Term Annual Fee upon the Effective Date and 
in March of each successive year after the Effective Date during the Initial Term. 


5.2. Renewal Term Annual Fee.  ICCBBA shall be entitled to increase the annual fee in any Renewal 
Term by an amount determined by the ICCBBA Board of Directors, over the annual fee in the 
prior term (each, a “Renewal Term Annual Fee”).  ICCBBA shall invoice The Vendor for payment 
of the Renewal Term Annual Fee in March of each year. 


5.3. Payment of Annual Fees.  The Vendor shall pay ICCBBA pursuant to this Section 5 within thirty 
(30) days after receipt of each invoice. 


6. Term and Termination.   


6.1. Initial Term.  This Agreement shall commence on the Effective Date and shall expire on the 31st 
of December of the same year (“Initial Term”).   


6.2. Renewal Term.  After the Initial Term, this Agreement shall automatically renew for additional one 
(1) year terms (each, a “Renewal Term”; the Initial Term and Renewal Term are collectively 
referred to herein as the “Term”) upon the same terms and conditions set forth herein, unless The 
Vendor provides ICCBBA with thirty (30) days written notice of The Vendor’s intent not to renew 
this Agreement prior to the commencement of a Renewal Term. 


6.3. Termination.  The Vendor may terminate this Agreement without cause upon thirty (30) days prior 
written notice to ICCBBA.  Either party may terminate this Agreement upon written notice if the 
other party breaches any material term of this Agreement and fails to cure such breach within 
thirty (30) days after receipt of written notice of the breach.  Upon termination The Vendor shall 
return or destroy all copies of ICCBBA databases and documents in its possession, cease to use 
the ISBT 128 standard in its products, cease to advertise its products as ISBT 128 compliant, and 
cease to use ISBT 128 and ICCBBA supported logos. 


7. Confidentiality. 


7.1. For purposes of this Agreement, the term “Recipient” shall mean The Vendor with respect to 
Confidential Information (as defined below) supplied hereunder by ICCBBA, and ICCBBA with 
respect to Confidential Information supplied hereunder by The Vendor.  “Confidential Information” 
means any information, technical data or know-how which (i) has been marked as confidential or 
proprietary, (ii) is identified as confidential at the time of disclosure either orally or in writing, or 
(iii) which due to its character and nature, a reasonable person under like circumstances would 
treat as confidential.  Confidential Information, to the extent practical, shall be disclosed in 
documentary or tangible form marked “Confidential”.   
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7.2. Confidential Information shall not include information which (i) Recipient can demonstrate was in 
its possession before receipt, (ii) is or subsequently becomes publicly available without 
Recipient’s breach of any obligation owed the disclosing party, (iii) is disclosed to Recipient 
without restriction on disclosure by a third party who had the right to disclose such information, 
(iv) Recipient can demonstrate was independently developed without reliance on any Confidential 
Information or (v) is required by law to be publicly disclosed. 


7.3. If the Recipient is required to disclose confidential information pursuant to applicable legislation, 
Recipient must use commercially reasonable efforts to give ICCBBA prior notice thereof and 
grant ICCBBA the opportunity to make representations to the relevant authority with respect to 
the confidential nature of the information. 


8. Representations, Warranties, and Indemnity. 


8.1. Representations and Warranties.  ICCBBA represents and warrants that (i) it has all rights and 
authority to enter into this Agreement; (ii) it has all rights and authority to license and provide 
access to ISBT 128 pursuant to the terms of this Agreement; and (iii) neither ISBT 128, nor The 
Vendors use of ISBT 128 as permitted under this Agreement, shall infringe any patent, copyright, 
trademark, trade secret or other right of any third party. 


8.2. Indemnity.  ICCBBA shall indemnify, defend and hold The Vendor and its subsidiaries, affiliates, 
and their respective directors, officers, agents, representatives, contractors, employees, 
successors and assigns harmless from and against any and all costs, liabilities and expenses, 
including without limitation, reasonable attorneys’ fees, associated with the defense or settlement 
of any claim that ISBT 128 infringes a patent, copyright, trademark, trade secret or other 
intellectual property right and shall pay any judgments or settlements based thereon.  These 
obligations shall extend beyond the termination or expiration of this Agreement. 


9. General Provisions. 


9.1. Notices.  All notices, accountings, payments, etc., which either party desires or is required to give 
to the other shall be given in writing by personal delivery, overnight courier, or sent by United 
States mail postage prepaid, return receipt requested or facsimile transmission acknowledged as 
received followed by personal or mail delivery addressed as follows: 


 
To The Vendor: 
 
____________________________________________________ 
 
____________________________________________________ 
 
____________________________________________________ 
 
____________________________________________________ 
 
 
 


  To ICCBBA: ICCBBA 
    Attn: Executive Director 


  P.O. Box 11309 
  San Bernardino, CA 92423-1309 USA 
 


      
 All such notices shall be effective upon receipt or refusal thereof.  Either party may change its notice 


address by a notice given to the other in the manner provided for in this Section. 
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9.2. Governing Law.  The laws of the Commonwealth of Virginia, USA, in which state ICCBBA is 
incorporated, shall be applicable to the interpretation of this Agreement without regard to conflicts 
of law principles thereof.  All claims arising out of or relating to this Agreement shall be brought 
solely in the state and federal courts located in the Commonwealth of Virginia, USA. 


9.3. Assignment.  Neither party may assign or transfer this Agreement or grant, assign, sublicense or 
otherwise convey any rights granted to it or delegate any duty or obligation owed by it under this 
Agreement without the prior written consent of the other party, except that The Vendor may, upon 
notice to ICCBBA, assign this Agreement and/or any rights or interests hereunder, or delegate any 
of its obligations hereunder, to a successor pursuant to a merger, consolidation or sale, to an 
entity which acquires that portion of The Vendor’s business to which this Agreement pertains, or to 
an Affiliate of The Vendor. 


9.4. Dispute Resolution:  In the event that a dispute arises between vendor and ICCBBA which is not 
promptly resolved in the routine framework of the relationship of the parties, the following dispute 
resolution procedures shall be followed: 


 Within ten (10) business days of a written request by either party, the parties’ respective 
Executive Team Leaders/senior executive representatives shall meet to resolve the issue; 
if these parties cannot resolve the issue within ten (10) business days of the meeting, then 
the issue shall be submitted to the vendor’s VP of Services and ICCBBA’s Executive 
Director 


 This dispute resolution process may occur concurrently with the exercise of other rights 
and remedies available under this Agreement.  This provision shall not apply to claims for 
equitable relief (e.g., injunction to prevent disclosure of confidential information). 


 
9.5. Waiver.  The waiver of any of the terms or provisions of this Agreement in any one or more 


instances shall not be deemed a permanent waiver thereof or a waiver of this entire Agreement.  
No waiver shall be effective unless in writing signed by the waiving party. 


9.6. Severability.  In the event that any provision of this Agreement shall be held illegal or otherwise 
unenforceable, such provision shall be severed and the entire Agreement shall not fail on account 
thereof and the balance of this Agreement shall continue in full force and effect. 


9.7. Headings.  The captions and headings in this Agreement are inserted only as a matter of 
convenience and for reference and in no way define the scope or content of this Agreement or the 
construction of any provision hereof or of any document or instrument referred to herein. 


9.8. Compliance with Law.  In performing their obligations under this Agreement, ICCBBA and The 
Vendor shall comply with all applicable federal, state and local laws, rules and regulations. 


9.9. Entire Agreement/Modification.  This Agreement constitutes the entire agreement between 
ICCBBA and The Vendor relating to the transactions contemplated hereby.  This Agreement may 
not be modified or amended except by a written agreement signed by an authorized 
representative of each party. 
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IN WITNESS WHEREOF, the parties hereto have executed this Agreement as of the date first written above. 
 
 


(Vendor Name) ICCBBA 
  
 
Signature: __________________________________ 


 
Signature:________________________________ 


  
Name: _____________________________________ Name: __________________________________ 


  
Title: ______________________________________ Title: ____________________________________ 
              
Date: _________________________________ Date: ________________________________ 


 
 








December 16, 2013 
    
«First_Name» «Last_Name», «Title» 
«Firm_Name» 
«Address__line_1» 
«Address__line_2» 
«Address__line_3» 
«City», «StateProvince»  «Zip_Code» 
«Country» 
 
Dear Mr. «Last_Name»,  
 
Thank you for registering with ICCBBA. We have assigned to your company the 
Vendor Registration Code «ID_».  It is unique to your company and should be used 
when corresponding with ICCBBA.  This is not the code for use in data structures.  
Please see page two for more details about Manufacturer Identifier Codes. 
 
An invoice for the 2014 Annual License Fee is included with this mailing. License Fees 
are billed on a calendar year basis.  For additional information regarding the annual 
license fee, please check our website www.iccbba.org.    
 
Also enclosed is a CD which includes introductory documents such as the US Industry 
Consensus Standard for the Uniform Labeling of Blood and Blood Components Using 
ISBT128, as well as the ISBT128 Standard Technical Specification.  The CD also 
includes introductory and technical documents.   
 
All updated versions of ICCBBA documents as well as the most current versions of the 
product code database and registered facilities list are available in the Registered 
Users section of the website.  To access this area, you must be current in your license 
fees and agreed to the terms of the License Agreement.  Your company may obtain a 
password by following the instructions given on the website once your license fees 
have been paid. 
 
Should your contact information change in the future, please notify ICCBBA by 
completing the Update Your Contact Information Section of the website.    
 
We look forward to working with you towards a successful implementation of ISBT 
128.  We shall use our website for the posting of all new information regarding ISBT 
128 and ICCBBA, so please check the website often. 
 
Sincerely yours, 
 
 
 
Gabriela Hernandez 
Administrative Assistant 
 
Enclosures 


 








 
PP-058 v1 


Medical Devices:  Notification of Nonconformities in the Use of ISBT 128 


Notification of Nonconformities in the Use of ISBT 128 Page 1 of 4  
 Printed on 19 Dec 2013  


1.0 Purpose 


1.1 This procedure defines how ICCBBA will notify facilities that use ISBT 128 that 
they are not in substantial compliance with the standard. 


1.2 The scope of this procedure is to define actions after it is recognized that a 
facility is out of substantial compliance with the ISBT 128 standard. 


1.3 This procedure applies to facilities labeling categories of products that are using 
ISBT 128 to meet regulatory requirements when such regulations require strict 
compliance with the standard.  At this time, this applies only to US Medical 
Device facilities. 


2.0 Responsibilities 


2.1 All staff will submit reports of non-compliance with ISBT 128 standard by medical 
device facilities to the Technical Director. 


2.2 The Technical Director will assign a technical staff member to work with the 
facility. 


2.3 The technical staff member will work with the facility to determine compliance, 
and if non-compliant, help the facility become compliant. 


2.4 The Technical Director will follow-up if agreement cannot be reached on 
correction of deficiencies in a reasonable time frame.   


2.5 Technical Director and Quality Coordinator will review the Corrective Action 
Progress Record (CAPR). 


3.0 Policies 


3.1 ICCBBA plays an educational and supportive role in helping users comply with 
the ISBT 128 Standard. 


3.2 The use of an approved coding and labeling system is required for medical 
devices in the US by federal regulation.  It is essential that facilities using ISBT 
128 comply with the standard to meet these requirements and to ensure 
traceability.  ICCBBA will therefore work with facilities that have improperly 
implemented the standard to bring them into compliance. 


3.3 Questions concerning US medical device regulations will be submitted to the 
FDA UDI helpdesk: 
http://www.fda.gov/medicaldevices/deviceregulationandguidance/uniquedeviceid
entification/ucm368904.htm  


3.4 Detailed communication notes will be kept in the ICCBBA Help Desk software. 


4.0 Objective(s) 


4.1 The objectives of the procedure are: 
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4.1.1 Determine if a facility is in compliance with the ISBT 128 standard. 


4.1.2 Make users aware of deficiencies in the implementation and use of ISBT 
128. 


4.1.3 Assist facilities in establishing an appropriate corrective action plan for 
deficiencies. 


4.1.4 Assist facilities in determining an appropriate time for correction of 
deficiencies. 


4.2 These objectives will be measured by appropriate completion of the Deficiency 
Investigation form and the CAPR form. 


5.0 Definitions 


5.1 Substantial compliance:  ISBT 128 is used in a manner that fully supports 
traceability of products and interoperability with other facilities using the ISBT 128 
standard.  


6.0 Equipment/Software  


6.1 Help Desk 


7.0 Procedure Instructions 


7.1 ICCBBA may be notified that labels from a user facility (subject facility) are not in 
substantial compliance with the ISBT 128 Standard.  Such information may come 
from a variety of sources that include: 


7.1.1 A facility that receives product  


7.1.2 A standard setting organization 


7.1.3 A regulatory authority 


7.1.4 Staff from the subject facility 


7.2 Initiate a Deficiency Investigation form (FM-076).  Obtain enough information 
from the reporting organization to determine exactly which labels are believed to 
be non-compliant. 


7.3 Determine if the facility is in compliance with the ISBT 128 Standard.   


7.3.1 Using the FIN database, identify and communicate with the contact 
person at the subject facility via telephone or email.   


7.3.2 In discussion with contact person, identify the appropriate person within 
the facility to address the issues.  This is likely to be someone in the 
Quality and/or Regulatory Affairs area. Obtain his/her contact information. 


7.3.3 Contact the appropriate person. 


7.3.4 Obtain and review examples of labels believed to be non-compliant. 


7.3.5 Identify areas of non-conformance, if any. 


7.4 If the facility’s labels are not in substantial compliance, follow-up with the facility 
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by discussing the deficiency(ies) in their use of the standard and providing 
educational materials as needed.  Record details of communication in the Help 
Desk software. 


7.5 Email the Notification of Nonconformities in the Use of ISBT 128 form (FM-077). 


7.6 Discuss a Corrective Action Plan that includes time frames for correction of the 
deficiency(ies) with the facility.  This plan belongs to the organization and should 
follow their format for corrective action.  Ask for a copy of the plan.  (Facility 
policies may not allow them to share the plan with ICCBBA.) 


7.7 Initiate an ICCBBA Corrective Action Progress Record (CAPR) (FM-078).  This 
document includes: 


7.7.1 The name and Facility Identification Number of the facility 


7.7.2 A list of deficiencies 


7.7.3 Intended corrective actions and time frames 


7.7.4 The person assigned by the user facility to manage the corrective action 
process  


7.7.5 The person assigned by ICCBBA to monitor corrective action 


7.7.6 A schedule for future discussions to monitor and verify progress in 
correcting deficiencies. 


7.8 Notify the Technical Director and Quality Coordinator that a CAPR has been 
initiated. 


7.9 If an agreement cannot be reached on a corrective action plan, report the 
problem to the Technical Director. 


8.0 Forms and Records 


8.1 FM-076 Deficiency Investigation 


8.2 FM-077 Notification of Nonconformities in the Use of ISBT 128 


8.3 Corrective Action Plan (if shared by facility) 


8.4 FM-078 Corrective Action Progress Record (CAPR) 


8.5 WI-008  Record Storage 


9.0 Attachments 


9.1 Email template for Notification of Nonconformities 


10.0 Related Documents 


10.1 PP-052  Web Help Desk 


10.2 PP-059 Medical Devices: Monitoring Facility Compliance with Corrective Action 
Plan 
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10.3 PP-060 Medical Devices: Suspending or Revoking License to Use ISBT 128   


10.4 WI-008  Record Storage 


 


11.0 References 


11.1 Code of Federal Regulations, UDI Device Identification System, 21 CFR Parts 
16, 801, 803, 806, 810, 814, 820, 821, 822, 830 
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FIN:  


Facility Name:  


Facility 
Contact Name:  


Title:  


E-mail:  


Telephone:  


Aspects under 
investigation: 
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Section(s) and 
version 
number of 
ISBT 128 
document that 
is(are) 
relevant. 


 


ICCBBA Staff 
Evaluation: 


 The facility’s labels are in substantial compliance with the ISBT 128 Standard. 


 The facility’s labels are NOT in substantial compliance with the ISBT 128 Standard. 


 
 
 
 
Help Desk Communication Job ID(s) 


 


 


 


 


 


 


 


 


 
 
 
 
 
Staff Signature:                Date:  ____________ 
 
 
Management Review:  __________________________________ Date:  ____________ 
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ICCBBA is committed to supporting its users to implement the ISBT 128 Standard in a 
way that satisfies regulatory authorities.   
 
ICCBBA has recognized a significant deficiency in your facility’s implementation of ISBT 
128 and will work with your facility to conform to the Standard in order to assure 
traceability of products and interoperability with other facilities using ISBT 128. 
 
 
FIN:  


Facility Name:  


Facility Contact 
Name:  


Title:  


E-mail:  


Telephone:  







   
FM-077 v1 


Notification of Nonconformities in the Use of ISBT 128 


Page 2 of 3 


List of 
Deficiency(ies): 
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ISBT 128 
Reference 
Requirement: 


(Document, 
Version, Section) 


 


 
 
 
ICCBBA Staff Member:             Date:  ____________ 
 
E-mail:  ______________________________________________ 
 
Phone:  ______________________________________________ 
 
 
Please do not hesitate to contact me or the ICCBBA office with any questions you may have. 
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1.0 Purpose 


1.1 This procedure outlines the process to monitor the progress of facilities in 
correcting deficiencies in the implementation or use of ISBT 128. 


1.2 The scope of this procedure is customer interaction once a plan (including time 
table) for correction of deficiencies has been established. 


1.3 This procedure applies to facilities labeling categories of products that are using 
ISBT 128 to meet regulatory requirements when such regulations require strict 
compliance with the standard.  At this time, this applies only to US Medical 
Device facilities. 


2.0 Responsibilities 


2.1 A member of the technical staff will be assigned to follow-up with a user once a 
facility with a deficiency has been identified.  This staff member is responsible for 
contacting the customer at agreed intervals to determine adherence to their 
Corrective Action Plan. 


2.2 The technical staff member will be responsible for completing a Corrective Action 
Progress Record (CAPR) (FM-078). 


2.3 The Quality Coordinator is responsible for monitoring the process and notifying 
the Technical Director if the plan is not progressing as planned.  


2.4 The Technical Director is responsible for reviewing the CAPR and contacting 
senior management of the facility if the corrective action does not occur in the 
expected time frame. 


2.5 ICCBBA will provide information, documents, and databases to users to ensure 
that they can accurately implement and use the standard. 


2.6 ICCBBA will provide consultation and help desk support to educate users on the 
proper use of the standard. 


3.0 Policies 


3.1 ICCBBA plays an educational and supportive role in helping users comply with 
the ISBT 128 Standard. 


3.2 The use of an approved coding and labeling system is required for medical 
devices in the US by federal regulation.  It is essential that facilities using ISBT 
128 comply with the standard to meet these requirements and to ensure 
traceability.  ICCBBA will therefore work with facilities that have improperly 
implemented the standard to bring them into compliance. 


3.3 Questions concerning US medical device regulations will be submitted to the 
FDA UDI helpdesk: 
http://www.fda.gov/medicaldevices/deviceregulationandguidance/uniquedeviceid
entification/ucm368904.htm  
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3.4 Detailed communication notes will be kept in the ICCBBA Help Desk software. 


 


4.0 Objective(s) 


4.1 The objectives of this procedure are to: 


4.1.1 Assist facilities to correct deficiencies in the use of ISBT 128. 


4.1.2 Monitor facilities engaged in corrective actions. 


4.1.3 Maintain records of user progress. 


4.2 These objectives will be measured by: 


4.2.1 Successful correction of deficiencies by users of ISBT 128. 


4.2.2 Completion of CAPR.  


4.2.3 User comments about the helpfulness, or lack thereof, of ICCBBA staff in 
correcting the problem. 


5.0 Definitions 


5.1 Substantial compliance:  ISBT 128 is being used in compliance with the standard 
to ensure traceability of products and support interoperability with other facilities 
using the ISBT 128 standard. 


6.0 Equipment/Software  


6.1 Help Desk 


7.0 Procedure Instructions 


7.1 Review the Corrective Action Progress Record (CAPR) (FM-078) and, if 
provided, the corrective action plan developed by the facility. 


7.2 Schedule times on your own calendar when you will contact the facility by phone 
or email to monitor progress on the corrective action plan. 


7.3 Provide your contact information to the person at the facility assigned to manage 
the corrective action plan.  Encourage the user to call or email you whenever 
assistance is needed. 


7.4 Call the contact person at scheduled intervals to discuss their progress.  Obtain 
label examples, etc., as needed, to document progress.  Document the 
discussion(s) in Help Desk software. 


7.5 Based on the time table, determine if facility is making the expected progress. 


7.5.1 If facility is making the expected progress, recognize their efforts and 
encourage them to continue. 


7.5.2 If facility is not making the expected progress, determine the reasons for 
non-compliance.  Where possible, help them to identify problems and 
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solutions.  Some adjustment to timeframes may be needed.  Discuss 
extensions with ICCBBA management as needed. 


7.6 Document progress and compliance/non-compliance on the CAPR.   


7.7 Enter detailed communication with the facility into Help Desk software and record 
the Job ID(s) onto the CAPR. 


7.8 Notify the Technical Director and Quality Coordinator that the CAPR has been 
updated after each interaction. 


7.9 At the end of the agreed time frame: 


7.9.1 If all deficiencies are resolved, close-out the corrective action plan. 


7.9.2 If some deficiencies could not be resolved, either in a reasonable time 
frame or because the facility was unwilling, submit the Progress Report to 
the Technical Director to follow-up with the facility. 


8.0 Forms and Records 


8.1 Corrective Action Plan (if provided by the facility) 


8.2 FM-078 Corrective Action Progress Record (CAPR) 


8.3 Help Desk records 


9.0 Attachments 


9.1 Not applicable 


10.0 Related Documents 


10.1 PP-052  Web Help Desk 


10.2 PP-058 Medical Devices: Notification of Nonconformities in the Use of ISBT 128 


10.3 PP-060 Medical Devices: Suspending and Revoking License to Use ISBT 128 


10.4 WI-008  Record Storage 


11.0 References 


11.1 Code of Federal Regulations, UDI Device Identification System, 21 CFR Parts 
16, 801, 803, 806, 810, 814, 820, 821, 822, 830 
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FIN:  


Facility Name:  


Facility Contact 
Name:  


Title:  


E-mail:  


Telephone:  


Assigned 
ICCBBA Staff 
Member:  
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List of 
Deficiency(ies) 
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Corrective Action(s) with Time Frame(s) 


Target Date Action 
Completed 
Date 
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Help Desk Communication Job ID(s) 


 


 


 


 


 


 


 


 


 
 
 
Status: 


Notes: 
 
 
 
 
 
 
 
 
 
 
 
 
 
 


 Corrective action completed.  Facility is in substantial compliance with ISBT 128. 
 
Date: _______________ 
 
 


 Corrective action NOT completed.  Facility has decided to discontinue use of 
ISBT 128. 
 
Date: _______________ 
 


 
 
 
 
ICCBBA Staff Signature:  _____________________________________  Date: ______________ 
 
 
Management review:  ________________________________________  Date: ______________ 
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1.0 Purpose 


1.1 This procedure defines to process to suspend or revoke the license to use ISBT 
128. 


1.2 This procedure applies to facilities labeling categories of products that are using 
ISBT 128 to meet regulatory requirements when such regulations require strict 
compliance with the standard.  At this time, this applies only to US Medical 
Device facilities. 


2.0 Responsibilities 


2.1 The Technical Director will communicate to a facility that its license to use ISBT 
128 will be, or has been, suspended or revoked. 


2.2 The Technical Director will communicate to the appropriate regulatory authority 
that a facility’s license to use ISBT 128 will be, or has been, suspended or 
revoked. 


3.0 Policies 


3.1 ICCBBA will work diligently with a facility to bring it into compliance. 


3.2 A reasonable time frame to correct deficiencies will be allowed.  What is 
“reasonable” will depend on the changes needed and the nature of the 
deficiency.  Issues effecting traceability will be given a high priority. 


3.3 A facility’s license to use ISBT 128 will be suspended if they are unable to 
substantially comply with the standard in a reasonable period of time following 
notification of a problem.  Staff will work with facilities to resolve issues prior to 
suspending a license. 


3.4 If a facility has a suspended license for more than 12 months and no attempt is 
made to come into compliance, the license to use ISBT 128 will be revoked.   


3.5 ICCBBA will notify a facility in writing via email or post if its license to use ISBT 
128 will be, or has been, suspended or revoked. 


3.6 ICCBBA will notify appropriate regulatory authorities that a facility’s license to use 
ISBT 128 will be, or has been, suspended or revoked. 


4.0 Objective(s) 


4.1 Communicate to non-compliant facilities the need for compliance with the ISBT 
128 standard in order to meet regulatory requirements. 


4.2 Notify facilities when their license to use ISBT 128 is subject to suspension. 


4.3 Notify facilities when their license to use ISBT 128 has been suspended or 
revoked. 
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4.4 Notify regulatory authorities when a license to use ISBT 128 is suspended or 
revoked. 


5.0 Definitions 


5.1 Substantial compliance:  ISBT 128 is being used in compliance with the standard 
to ensure traceability of products and support interoperability with other facilities 
using the ISBT 128 standard. 


5.2 Suspension of ISBT 128 License:  Temporary denial to use ISBT 128 labeling on 
products 


5.3 Revocation of ISBT 128 License:  Indefinite denial to use ISBT 128 labeling on 
products. 


6.0 Equipment/Software  


6.1 Help Desk 


7.0 Procedure Instructions 


7.1 Review the corrective action plan (if provided) and Corrective Action Progress 
Record (CAPR) (FM-078). 


7.2 Verify facility is not in substantial compliance with the ISBT 128 standard and a 
corrective action plan has not been followed. 


7.3 Contact a senior manager at the facility and discuss the history of the problem, 
including the possibility of suspending their license to use ISBT 128.  Record 
communication in the Help Desk software. 


IF THEN 


Agreement can be reached on 
amending their Corrective Action Plan: 


Modify the CAPR and return it to the 
staff member assigned to the facility. 


Agreement cannot be reached, but 
facility wants to continue using ISBT 
128 in the future: 


 


 Notify the senior manager verbally 
and by email or post that, based on 
inability to come into compliance 
with the standard, their license to 
use ISBT 128 has been suspended 
until compliance with requirements 
can be met.  Tell them that 
regulatory authorities will be 
notified.   


 Notify regulatory authorities that 
license has been suspended. 


 Go to Step 7.4. 
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IF THEN 


The facility is not willing to make the 
needed changes 


 


 Notify the senior manager verbally 
and by email or post that the license 
to use ISBT 128 has been revoked 
and regulatory authorities will be 
informed. 


 Notify regulatory authorities that the 
license has been revoked. 


 


7.4 If a license has been suspended for more than 12 months,  


7.4.1 Contact a senior manager of the facility.  


7.4.2 Determine what progress has been made. 


7.4.3 If significant progress has not been made on correcting deficiencies, 
notify them verbally and by email or post that their license has been 
revoked. 


7.4.4 Notify regulatory authorities that the license has been revoked. 


 


8.0 Forms and Records 


8.1 FM-078 Corrective Action Progress Record (CAPR) 


9.0 Attachments 


9.1 Email template of Notification of Suspension 


9.2 Email template of Notification of Revocation 


10.0 Related Documents 


10.1 PP-052  Web Help Desk 


10.2 PP-058 Medical Devices: Notification of Nonconformities in the Use of ISBT 128 


10.3 PP-059 Medical Devices: Monitoring Facility Compliance with Corrective Action 
Plan 


10.4 WI-008  Record Storage 


11.0 References 


11.1 Code of Federal Regulations, UDI Device Identification System, 21 CFR Parts 
16, 801, 803, 806, 810, 814, 820, 821, 822, 830 
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Declaration of Interests for ICCBBA Board Members 
 
To ensure the highest integrity and public confidence in its activities, ICCBBA requires that 
individuals serving as Members of the Board of Directors disclose any circumstances that 
could give rise to a potential conflict of interest related to the activities of ICCBBA. 
All individuals serving as Members of the Board of Directors must disclose any 
circumstances that could represent a potential conflict of interest (i.e., any interest that may 
affect, or may reasonably be perceived to affect, the individual's objectivity and 
independence). 
 
You must disclose on this Declaration of Interest (DOl) form any financial, professional or 
other interest relevant to the work of ICCBBA and any interest that could be affected by 
decisions of the Board. You must also declare relevant interests of your immediate family 
members (see definition below) and, if you are aware of it, relevant interests of other parties 
with whom you have substantial common interests and which may be perceived as unduly 
influencing your judgement (e.g. employer, close professional associates, administrative unit 
or department). 
 
Board appointees must complete this form before taking part in Board activities.  Please 
complete this form and submit it to the Chairman of the Board. You must also promptly 
inform the Chairman if there is any change in this information during your term of office. 
 
Answering “Yes" to a question on this form does not automatically disqualify you or limit your 
participation in Board activity. Your answers will be reviewed by the Chairman of the Board 
to determine whether you have a conflict of interest relevant to the subjects at hand. One of 
the outcomes listed in the next paragraph can occur depending on the circumstances (e.g. 
nature and magnitude of the interest. timeframe and duration of the interest). 
 
The Chairman of the Board may conclude that no potential conflict exists or that the interest 
is irrelevant or insignificant. If, however, a declared interest is determined to be potentially or 
clearly significant, one or more of the following three measures for managing the conflict of 
interest may be applied. The Chairman (i) allows full participation, with disclosure to all other 
Board Members of your interest; (ii) mandates partial exclusion (i.e., you will be excluded 
from that portion of the meeting or work related to the declared interest and from the 
corresponding decision making process); or (iii) mandates withdrawal of the invitation of 
Board Membership (i.e., you will not be able to commence/continue as a Member of the 
Board of Directors). 
 
Your completed form will be retained by the ICCBBA office.  If the objectivity of the decisions 
of the ICCBBA Board is questioned, the contents of your DOl form may be made available 
by ICCBBA to persons outside ICCBBA if the Chairman of the Board considers such 
disclosure to be in the best interest of ICCBBA, after consulting with you. Completing this 
DOl form means that you agree to these conditions. 
 
If you are unable or unwilling to disclose the details of an interest that may pose a real or 
perceived conflict, you must disclose that a conflict of interest may exist and the Board 
Chairman may decide that your invitation to join the Board should be withdrawn.  
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Please answer each of the questions by circling “yes” or “no”. If the answer to any of the 
questions is ''yes'', briefly describe the circumstances on the last page of the form (continue 
on a separate sheet if necessary). 
 
The term "you" refers to yourself and your immediate family members (i.e., spouse (or 
partner with whom you have a similar close personal relationship) and your children}. 
"Commercial entity" includes any commercial business, an industry association, research 
institution or other enterprise whose funding is significantly derived from commercial 
sources. "Organization" includes a governmental, international or non-profit organization. 
 
1. EMPLOYMENT AND CONSULTING 
Within the past 4 years, have you received remuneration from a commercial entity or other 
organization with an interest related to the activities of ICCBBA? 
 


Employment Yes  No 


Consulting, including service as a technical or other advisor Yes  No 


 
2. RESEARCH SUPPORT 
Within the past 4 years, have you or has your research unit received support from a 
commercial entity or other organization with an interest related to the activities of ICCBBA? 
 


Research support, including grants, collaborations, sponsorships, and 
other funding 


Yes  No 


Non-monetary support valued at more than US $1000 or equivalent in 
other currencies overall (include equipment, facilities, research assistants, 
paid travel to meetings, etc.) 


Yes  No 


Support (including honoraria) for being on a speakers bureau, giving 
speeches or training for a commercial entity or other organization? 


Yes  No 


 
3. INVESTMENT INTERESTS 
Do you have current investments (valued at more than US $10 000 or equivalent in other 
currencies overall) in a commercial entity with an interest related to the activities of ICCBBA? 
Please also include indirect investments such as a trust or holding company. You may 
exclude mutual funds, pension funds or similar investments that are broadly diversified and 
on which you exercise no control. 
 


Stocks, bonds, stock options, other securities (e.g., short sales) Yes  No 


Commercial business interests (e.g., proprietorships, partnerships, joint 
ventures, board memberships, controlling interest in a company) 


Yes  No 
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4. INTELLECTUAL PROPERTY 
Do you have any intellectual property rights that might be enhanced or diminished by the 
outcome of ICCBBA Board decisions? 
 


Patents, trademarks, or copyrights (including pending applications) Yes  No 


Proprietary know-how in a substance, technology or process Yes  No 


 
5. PUBLIC STATEMENTS AND POSITIONS (during the past 3 years) 
 


As part of a regulatory, legislative or judicial process, have you provided 
an expert opinion or testimony, related to the activities of ICCBBA, for a 
commercial entity or other organization? 


Yes  No 


Have you held an office or other position, paid or unpaid, where you 
represented interests or defended a position related to the activities of 
ICCBBA? 


Yes  No 


 
6. ADDITIONAL INFORMATION 
 


If not already disclosed above, have you worked for a competitor to 
ICCBBA, or will your participation in the ICCBBA Board enable you to 
obtain access to a competitor's confidential proprietary information, or 
create for you a personal, professional, financial or business competitive 
advantage? 


Yes  No 


To your knowledge, would your participation on the ICCBBA Board benefit 
or adversely affect interests of others with whom you have substantial 
common personal, professional, financial or business interests (such as 
your adult children or siblings, close professional colleagues, 
administrative unit or department)? 


Yes  No 


Is there any other aspect of your background or present circumstances not 
addressed above that might be perceived as affecting your objectivity or 
independence? 


Yes  No 
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EXPLANATION OF "YES" RESPONSES: lf the answer to any of the above questions is 
"yes", briefly describe the circumstances in the table below. If you do not describe the nature 
of an interest or if you do not provide the amount or value involved where relevant, the 
conflict will be assumed to be significant. 
 
Reference 1-4 above: 
Type of Interest 
and basic 
details 


Name of 
Company, 
organization or 
institution 


Belongs to you, 
family member, 
employer, 
research unit or 
other 


Amount of 
income or value 
of interest 


Current interest 
(or year ceased) 


     


Reference 5-6 above: 
Describe the subject, specific circumstances, parties involved, time frame and other relevant 
details 
 


 
CONSENT TO DISCLOSURE. By completing and signing this form, you consent to the 
disclosure of any relevant conflicts to other Board Members and, if deemed necessary by the 
Board Chairman and in consultation with you, more widely as specified above. 
 
DECLARATION. I hereby declare on my honour that the disclosed information is true and 
complete to the best of my knowledge. Should there be any change to the above 
information, I will promptly notify the Chairman of the Board and complete a new declaration 
of interest form that describes the changes. This includes any change that occurs before or 
during my term of office as an ICCBBA Board Member. 
 
 
Date:......................................         Signed..................................................................... 
 
Name: 
Institution: 
Email: 
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Declaration of Interests for ICCBBA Executive Director (Independent Contractor) 
 
To ensure the highest integrity and public confidence in its activities, ICCBBA requires that 
its Executive Director (Independent Contractor) disclose any circumstances that could give 
rise to a potential conflict of interest related to the activities of ICCBBA.  The Executive 
Director must disclose any circumstances that could represent a potential conflict of interest 
(i.e., any interest that may affect, or may reasonably be perceived to affect, the individual's 
objectivity and independence).  ICCBBA recognizes the non-exclusivity of the Independent 
Contractor Agreement. 
 
You must disclose on this Declaration of Interest (DOl) form any financial, professional or 
other interest relevant to the work of ICCBBA and any interest that could be affected by your 
decisions as Executive Director of ICCBBA. You must also declare relevant interests of your 
immediate family members (see definition below) and, if you are aware of it, relevant 
interests of other parties with whom you have substantial common interests and which may 
be perceived as unduly influencing your judgement (e.g. employer, close professional 
associates, administrative unit or department). 
 
Please complete this form and submit it to the Chairman of the Board. You must also 
promptly inform the Chairman if there is any change in this information. 
 
Your answers will be reviewed by the Chairman of the Board to determine whether you have 
a conflict of interest relevant to the subjects at hand. One of the outcomes listed in the next 
paragraph can occur depending on the circumstances (e.g. nature and magnitude of the 
interest. timeframe and duration of the interest). 
 
The Chairman of the Board may conclude that no potential conflict exists or that the interest 
is irrelevant or insignificant. If, however, a declared interest is determined to be potentially or 
clearly significant, one or more of the following two measures for managing the conflict of 
interest may be applied. The Chairman (i) allows full participation, with disclosure to all other 
Board Members of your interest; or (ii) initiates a discussion with RMC Ltd to resolve the 
situation in accordance with the Independent Contractor Agreement. 
  
Your completed form will be retained by the ICCBBA office.  If the objectivity of the decisions 
of the ICCBBA Board is questioned, appropriate action will be taken as specified under 
article 11 of the Independent Contractor Agreement (Arbitration of Disputes) 
 
If you are unable or unwilling to disclose the details of an interest that may pose a real or 
perceived conflict, you must disclose that a conflict of interest may exist and the Board 
Chairman may decide to initiate a discussion with RMC Ltd to resolve the situation in 
accordance with the Independent Contractor Agreement.  
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Please answer each of the questions by circling “yes” or “no”. If the answer to any of the 
questions is ''yes'', briefly describe the circumstances on the last page of the form (continue 
on a separate sheet if necessary). 
 
The term "you" refers to yourself and your immediate family members (i.e., spouse (or 
partner with whom you have a similar close personal relationship) and your children}. 
"Commercial entity" includes any commercial business, an industry association, research 
institution or other enterprise whose funding is significantly derived from commercial 
sources. "Organization" includes a governmental, international or non-profit organization. 
 
1. EMPLOYMENT AND CONSULTING 
Within the past 4 years, have you received remuneration from a commercial entity or other 
organization with an interest related to the activities of ICCBBA? 
 


Employment Yes  No 


Consulting, including service as a technical or other advisor Yes  No 


 
2. RESEARCH SUPPORT 
Within the past 4 years, have you or has your research unit received support from a 
commercial entity or other organization with an interest related to the activities of ICCBBA? 
 


Research support, including grants, collaborations, sponsorships, and 
other funding 


Yes  No 


Non-monetary support valued at more than US $1000 or equivalent in 
other currencies overall (include equipment, facilities, research assistants, 
paid travel to meetings, etc.) 


Yes  No 


Support (including honoraria) for being on a speakers bureau, giving 
speeches or training for a commercial entity or other organization? 


Yes  No 


 
3. INVESTMENT INTERESTS 
Do you have current investments (valued at more than US $10 000 or equivalent in other 
currencies overall) in a commercial entity with an interest related to the activities of ICCBBA? 
Please also include indirect investments such as a trust or holding company. You may 
exclude mutual funds, pension funds or similar investments that are broadly diversified and 
on which you exercise no control. 
 


Stocks, bonds, stock options, other securities (e.g., short sales) Yes  No 


Commercial business interests (e.g., proprietorships, partnerships, joint 
ventures, board memberships, controlling interest in a company) 


Yes  No 
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4. INTELLECTUAL PROPERTY 
Do you have any intellectual property rights that might be enhanced or diminished by the 
outcome of ICCBBA Board decisions? 
 


Patents, trademarks, or copyrights (including pending applications) Yes  No 


Proprietary know-how in a substance, technology or process Yes  No 


 
5. PUBLIC STATEMENTS AND POSITIONS (during the past 3 years) 
 


As part of a regulatory, legislative or judicial process, have you provided 
an expert opinion or testimony, related to the activities of ICCBBA, for a 
commercial entity or other organization? 


Yes  No 


Have you held an office or other position, paid or unpaid, where you 
represented interests or defended a position related to the activities of 
ICCBBA? 


Yes  No 


 
6. ADDITIONAL INFORMATION 
 


If not already disclosed above, have you worked for a competitor to 
ICCBBA, or will your role as Executive Director of ICCBBA enable you to 
obtain access to a competitor's confidential proprietary information, or 
create for you a personal, professional, financial or business competitive 
advantage? 


Yes  No 


To your knowledge, would your role as Executive Director of ICCBBA 
Board benefit or adversely affect interests of others with whom you have 
substantial common personal, professional, financial or business interests 
(such as your adult children or siblings, close professional colleagues, 
administrative unit or department)? 


Yes  No 


Is there any other aspect of your background or present circumstances not 
addressed above that might be perceived as affecting your objectivity or 
independence? 


Yes  No 
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EXPLANATION OF "YES" RESPONSES: lf the answer to any of the above questions is 
"yes", briefly describe the circumstances in the table below. If you do not describe the nature 
of an interest or if you do not provide the amount or value involved where relevant, the 
conflict will be assumed to be significant. 
 
Reference 1-4 above: 
Type of Interest 
and basic 
details 


Name of 
Company, 
organization or 
institution 


Belongs to you, 
family member, 
employer, 
research unit or 
other 


Amount of 
income or value 
of interest 


Current interest 
(or year ceased) 


     


Reference 5-6 above: 
Describe the subject, specific circumstances, parties involved, time frame and other relevant 
details 
 


 
CONSENT TO DISCLOSURE. By completing and signing this form, you consent to the 
disclosure of any relevant conflicts to other Board Members and, if deemed necessary by the 
Board Chairman and in consultation with you, more widely as specified above. 
 
DECLARATION. I hereby declare on my honour that the disclosed information is true and 
complete to the best of my knowledge. Should there be any change to the above information 
during the term if the Independent Contractor Agreement, I will promptly notify the Chairman 
of the Board and complete a new declaration of interest form that describes the changes. 
 
 
Date:......................................         Signed..................................................................... 
 
Name: 
Institution: 
Email: 
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Conflict of Interest 
Policy: Members of all deliberative bodies of ICCBBA (Board of Directors, Technical Advisory Group, and work groups) 
should make known to the chairman at the beginning of discussion any conflict of interest they may have on the matter 
under consideration. 
 
A conflict of interest should be considered as any potential or actual financial interest in the subject matter under 
discussion by, or within the purview of, the group. For example, such an interest will arise when a member is in the 
employ of, or provides consultation or similar services to, a manufacturer of products used in the blood industry whose 
interests may be affected by the actions of the group. Further, it is possible that a conflict of interest could arise when a 
member has reason to protect the academic, medical or scientific reputation of himself, his colleagues or the institution 
with which he is affiliated. 
 
Members with a conflict of interest may be experts on the subject under consideration and ICCBBA needs access to that 
expertise. Therefore, members with a conflict of interest should be permitted to participate in the deliberations of the 
group, but only after that conflict has been disclosed. It is not necessary to divulge all details to other members of the 
group, but it is important to disclose enough information for the discussants to receive any comments by the member 
with a conflict of interest in their proper context. 


This meeting may be recorded for the purpose of preparing minutes. If you have any 
concerns about this, please notify the ICCBBA staff 
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Members who have a conflict of interest should refrain from voting on any motion that directly pertains to the perceived 
conflict of interest. If decisions are reached by consensus, then the chairman shall not consider the opinion of any 
member with a conflict of interest in determining whether the group has reached consensus. Meeting minutes should 
accurately reflect actions with regard to any conflict of interest on the part of members. 
 
ICCBBA will make this statement available to all members who participate in the governance of, or offer advice to, 
ICCBBA and its paid staff. Members should participate only if they are prepared to disclose pertinent actual or potential 
conflicts of interest. Each member who presides at a meeting of any group conducting business of behalf of ICCBBA 
shall remind members of this conflict of interest policy before beginning any business meeting. 
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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 
ICCBBA's liability is limited to that specified in the ICCBBA License Agreement which is available on 
the ICCBBA Website. Under no circumstances shall ICCBBA's liability exceed the current 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. 
 
ICCBBA manages the ISBT 128 Standard. ICCBBA is not an accrediting organization and is not 
responsible for adherence to the standard, the selection of product codes, or product labeling by 
facilities registered for its use. 


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. 
 
Although it is made available to anyone wishing to obtain a copy, national “Guidelines” describing its 
use in a particular country may be an additional source of information for the end-user. If such 
“Guidelines” exist, they must be consulted because there are options in ISBT 128, and country-
specific information pertaining to the particular use of such options will only be found in such 
“Guidelines.” 
 
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 is strictly forbidden. 
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1 Introduction 


1.1 Purpose 
The purpose of this document is to provide standards and guidance for the coding and 
labeling of medical products of human origin: blood, cellular therapy products, tissues, 
milk, and organs, as well as those plasma derivatives (see Glossary for definition of 
plasma derivative) for which ABO is relevant.  


1.2 Scope 
This document is a comprehensive description of the rules surrounding the use of ISBT 
128 as well as guidance in the interpretation of these rules. It contains many, but not all, 
of the reference tables. Tables for the ISBT 128 Product Description Codes, Facility 
Identification Numbers, and Special Testing, General codes may be found in the Tech 
Library Section of the ICCBBA Website (www.iccbba.org). Reference tables for 
Manufacturer Identification Codes and Structured Compound Messages are also found 
on the Website in the Tech Library section. Reference tables for the Red Cell Antigens 
with Test History [Data Structure 030] are maintained on a Website of another 
organization. Links to these Websites are found in Section 3.2. 
 
This document is supplemented with other guidance documents that provide greater 
detail on how ISBT 128 may be implemented. 


1.3 Intended Audience 
This document is intended for all users of ISBT 128, as well as those interested in 
implementing the Standard. This includes: 


  
 staff of facilities utilizing, or planning to utilize, the ISBT 128 Standard (management, 


information technology, validation, quality management, laboratory, etc.) 
 software developers 
 vendors of labels for blood, cellular therapy, and tissue products 
 vendors of containers for blood and cellular therapy products 
 vendors of products that utilize ISBT 128 
 regulators and auditors 


1.4 Normative References 
ICCBBA: 
ISBT 128 Standard Terminology for Blood, Cellular Therapy, and Tissue Product 
Descriptions (ST-002) 
ISBT 128 Standard Labeling of Blood Components (ST-005) 
ISBT 128 Standard Labeling of Cellular Therapy Products (ST-004) 
ISBT 128 Standard Labeling of Human Tissues (ST-003) 
ISBT 128 Standard Labeling of Ocular Tissue (ST-009) 
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These documents are found in the Tech Library section on the ICCBBA Website. 


 
Other Standards and Guidelines: 


 
ANSI MH10.8.2-2002: Data Identifier and Application Identifier Standard (9 August 
2002). 
 
ANSI X3.182 – Bar Code Print Quality Guideline.  
 
http://webstore.ansi.org/ 
 
ISO/IEC 7064:2003(E): Information technology—Security techniques—Check character 
systems 
 
ISO 8601 (2004) Data elements and interchange formats — Information interchange —
Representation of dates and times 
 
ISO/IEC 15415:2004(E): Information technology—Automatic identification and data 
capture techniques — Bar code print quality test specification — Two-dimensional 
symbols (and correction ISO/IEC 15415:2004/Cor 1:2008). 
 
ISO/IEC 15416:2000(E): Information technology—Automatic identification and data 
capture techniques — Bar code print quality test specification — Linear symbols 
 
ISO/IEC 15417: 2007(E): Information technology—Automatic Identification and data 
capture techniques—Code 128 bar code symbology specification 
 
ISO/IEC 16022:2006(E): Information technology—International symbology 
specification—Data Matrix (and correction ISO/IEC 16022:2006/Cor 1:2008) 
 
http://www.iso.org/iso/en/prods-services/ISOstore/store.html 


 
Knels R, Davis R, Ashford P, et al: Guidelines for the use of RFID technology in 
transfusion medicine. Vox Sang 2010; 98(s2):1-24. 







ISBT 128 Standard Technical Specification Version 4.5.0 11 


   
© 2013 ICCBBA, All Rights Reserved  www.iccbba.org 
 


1.5 Other References 
ICCBBA:  
ICCBBA publications are maintained on the ICCBBA Website. It is the responsibility of 
registered and licensed establishments to ensure that they have the most recent version 
of all ICCBBA publications by regularly consulting the listing maintained on the ICCBBA 
Website. The following listing is current as of the date on the front cover of this 
document. 


 
Implementation Guides  


Use of Data Matrix Symbols with ISBT 128 (IG-014) 
Use of the Manufacturers Data File (IG-015) 
Use of Product Code [Data Structure 003], Cellular Therapy (IG-022) 
Use of Product Code [Data Structure 003], Blood (IG-021) 
Use of Product Code [Data Structure 003], Tissues (IG-020) 
Use of Product Code [Data Structure 003], Ocular Tissue (IG-032) 
Use of Product Divisions [Data Structure 032] (IG-023) 
Use of Flexible Date and Time [Data Structure 031] (IG-024) 
Use of Dimensions [Data Structure 029] (IG-026) 
Use of Red Cell Antigens with Test History [Data Structure 030] (IG-027)  
Choosing an On-Demand Label Printer (IG-029) 
Use of the Processing Facility Information Code [Data Structure 033] (IG-031) 
Use of Donation Identification Number [Data Structure 001] (IG-033) 
ISBT 128 Facility Identification Number (IG-034) 
Coding and Labeling of Medical Devices Using ISBT I28 (IG-030)  
Revised Cellular Therapy Terminology (IG-036) 


 
Technical Bulletins 


Bulletin 5: Bar Code Scanner Implementation of ISBT 128 Concatenation (IG-
008) 


Bulletin 7: Use of Flags in the Donation Identification Number for Process 
Control of Critical Points during Processing and Distribution (IG-010)  


Bulletin 8: Specification for ISBT 128 Data Structures to Support the Secure 
Bedside Matching of Patient and Transfusion/Transplant Product 
Identification (IG-011) 


Bulletin 9: Blood Bag Identification Using ISBT 128 and GS1 (IG-012) 
Bulletin 10:Valid and Invalid Bar Codes for use in ISBT 128 Validations (IG-013) 


 
Technical Notes 


Note 1: Case Conversion (IG-016) 
Note 2: Length of the Product Code Bar Code and Concatenation (IG-017) 
Note 4: Manufacturer’s Catalog Number and Lot Number (NOT Containers) (IG-
019) 
 


Introductory Booklets 
ISBT 128 for Blood Components, An Introduction (IN-003) 
ISBT 128 for Tissues, An Introduction (IN-007) 
ISBT 128 for Cellular Therapy, An Introduction (IN-005) 
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ISBT 128, An Introduction to Bar Coding (IN-009)  
An Introduction to ISBT 128 
 Arabic IN-017 
 Chinese IN-019 
 French IN-021 
 Russian IN-023 
 Spanish IN-026 
 Portuguese IN-028 


 


Non-ICCBBA: 
Palmer, RC. The Bar Code Book. 5th ed. Victoria, BC Canada: Trafford Publishing 2007. 
 
ISO/IEC 15459-2:2006(E): Information technology — Unique identifiers — Part 2: 
Registration procedures 
 
ISO/IEC 15459-2:2006(E): Information technology — Unique identifiers — Part 3: 
Common rules for unique identifiers 


1.6 Background 
The ISBT 128 Standard has been utilized in various countries for many years. It has 
proven capable of achieving its purpose of conveying information about human 
transplantation and transfusion products accurately and unambiguously. As 
communication technology advances, it becomes increasingly important that ISBT 128 is 
not linked to a particular data transfer technology. This means a variety of delivery 
mechanisms can be used to transfer information. 
 
From its original role as a labeling standard, ISBT 128 has been re-defined as: “An 
international standard for the transfer of information associated with human tissue 
transplantation, cellular therapy, and blood transfusion. It provides for a globally unique 
donation numbering system, internationally standardized product definitions, and 
standard data structures for bar coding and electronic data interchange.” 
 
The ISBT 128 Standard is a dynamic standard. Changes occur continually as different 
needs are recognized. Proposals for change follow a managed process, being carefully 
reviewed by experts in the field in many countries before they are incorporated into the 
Standard. Proposals are posted on the ICCBBA Website and users from ICCBBA 
registered facilities can view and comment upon proposals. Every effort is made to 
ensure that all changes are backward compatible. 
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1.7 New in This Version 
The following table indicates the major changes between Version 4.4.0 and Version 
4.5.0. 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 Standard Technical Specification Version Control: Version 4.4.0 vs. Version 4.5.0 


 


 


Version 
4.4.0 


Chapter, 
Section, 
Table, or 


Figure 


Version 
4.5.0 


Chapter, 
Section, 
Table, or 


Figure 


Change Rationale 


1.   Throughout Throughout 
Change “eye readable text” 
to “data content text” 


“Eye readable” was used 
for a specific type of text 
in ISBT 128, but had a 
more general meaning 
outside ISBT 128. This 
was confusing. 


2.   1.2  
Deleted reference to the 
reference tables for Data 
Structures 015 and 016.  


These data structures 
have been retired. 


3.   1.5 1.5 Updated references 
New guidance documents 
are available 


4.   1.8  


Removed sections on 
Flexible Date and Time, 
Processing Facility, and 
Divisions Data Structures. 


They are included as 
changes in this version of 
the Technical 
Specification. 


5.   2.3, Table 2 2.3, Table 2 Updated table 
New data structures 
added 


6.   2.4.1 2.4.1 
Indicated flag characters 
can be alpha characters 


Proposal 11-006 


7.   2.4.1 2.4.1 
Indicated the FIN within the 
DIN identifies the facility that 
assigned the DIN 


Clarification 
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Version 
4.4.0 


Chapter, 
Section, 
Table, or 


Figure 


Version 
4.5.0 


Chapter, 
Section, 
Table, or 


Figure 


Change Rationale 


8.   2.4.1 2.4.1 


Indicated nnnnnn is a 
sequence number that can 
be assigned to a product 
pool 


Previously it read 
collected or recovered 
product. This applies to 
pooled products as well. 


9.   2.4.1  
Deleted detailed explanation 
of why a Type 3 flag code 
may be used. 


Not needed 


10.   2.4.1 
Added a reference to a 
guidance document on the 
use of the DIN 


New document 


11.  2.4.3 2.4.3 
Added that ds shall be 99 
if the new Divisions Data 
Structure is used. 


To create a flag within 
the Product Code Data 
Structure that additional 
information about 
divisions is found in 
another data structure. 


12.  2.4.3 2.4.3 
Separated explanations of α 
for blood and cellular 
therapy 


The Divisions Data 
Structure may be used for 
cellular therapy, but not 
blood at this time. 
Therefore, information is 
different depending on 
whether α is E or F versus 
S. 


13.   2.4.18 
Indicated Data Structure 018 
is used in conjunction with 
Data Structure 017 


Clarification 


14.   2.4.22 
Indicated Data Structure 022 
is used in conjunction with 
Data Structure 021 


Clarification 
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Version 
4.4.0 


Chapter, 
Section, 
Table, or 


Figure 


Version 
4.5.0 


Chapter, 
Section, 
Table, or 


Figure 


Change Rationale 


15.  2.4.23 2.4.23 


Added that the order of the 
data structures in the 
compound message will be 
as they appear in Table 
RT017. 


Clarification 


16.   2.4.31 
Added Flexible Date and 
Time [Data Structure 031] 


Proposal 10-009 


17.   2.4.32 
Added Product Divisions 
[Data Structure 032] 


Proposal 11-003B 


18.   2.4.33 
Added Processing Facility 
Information Code [Data 
Structure 033] 


Proposal 12-004 


19.   2.4.34 
Added Processor Product 
Identification Code [Data 
Structure 034] 


Proposals 13-001 and 
11-003A 


20.   
3.1, Table 
3 


Added row for alpha flag 
character values 


To support alpha 
characters being used 
for DIN flag characters. 


21.   
3.1, Table 
25 and 
Table 26 


Added reference tables for 
Flexible Date and Time 
[Data Structure 031] 


To support use of the 
Flexible Date and Time 
Data Structure. 


22.   7.5.1 


Added Flexible Date and 
Time [031] to tables 
indicating where specific 
bar codes appear 


To support use of the 
Flexible Date and Time 
Data Structure. 


23.  7.6.2 7.6.2 
Rearranged some 
paragraphs and added 
headers 


Clarity 


24.   


7.6.3 


Table 
RT002 


Added 4 data structures New data structures 


25.   7.6.4 
Added a section on 
additional text 


Clarification 
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Version 
4.4.0 


Chapter, 
Section, 
Table, or 


Figure 


Version 
4.5.0 


Chapter, 
Section, 
Table, or 


Figure 


Change Rationale 


26.  9.1  
Deleted section about 
division codes for cellular 
therapy and blood products. 


This now appears in Use 
of Product Code Data 
Structure 003, Blood and 
Use of Product Code Data 
Structure 003, Cellular 
Therapy 


27.  9.2  
Deleted section about 
division/split codes for 
tissues. 


This now appears in Use 
of Product Code Data 
Structure 003, Tissues 


28.  12 12 
Indicated additions to Table 
44 can be made upon 
request 


Clarification. 


29.  
12, Table 
44 


12, Table 
44 


Added lines for new data 
structures, updated some 
terminology related to 
division codes within Data 
Structure 003 


Support new data 
structures. 


30.   13 


Added reference to 
Implementation Guide: ISBT 
128 Facility Identification 
Number 


New document 


31.   Acronyms 
Added ID (Identification) and 
RID (Recipient Identification 
Number) 


New abbreviations 


32.  Appendix C Appendix C Updated label examples 


There have been changes 
in terminology for cellular 
therapy and tissues; more 
current dates. 
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1.8 Approved Changes for Future Versions 
 


The following changes have been approved by Technical Advisory Groups and will 
appear in a future version of this document. For more information about the anticipated 
changes, contact the ICCBBA office (iccbba@iccbba.org). 


1.8.1 Product Description Code Database 
The Product Description Codes Database table structures are currently under 
review and will change in the future. The proposal for change was approved by 
the Technical Advisory Groups, and efforts have been made to minimize impact 
on users of these tables. ICCBBA will continue to publish the existing tables for 
up to five years following the publication of the changes provided that they 
continue to meet product database needs.   
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2 Data Structures 
 
Data structures defined in this document are internationally agreed entities for encoding 
information relevant to medical products of human origin. Data structures define the technical 
characteristics necessary for the interpretation of the information. They specify the context and 
structure and provide the links to the appropriate reference tables for conversion of codes to 
meaningful information. 
 
Data structures need to be clear and unambiguous and must take into account any constraints 
imposed by the anticipated delivery mechanisms. For example, data structures that will be used 
in linear bar codes are limited in the number of characters they can contain. 
 
Data structures generally comprise two elements: 
 


 Data identifiers: a two-character code that identifies the data structure (described in 
more detail in 2.1) 


 Data content: the data characters that provide the information to be conveyed (e.g., 
coded information that conveys the unit is A, RhD positive) 


 
Figure 1 Data Structure 


 
 
 
 
 
 
 
Some information may be conveyed at different levels of detail in different data structures. For 
example, the volume of a blood product may be conveyed in two data structures:  
 


 Product Code [Data Structure 003] as part of the Final Volume attribute group (e.g., 
equal to or greater than 200 mL to less than 400 mL) or  


 Dimensions [Data Structure 029] as a specific value (e.g., 223 mL). 
 
If a facility chooses to use more than one data structure to convey similar information, systems 
shall be in place to ensure accurate entry of data so the information being conveyed is 
consistent. 


2.1 Data Identifiers 
Data identifier characters shall be used in circumstances in which the context of the data 
structure presentation makes it necessary to also indicate the nature of the information 
being conveyed. For example, in bar codes the data identifiers are essential to ensure 
correct interpretation.  
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However, in applications in which the data structures are being used within an existing 
framework, such as an electronic data interchange (EDI) message, the data identifiers 
may be omitted provided that the message definition unambiguously indicates that the 
field contains a specific ISBT 128 data structure. 
 
Each ISBT 128 data structure shall have two ASCII characters that serve to identify the 
data structure. The first ASCII character is the first character of the data identifier. It shall 
always be = (ASCII 61) or & (ASCII 38). These identifiers have been reserved by ANSI 
(ANSI MH10.8.2-2002) as ISBT 128 data identifiers to distinguish ISBT 128 data 
structures from all others.  
 
In ICCBBA internationally defined data structures, the second character of the data 
identifier shall be a non-alphanumeric ASCII character. The exception to this is the 
Donation Identification Number (DIN) [Data Structure 001]: The DIN shall have a first 
data identifier character of = and a second data identifier character that can be any of 
the alphanumeric characters 1–9, A–N, P–Z (but not a–z). Note that for this data 
structure only, the second data identifier character shall be the first character of the data 
content. 
 
Data identifiers with the first character “&”, and a second character from the range a-z 
shall be reserved for non-ICCBBA defined data structures (see section 2.5). The data 
identifier pairs &; and &! shall be hybrid structures which have an ICCBBA defined 
context but non-ICCBBA defined structure.  


 
The characters used in ISBT 128 data identifiers are shown in Table 1, page 20, 
together with their ASCII values. All ICCBBA documents shall use the US ASCII 
mapping shown in Table 1. The character assigned to a particular ASCII value may vary 
according to the character map being used, but the ASCII value itself provides the 
definitive description of the data identifier character.  
 
Data identifiers for ISBT 128 data structures are as indicated in Table 2, beginning on 
page 22. 
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Table 1 Code 128 Subset B Characters Available for Use as ISBT 128 Data Identifiers 
[RT001] 


 
ASCII Value Character Name 
33 ! exclamation mark 
34 " inch, double quotation mark 
35 # number sign 
36 $ dollar sign 
37 % per cent sign 
38 & ampersand 
39 ‘ foot, single quotation mark 
40 ( left parenthesis 
41 ) right parenthesis 
42 * asterisk 
43 + plus sign 
44 , comma 
45 - dash 
46 . period 
47 / forward slash 
58 : colon 
59 ; semicolon 
60 < less than 
61 = equal to 
62 > greater than 
63 ? question mark 
64 @ at sign 
91 [ left square bracket 
92 \ backward slash 
93 ] right square bracket 
94 ^ circumflex, caret 
95 _ underscore 
96 ` grave accent 
123 { left brace 
124 | vertical bar 
125 } right brace 
126 ~ tilde 
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2.2 The Role of Data Identifiers in ISBT 128 Bar Codes 
As indicated in Figure 1, ISBT 128 bar codes comprise two elements: data identifier 
characters and data content. 
 
In order to accurately interpret information from an ISBT 128 bar code, application 
software shall carry out the following two steps before interpreting the data values: 


 
1. Analyze the data identifier characters to ensure that the bar code entered is of  the 


correct type; 
2. Verify that the length and format of the data characters match that defined for the 


corresponding data structure. 
 


Failure to carry out these checks could lead to incorrect assignment of critical 
information. 
 
The following example illustrates this. 


2.3 Data Structure Index 
An index of data structures is provided in Table 2, beginning on page 22, which cross 
references them to their descriptions in this document. 


 


An ISBT 128 ABO/RhD Blood Groups [Data Structure 002] bar code for an A, RhD 
Positive unit will read as: 
 
=%6200  
 
where “=%” are the data identifier characters indicating that this is an ABO/RhD Blood 
Groups data structure, and “6200” are the data values for A, RhD Positive. 
 
A Special Testing: Red Blood Cell Antigens — General [Data Structure 012] bar code on 
a Group O, RhD negative unit could have the value: 
 
=\620000000000000000 
 
If the data identifier characters are ignored by the application software, entry of this 
second bar code in response to a blood groups prompt could cause the system to 
incorrectly assign the unit as A, RhD Positive. 
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Table 2 Index of Data Structures [RT003] 
 


Ref Data Structure Name 


First Character 
of the Data 
Identifier 


Second Character 
of the Data 
Identifier 


Data Content 
See 


Section 
 


 
ASCII 
Value 


 
 


 
ASCII Value 


001 Donation Identification Number 
 
 = 


 
61 A–N; P–Z; 1–9 


 
ppppyynnnnnnff 


 
2.4.1 


 
002 


 
Blood Groups [ABO and Rh D]  = 61 % 37 ggre 2.4.2 


 
003 


 
Product Code  = 61 < 60 αooootds 2.4.3 


 
004 


 
Expiration Date  = 61 > 62 cyyjjj 2.4.4 


 
005 


 
Expiration Date and Time & 38 > 62 cyyjjjhhmm 2.4.5 


 
006 


 
Collection Date  = 61  *  42 cyyjjj 2.4.6 


 
007 


 
Collection Date and Time & 38  *  42 cyyjjjhhmm 2.4.7 


 
008 


 
Production Date  = 61 } 125 cyyjjj 2.4.8 


 
009 


 
Production Date and Time & 38 } 125 cyyjjjhhmm 2.4.9 


 
010 


 
Special Testing: General & 38 ( 40 zzzzz 2.4.10 


 
011 


 
Special Testing: Red Blood Cell 
Antigens [RETIRED] 


 
 = 


 
61 


 
{ 


 
123 


 
aaaaaaaaaaaaaaaaii 2.4.11 


 
012 


Special Testing: Red Blood Cell 
Antigens -- General 


 
 = 


 
61 


 
\ 


 
92 


 
aaaaaaaaaaaaaaaaii 2.4.12 
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Ref Data Structure Name 


First Character 
of the Data 
Identifier 


Second Character 
of the Data 
Identifier 


Data Content 
See 


Section 
 


 
ASCII 
Value 


 
 


 
ASCII Value 


 
013 


 
Special Testing: Red Blood Cell 
Antigens -- Finnish 


 
& 


 
38 


 
\ 


 
92 


 
aaaaaaaaaaaaaaaaii 2.4.13 


 
014 


 
Special Testing: Platelet HLA 
and Platelet Specific Antigens 
[Data Structure 014] 


 
& 


 
38 


 
{ 


 
123 


 
AAAABBBBCCCCCCCC
DE 2.4.14 


 
015 


 
Special Testing: HLA-A and -B 
Alleles [RETIRED] 


 
 = 


 
61 


 
[ 


 
91 


EEEEFFFFGGGGHHHH
LM 2.4.15 


 
016 


 
Special Testing: HLA-DRB1 
Alleles [RETIRED] 


 
 = 


 
61 


 
" 


 
34 


IIIIJJJJMMMMMMMMM
M 2.4.16 


 
017 


 
Container Manufacturer and 
Catalog Number 


 
 = 


 
61 


 
) 


 
41 


 
bqqwwwwwww 2.4.17 


 
018 


 
Container Lot Number & 38 ) 41 xxxxxxxxxx 2.4.18 


 
019 


 
Donor Identification Number  = 61 ; 59 αppppvvvvvvvvvvvvvvvv 2.4.19 


 
020 


 
Staff Member Identification 
Number 


 
 = 


 
61 


 
' 


 
39 


 
αppppuuuuuu 


 
2.4.20 


 
021 


 
Manufacturer and Catalog 
Number: Items Other Than 
Containers 


 
 = 


 
61 


 
- 


 
45 


 
NNOOOOOOOO 2.4.21 


 
022 


 
Lot Number: Items Other Than 
Containers 


 
& 


 
38 


 
- 


 
45 


 
PPPPPPPPPP 2.4.22 


023 Compound Message  = 61 + 43 aabbb 2.4.23 
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Ref Data Structure Name 


First Character 
of the Data 
Identifier 


Second Character 
of the Data 
Identifier 


Data Content 
See 


Section 
 


 
ASCII 
Value 


 
 


 
ASCII Value 


024 Patient Date of Birth = 61 # 35 aayyyymmdd 2.4.24 


025 Patient Identification Number & 38 # 35 aallxx…xx 2.4.25 


026 Expiration Month and Year = 61 ] 93 yyyymm 2.4.26 


027 Infectious Markers & 38 “ 34 nnnnnnnnnnnnnnnnnn 2.4.27 


028 Product Consignment = 61 $ 36 αppppyynnnnnccdd 2.4.28 


029 Dimensions & 38 $ 36 nnaabbbbcccccdee 2.4.29 


030 


Red Cell Antigens with Test 
History & 38 % 


 
37 nnnpppppprrss 2.4.30 


031 Flexible Date and Time = 61 ( 40 ZUTTYYYYMMDDhhmm 2.4.31 


032 Product Divisions = 61 , 44 dddddd 2.4.32 


033 
Processing Facility Information 
Code 


& 38 + 43 nnnnnpppppp 2.4.33 


034 
Processor Product Identification 
Code 


= 61 / 47 nnnnnppppppqqqqq  2.4.34 


 


Data structures not defined by 
ICCBBA 


& 38 a-z 


These data identifiers 
may be assigned by a 
facility or a regional, 
national, or supranational 
authority,  


2.5.1 


 


Reserved Data Identifiers for a 
Nationally-Specified Donor 
Identification Number & 38 ; 59 Defined nationally 2.5.2 


 


Confidential Unit Exclusion 
Status Data Structure & 38 ! 33 Defined nationally 2.5.3 
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2.4 Description of the Data Structures 


2.4.1 Donation Identification Number [Data Structure 001] 
Note: This is the only data structure in which the second character of the data 
identifier shall be part of the data content. 
 
Purpose: Data Structure 001 shall specify a Donation Identification Number 


that is a unique identification of a donation event [collection or 
recovery] or a product pool from anywhere in the world over a one 
hundred year period. 


 
Structure: =αppppyynnnnnnff 


 
 


Element Length Type 
 


 =  1 data identifier, first character 


 
α 


 
1 


data identifier, second character alphanumeric 
{A–N; P–Z; 1–9} 


 
pppp 


 
4 


First two characters alphanumeric {A-N, P-Z, 
0-9}; second two characters numeric {0–9}.  


 
Current usage is numeric for all four 
characters. Alpha characters may be 
introduced into positions 1 and 2 in the future  
(e.g., if α = A and pppp = BC12, the αpppp will 
be ABC12) 


 
yy 2 numeric {0–9} 


 
nnnnnn 6 numeric {0–9} 


 
ff 2 alphanumeric {0–9}, {A-H, J-N, P, R-Y} 


 
The fifteen (15)-character data content string, αppppyynnnnnnff, shall be 
encoded and interpreted as follows: 
 
αpppp  shall specify the Facility Identification Number (FIN) of the 


organization that assigned the DIN and shall be encoded and 
interpreted by reference to the ICCBBA Registered Facilities 
database published and maintained by ICCBBA in the password-
protected area of the ICCBBA Website 


 
yy  shall specify the last two digits of the year in which the donation 


was collected or recovered (or, in the case of a tissue processing 
facility assigning a DIN, this may be the year in which the first 
product from the donation event was processed) 
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Notes: In practice, this is the “nominal” year. To cut down on 
wastage, Donation Identification Number labels may be used for 
up to one month in the year before, and one month in the year 
after, the year shown on the label. 
 
In the case of a tissue processing facility assigning a DIN, the DIN 
year code may be the year of the donation event OR the year in 
which the first product was processed. Usage shall be consistent 
within a facility. That is, if the DIN year code is the year the first 
tissue from the donation event was processed, the facility must 
always use the year the first tissue from a donation event was 
processed to determine the year code. 


 
nnnnnn shall specify a sequence number indicating the particular 


collection, recovery, or product pool within the given year for the 
facility identified by the FIN 


 
 


ff are “flag characters.” Use of flag characters “ff” shall conform to national 
guidelines, if such guidelines exist. As shown in Table 3 on page 77, there are 
three general types of usage: 


 
 Type 1: Two- character code used for process control and 


defined by ICCBBA 
 


 Type 2: Two- character code used for process control, but 
locally defined 


 
 Type 3: A weighted ISO/IEC 7064 modulo 37-2 check 


character on the entire thirteen character DIN (see Appendix A 
for method of calculation). Type 3: The check character acts 
on the Donation Identification Number and acts as a 
secondary check within the bar code itself. 


 
When not used, the value of the flags shall be 00. 
 
Type 2 flag characters shall only be interpreted by the facility that has defined 
them or within the group of facilities that have agreed on a common definition. 
 
For a description of one way in which flags can be used see Technical Bulletin 
Number 7, Use of Flags in the Donation Identification Number for Process 
Control of Critical Points during Processing and Distribution available on the 
ICCBBA Website. 


 
As shown in Figure 2 the combination, αppppyynnnnnn, forms the Donation 
Identification Number (DIN). Flag characters, while a part of the Donation 
Identification Number Data Structure, are not a part of the Donation Identification 
Number itself. The keyboard entry check character is not a part of the Donation 
Identification Number but is calculated from the DIN and printed in human 
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readable format. Both the flag characters and the keyboard entry check character 
are for process control and are not part of the unique identification of the product.  
 
See Implementation Guide: Use of the Donation Identification Number [Data 
Structure 001] for further information. 
 


Figure 2 Donation Numbering 
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2.4.2 Blood Groups [ABO and RhD] [Data Structure 002] 
 
Purpose: Data Structure 002 EITHER 


 
 Shall indicate the blood groups [ABO and RhD] of a 


product and  
 May convey information regarding C, c, E, e, K, or 


Miltenberger phenotypes and/or  
 May include information defining the type of donation or 


collection 
 


 OR  
 


 Shall convey special messages such as the status of a 
donation or collection, restrictions on use, or processing 
instructions. 


 
Structure: =%ggre 


 
 
Element 


 
Length


 
Type 


= 1 data identifier, first character 


% 1 data identifier, second character 


gg 2 alphanumeric {A–Z; a-z, 0–9} 


r 1 alphanumeric {A–Z; 0–9} 


e 1 alphanumeric {A–Z; 0–9} 
 


The four (4)-character data content string, ggre, shall be encoded and 
interpreted as follows: 
 
gg shall  
 


EITHER  
 
specify ABO and RhD blood groups and type of donation or collection 
information and shall be encoded and interpreted by reference to Table 4, 
page 78   
 
OR 


 
 specify a range of special messages as shown in Table 5, page 82  


 
 r shall specify RhD and Kell or Miltenberger phenotypes (see glossary) and 


shall be encoded and interpreted by reference to Table 6, page 83. A 
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value of 0 (zero) shall be used if the data structure does not contain 
information about these phenotypes 


 
e shall be reserved for future use. The value of e shall always be set to 0 


(zero) 
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2.4.3 Product Code [Data Structure 003] 
 
Purpose: Data Structure 003 shall: 


 identify a product intended for human use  
 optionally encode information about the type of donation or 


collection, and  
 encode whether or not the product has been divided 


 
Structure: =<αooootds 


 


Element Length Type 


= 1 data identifier, first character 


< 1 data identifier, second character 


α 1 alphabetic {A–Z} 


oooo 4 numeric {0–9} 


t 1 
alphanumeric {A–Z; a–z; 0–9} 
(depends on value of , see below) 


d 1 
alphanumeric {A–Z; 0–9}, (depends 
on value of , see below) 


s 1 
alphanumeric {a–z; 0–9} (depends on 
value of , see below) 


 
The eight (8)-character data content string, αooootds shall be encoded and 
interpreted as follows. 


 
αoooo  shall specify the Product Description Code and shall be 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 5.1). 


 
α shall specify the following product groups:  


 
 E or F – blood components  
 M –  Other Therapies (partially assigned): 


o Human milk - codes beginning with M0 (M0001 to 
M0999) 


o Not assigned - codes beginning with M1 through M8 
(M1000 to M8999) 


o Topical products of human origin - codes beginning with 
M9 (M9000 to M9999) 


 N – Partially assigned: 
o Organs for Transplant – codes beginning with N0 


(N0001 to N0999) 
o Not assigned – codes beginning with N1 through N9 


(N1000 to N9999) 
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 R – Partially assigned 
o Reproductive Tissue – codes beginning  with R0 


(R0001 to R0999) 
o Not assigned – codes beginning with R1 through R9 


(R1000 to R9999) 
 S – cellular therapy products  
 T – tissues 
 V – ocular tissue 
 X – derivatives  
 A-D – national or local codes (see below). 


 
oooo shall be interpreted through reference to the Product 
Description Code database 
 


Note: While values of α have previously specified a single type of product 
(e.g., S was always a cellular therapy product), this is no longer the case. 
For example, only the first 999 values of M (values beginning with M0) 
have been reserved for human milk. Codes beginning with M1-M8 may 
be assigned in the future to other products, and M9 codes (M9000 to 
M9999) have been assigned to products for topical use (supporting 
encoding of serum eye drops).  
 
A-D National or Local Codes 
 
The block of Product Description Codes A0000-D9999 shall be reserved 
for use as nationally or facility defined Product Description Codes. There 
shall 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. For example, 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 reserve a range of these values for national 
assignment. Where this is done it shall be 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. 
  
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, the facility shall 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 shall be 
taken in interpreting the product description from a local code as this will 
be specific to the supplier. 
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In all cases, the product definition for nationally or facility assigned codes 
shall be retained permanently for traceability purposes. Once assigned, 
codes shall not be reassigned. 


 
The encoding and interpretation of tds shall depend upon the value of α.  
 
If α is E or F, then: 


 
t  shall specify the type of donation and shall be encoded and 


interpreted by reference to Table 7, page 84  
 
ds shall specify information as to whether the unit has been divided.  
 


 If the unit has not been divided, ds shall be set to the 
default value of 00 (zero, zero). 


 
 If divisions are encoded in the Product Code, 


 
d  shall encode the first level division. First level 


divisions (up to 26) of the primary collection 
shall be encoded using capital letters 


 
s  shall encode the second level division. Second 


level subdivisions (up to 26) shall be encoded 
using lower-case letters 


 
Note: Divisions need not be equal and this 
nomenclature does not require this. See Use of 
Product Code Data Structure documents (listed in 1.5) 
for each product category for examples of use. 


 
See Figure 3. Also see Use of Product Code [Data Structure 003] – Blood for 
examples of use. 
 
If α is S, then: 
 


t  shall specify the type of donation and shall be encoded and 
interpreted by reference to Table 7, page 84  


 
ds shall specify information as to whether the unit has been divided.  
 


 If the unit has not been divided, ds shall be set to the 
default value of 00 (zero, zero). 


 
 If the Product Divisions [Data Structure 032] is used, ds 


shall be set to 99. Software shall require that when a 99 
appears in positions 7 and 8 of the Product Code [Data 
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Structure 003], the Divisions Data Structure shall be 
scanned and recorded. 


 
 If divisions are encoded in the Product Code: 


 
d  shall encode the first division. First level 


divisions (up to 26) of the primary collection 
shall be encoded using capital letters 


 
s  shall encode the second division. Second level 


subdivisions (up to 26) shall be encoded using 
lower-case letters 


 
Note: Divisions need not be equal and this 
nomenclature does not require this.  


 
 


 
 
 
 
 
 
 
See Figure 3. Also see Use of Product Code [Data Structure 003] – Cellular 
Therapy for examples of use. 


 
Figure 3 Product Code Structure for Cellular Therapy or Blood 


 
 
 
 
 
 
 
 
 
 
 
 
 


If α is M, N, R, T, or V, tds shall specify a 3-digit number of divisions (or packs) 
of the product. If the product has not been divided (or there are not multiple 
product packs with the same Product Description Code and DIN), tds shall be 
set to 000 (zero, zero, zero).  
 
If α is X, tds shall be reserved for future use and the value 000 shall be used. 
 


Note: If α is S, until the Product Divisions [Data Structure 032] is implemented, 
d and s may be used to uniquely identify divisions without regard to hierarchal 
level. Facilities utilizing this option shall ensure that each product is uniquely 
identified (i.e., multiple products with the same DIN and Product Description 
Code shall have a unique division code). 
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If α is A-D, tds is not defined. If tds is set to something other than 000, it shall be 
defined in conjunction with the national/local code assignment. 
 
See Figure 4. Also see Use of Product Code [Data Structure 003] – Tissues for 
examples of use. 


 
 
Figure 4 Product Code Structure for Tissues (including Ocular), Milk, Organs, Reproductive, 


or Topical Products 
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2.4.4 Expiration Date [Data Structure 004] 
 
Purpose: Data Structure 004 shall indicate the date at the end of which the 


item expires. This is intended to be used for medical devices with 
a human tissue component or for supplies such as filters or 
solutions. While in the past this data structure has been used for 
blood, tissue, or cellular therapy products, it is now recommended 
that Data Structure 005 be used for these products. 


 
Structure: =>cyyjjj 


  
Element Length Type 


 
 =  1 data identifier, first character 


 
> 1 data identifier, second character 


 
c 1 numeric {0–9} 


 
yy 2 numeric {0–9} 


 
jjj 3 numeric { 0–9} 


 
The six (6)-character data content string, cyyjjj, is encoded and interpreted as 
follows: 
 
c  shall specify the century of the year in which the item expires 
 
yy shall specify the year within the century in which the item expires 
 
jjj shall specify the ordinal (Julian) date on which the item expires 
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2.4.5 Expiration Date and Time [Data Structure 005] 
 
Purpose: Data Structure 005 shall indicate the date and time when the 


product expires. 
 
Structure: &>cyyjjjhhmm 


  
Element Length Type 


 
& 1 data identifier, first character 


 
> 1 data identifier, second character 


 
c 1 numeric {0–9} 


 
yy 2 numeric {0–9} 


 
jjj 3 numeric { 0–9} 


 
hh 2 numeric { 0–9} 


 
mm 2 numeric { 0–9} 


 
The ten (10)-character data content string, cyyjjjhhmm, shall be encoded and 
interpreted as follows: 
 
c shall specify the century of the year in which the product expires 
 
yy shall specify the year within the century in which the product expires 
 
jjj shall specify the ordinal (Julian) date on which the product expires 
 
hh shall specify the hour at which the product expires (00 to 23) 
 
mm shall specify the minute at which the product expires (00 to 59) 
 
A day shall be defined as beginning at midnight (00:00) and ending at 23:59. 
When a time is not specified, the default of 2359 shall be encoded in the data 
structure. 
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2.4.6 Collection Date [Data Structure 006] 
 
Purpose: Data Structure 006 shall indicate the date on which the product 


was collected or recovered. 
 
Structure: =*cyyjjj 


  
Element Length Type 


 
 =  1 data identifier, first character 


 
 *  1 data identifier, second character 


 
c 1 numeric {0–9} 


 
yy 2 numeric {0–9} 


 
jjj 3 numeric { 0–9} 


 
The six (6)-character data content string, cyyjjj shall be encoded and interpreted 
as follows: 
 
c shall specify the century of the year in which the product was collected or 


recovered 
 
yy shall specify the year within the century in which the product was 


collected or recovered 
 
jjj shall specify the ordinal (Julian) date on which the product was collected 


or recovered 
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2.4.7 Collection Date and Time [Data Structure 007] 
 
Purpose: Data Structure 007 shall indicate the date and time of collection or 


recovery of the product. 
 
Structure: &*cyyjjjhhmm 


  
Element Length Type 


 
& 1 data identifier, first character 


 
 *  1 data identifier, second character 


 
c 1 numeric {0–9} 


 
yy 2 numeric {0–9} 


 
jjj 3 numeric { 0–9} 


 
hh 2 numeric { 0–9} 


 
mm 2 numeric { 0–9} 


 
The ten (10)-character data content string, cyyjjjhhmm, shall be encoded and 
interpreted as follows: 
 
c shall specify the century of the year in which the product was collected or 


recovered 
 
yy shall specify the year within the century in which the product was 


collected or recovered 
 
jjj shall specify the ordinal (Julian) date on which the product was collected 


or recovered 
 


hh shall specify the hour at which the product was collected or recovered (00 
to 23) 


 
mm shall specify the minute at which the product was collected or recovered 


(00 to 59) 
 
A day shall be defined as beginning at midnight (00:00) and ending at 23:59. 
When a time is not specified, the default of 2359 shall be encoded in the data 
structure. 
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2.4.8 Production Date [Data Structure 008] 
 
Purpose: Data Structure 008 shall indicate the date on which the product 


was produced. While in the past this has been used for blood, 
tissue, or cellular therapy products, it is now recommended that 
Data Structure 009 be used for these products. 


 
Structure: =}cyyjjj 


  
Element Length Type 


 
 =  1 data identifier, first character 


 
} 1 data identifier, second character 


 
c 1 numeric {0–9} 


 
yy 2 numeric {0–9} 


 
jjj 3 numeric { 0–9} 


 
The six (6)-character data content string, cyyjjj shall be encoded and interpreted 
as follows: 
 
c shall specify the century of the year in which the product was produced 
 
yy shall specify the year within the century in which the product was 


produced 
 
jjj shall specify the ordinal (Julian) date on which the product was produced 
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2.4.9 Production Date and Time [Data Structure 009] 
 
Purpose: Data Structure 009 shall indicate the date and time of production 


of the product. 
 
Structure: &}cyyjjjhhmm 
  


Element Length Type 
 


& 1 data identifier, first character 
 


} 1 data identifier, second character 
 


c 1 numeric {0–9} 
 


yy 2 numeric {0–9} 
 


jjj 3 numeric { 0–9} 
 


hh 2 numeric { 0–9} 
 


mm 2 numeric { 0–9} 


 
The ten (10)-character data content string, cyyjjjhhmm, shall be encoded and 
interpreted as follows: 
 
c shall specify the century of the year in which the product was produced 
 
yy shall specify the year within the century in which the product was 


produced 
 
jjj shall specify the ordinal (Julian) date on which the product was produced 
 
hh shall specify the hour at which the product was produced (00 to 23) 
 
mm shall specify the minute at which the product was produced (00 to 59) 
 
A day shall be defined as beginning at midnight (00:00) and ending at 23:59. 
When a time is not specified, the default of 2359 shall be encoded in the data 
structure. 
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2.4.10 Special Testing: General [Data Structure 010] 
 
Purpose:  Data Structure 010 shall indicate special characteristics of a 


product such as whether it has been phenotyped, the presence of 
antibodies, CMV antibody status, Hemoglobin S status, etc. 


 
Structure: &(zzzzz 


  
Element Length Type 


 
 &  1 data identifier, first character 


 
( 1 data identifier, second character 


 
zzzzz 5 alphanumeric {A–Z; 0–9} 


 
The five (5)-character data content string, zzzzz shall be encoded and interpreted 
by reference to the Special Testing database table (see 5.2, page 109) published 
and maintained by ICCBBA in the password-protected area of the ICCBBA 
Website. 
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2.4.11 Special Testing: Red Blood Cell Antigens [Data 
Structure 011] 
 
Data Structure 011 should not be used. It was RETIRED in Version 2.1.0 of the 
ISBT 128 Standard Technical Specification (August 2004) and replaced by Data 
Structures 012 and 013. 
 
Purpose: Data Structure 011 is maintained for backwards compatibility. It 


provided information regarding red blood cell phenotypes and 
CMV antibody status of the product. 


  
Structure: ={aaaaaaaaaaaaaaaaii 
  


Element Length Type 
 


 =  1 data identifier, first character 


 
{ 


 
1 


data identifier, second 
character 


 
aaaaaaaaaaaaaaaa 16 numeric {0–9} 
 


ii 2 numeric {0–9} 


 
The eighteen (18)-character data content string, aaaaaaaaaaaaaaaaii, shall be 
encoded and interpreted using Table 8, starting on page 85 and Table 11, page 
91. 
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2.4.12 Special Testing: Red Blood Cell Antigens – General 
[Data Structure 012] 


 
Purpose: Data Structure 012 shall provide information regarding red blood 


cell phenotypes (see glossary), CMV antibody, IgA, Parvovirus 
B19, and Hemoglobin S status of the product. 


 
Structure: =\aaaaaaaaaaaaaaaaii 


  
Element Length Type 


 
 =  1 data identifier, first character 


 
\ 1 data identifier, second character 


 
aaaaaaaaaaaaaaaa 16 numeric {0–9} 


 
ii 2 numeric {0–9} 


 
The eighteen (18)-character data content string, aaaaaaaaaaaaaaaaii, shall be 
encoded and interpreted using Table 9, starting on page 87 and Table 12, Page 
92. 


 
Common Rh antigens may be encoded together as a phenotype (Rh column 1 
on Table 9, page 87) or as individual Rh antigens (C,c,E,e, columns 14-16). If Rh 
antigens are encoded individually using positions 14, 15, and/or 16, then the 
value of column 1 shall be set to 9 (no information). Conversely, if the phenotype 
is present in column 1, then the values of the C,c,E,e antigens shall all be set to 
9, ni (no information).  
 
See Examples of Use in 9.1, page 133. 
 
If there are Red Blood Cell Antigens that have been tested for, but that are not 
encoded using Table 9 and Table 12, positions 17 and 18 may be set to 00 (see 
Table 12) and information concerning the status of those antigens may be 
indicated on the label text. Alternatively, red cell antigens not found on these 
tables may be encoded using the Red Cell Antigens with Test History (Data 
Structure 030). For information on this data structure, see 2.4.30 on page 66. 
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2.4.13 Special Testing: Red Blood Cell Antigens — Finnish 
[Data Structure 013] 
 
Purpose: Data Structure 013 shall provide information regarding red blood 


cell phenotypes (see glossary), CMV antibody, and IgA status of 
the product. The Finnish table reflects different antigen 
distributions in the Finnish population. 


 
Structure: &\aaaaaaaaaaaaaaaaii 


 
 


 
 
 
 
 
 
 
 
 


The eighteen (18)-character data content string, aaaaaaaaaaaaaaaaii, shall be 
encoded and interpreted using Table 10, starting on page 89 and Table 13, page 
93. 


 
If there are Red Blood Cell Antigens that have been tested for, but that are not 
encoded using Table 10 and Table 13, positions 17 and 18 may be set to 00 (see 
Table 13) and information concerning the status of those antigens may be 
indicated on the label text. Alternatively, red cell antigens not found on these 
tables may be encoded using the Red Cell Antigens with Test History (Data 
Structure 030). For information on this data structure, see 2.4.30 on page 66. 


 
Element Length Type 


 
& 1 data identifier, first character 


 
\ 1 data identifier, second character 


 
aaaaaaaaaaaaaaaa 16 numeric {0–9} 


 
ii 2 numeric {0–9} 
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2.4.14 Special Testing: Platelet HLA and Platelet Specific 
Antigens [Data Structure 014] 
 
Purpose: Data Structure 014 shall provide information regarding HLA and 


HPA phenotypes, CMV antibody, IgA status, and anti-A and -B for 
platelet products. If genomic typing is used, only the first two digits 
of the type shall be encoded.  


 
Structure: &{AAAABBBBCCCCCCCCDE 


 


Element Length Type 


& 1 data identifier, first character 


{ 1 data identifier, second character 


AAAA 4 numeric {0–9} 


BBBB 4 numeric {0–9} 


CCCCCCCC 8 numeric {0–9} 


D 1 numeric {0–9} 


E 1 numeric {0–9} 


 
The eighteen (18)-character data content string, AAAABBBBCCCCCCCCDE, 
shall be encoded and interpreted as follows: 
AAAA  shall specify HLA-A antigens and shall be encoded and 


interpreted according to Table 14, beginning on page 94.  
 
BBBB shall specify HLA-B antigens and shall be encoded and 


interpreted according to Table 14, beginning on page 94. 
 
Two AA values shall be encoded, followed by two BB values. To conform to 
practice the lower value shall always be listed first. See Examples of Use in 9.2, 
page 134. 
 
CCCCCCCC shall specify platelet-specific antigens, IgA antigen and CMV 


antibody status and shall be encoded and interpreted according to 
Table 15, page 96.  


 
D  shall be reserved for future use. A default value of 0 (zero) shall 


be used at this time 
 
E shall specify information about high titered antibodies to A and B 


antigens and shall be encoded and interpreted according to Table 
16, page 97.  
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2.4.15 Special Testing: HLA-A and -B Alleles [Data Structure  
015] 
 
Data Structure 015 has been RETIRED as of this version of the ISBT 128 
Standard Technical Specification (December 2011). 
 
Purpose: Data Structure 015 is retained for backward compatibility. It 


provided information regarding HLA-A and - B alleles for Cellular 
Therapy and Tissue products. This is the first of a pair of data 
structures (see 2.4.16). 


 
Structure: =[EEEEFFFFGGGGHHHHLM 


  
Element Length Type 


 
 =  1 data identifier, first character 


 
[ 1 data identifier, second character 


 
EEEE 4 numeric {0–9} 


 
FFFF 4 numeric {0–9} 


 
GGGG 4 numeric {0–9} 


 
HHHH 4 numeric {0–9} 


 
L 1 numeric {0–9} 


 
M 1 numeric {0–9} 


 
EEEE shall specify the first four digits of the first of the pair of HLA-A 


(usually) genomically-determined alleles 
 


FFFF shall specify the first four digits of the second of the pair of HLA-A 
(usually) genomically-determined alleles 


 
GGGG shall specify the first four digits of the first of the pair of HLA-B 


(usually) genomically-determined alleles 
 


HHHH shall specify the first four digits of the second of the pair of HLA-B 
(usually) genomically-determined alleles 


 
The 16-character data content string, EEEEFFFFGGGGHHHH, shall be encoded 
and interpreted using the table described in 4.1, page 103. 
 
To conform to practice the lower value of each pair shall always be listed first. 
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Only the first four digits of the HLA-A and -B alleles are significant for transfusion 
and transplantation, because the fifth and any subsequent characters describe 
synonymous mutations. 
 
00 shall be used after the first two characters to signify that typing of the 
respective HLA-locus has been performed using a method that does not allow 
allele discrimination at higher resolution than two (2) digits.  
 
The value in the data structure for a null allele shall be 0000. 
 
L shall specify the CMV antibody status (see Table 17, page 98)  
 
M shall be reserved for future use; a default of 9 shall be used at this time. 
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2.4.16 Special Testing: HLA-DRB1 Alleles [Data Structure 016] 
 
Data Structure 016 has been RETIRED as of this version of the ISBT 128 
Standard Technical Specification (December 2011). 
 
Purpose: Data Structure 016 is retained for backward compatibility. It 


provided information regarding HLA-DRB1 alleles for Cellular 
Therapy and Tissue products. This is the second of a pair of data 
structures (see 2.4.15). 


 
Structure: ="IIIIJJJJMMMMMMMMMM 


  
Element Length Type 


 
 =  1 data identifier, first character 


 
"  1 data identifier, second character 


 
IIII 4 numeric {0-9} 


 
JJJJ 4 numeric {0–9} 


 
MMMMMMMMMM 10 numeric {0–9} 


 
IIII  shall specify the first four digits of the first of the pair of HLA-DRB1 


(usually) genomically-determined alleles 
 


JJJJ shall specify the first four digits of the second of the pair of HLA-DRB1 
(usually) genomically-determined alleles 


 
The 8-character data content string, IIIIJJJJ, shall be encoded and interpreted 
using the table described in 4.1, page 103. 
 
To conform to practice the lower value of each pair shall always be listed first. 
Only the first four digits of the HLA-DRB1 alleles are significant for transfusion 
and transplantation, because the fifth and any subsequent characters describe 
synonymous mutations. 
 
00 shall be used after the first two characters to signify that typing of the 
respective HLA-locus has been performed using a method that does not allow 
allele discrimination at higher resolution than two (2) digits.  
 
The value in the data structure for a null allele shall be 0000. 
 
MMMMMMMMMM shall be reserved for future use. A default value of 
9999999999 shall be used at this time. 
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2.4.17 Container Manufacturer and Catalog Number [Data 
Structure 017] 


 
Purpose: Data Structure 017 shall specify the manufacturer and catalog 


number of the container set and the identifying character(s) of the 
individual container(s) in the set.  


 
Structure: =)bqqwwwwwww 


  
Element Length Type 


 
 =  1 data identifier, first character 


 
) 1 data identifier, second character 


 
b 1 alphanumeric {A–Z; 0–9} 


 
qq 2 alphanumeric {A–Z; 0–9} 


 
wwwwwww 7 alphanumeric {A–Z; a–z; 0–9} 


 
The ten (10)-character data content string, bqqwwwwwww shall be encoded 
and interpreted as follows:  
 
b shall specify the container identification character in a container or 


transfer set. The value of b is set as follows: 
 For whole blood and other non-apheresis collection sets, 1-9 


shall be used. 1 shall be reserved for the primary collection 
container 


 for apheresis collection sets A-Z shall be used   
 For transfer container/sets, 0 (zero) is used. If more than one 


type of container is present in the transfer set, numeric 
characters 2-9 may also be used. (The number 1 shall be 
reserved for the primary bag of a whole blood collection set.) 


 
qq shall specify the identity of the container set manufacturer and is 


encoded and interpreted from Table W1, Manufacturer Identifier 
Codes (described in Section 4.2, page 103) 


 
wwwwwww shall specify the manufacturer’s catalog number. This shall be 


interpreted from information provided by the manufacturer. If the 
catalog number is less than seven (7) characters, it shall be 
padded with zeroes at the beginning of the string (i.e., the catalog 
number 27QzE would be transmitted as 0027QzE) 


 
Used in conjunction with the Manufacturer’s Data file (see Chapter 11, page 140 
and Implementation Guide, Use of the Manufacturers Data File), this data 
structure can be a powerful tool for process control. With use of appropriate 
software and downloading of the data file, much information about the container 
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set can be determined automatically. This information includes the number of 
bags in the set, the anticoagulant/preservative, the intended nominal collection 
volume, etc. 
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2.4.18 Container Lot Number [Data Structure 018] 
 
Purpose: Data Structure 018 shall specify the manufacturer’s lot number for 


the container set. 
 


Structure: &)xxxxxxxxxx 
  


Element Length Type 
 


& 1 data identifier, first character 
 
) 1 data identifier, second character 
 


xxxxxxxxxx 10 alphanumeric {A–Z; a–z; 0–9} 
 


The ten (10)-character data content string, xxxxxxxxxx, shall encode the 
manufacturer's lot number. If the lot number is less than ten (10) characters, it 
shall be padded with zeroes at the beginning of the string (i.e., the lot number 
1234rZ would be transmitted as 00001234rZ). 


 
Because lot numbers can be padded with zeroes, ideally they should not begin 
with a 0 (zero). If the lot number begins with 0 (zero), the manufacturer shall 
have a mechanism to ensure correct identification of the lot number when a 
problem is reported and the lot number is indicated without the leading 0 (zero). 


 
This data structure shall be used in conjunction with Data Structure 017.
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2.4.19 Donor Identification Number [Data Structure 019] 
Purpose: Data Structure 019 shall specify a donor identification number that 


is unique anywhere in the world. 
 


Structure: =;αppppvvvvvvvvvvvvvvvv 
  


Element Length Type  
 =  1 data identifier, first character  
; 1 data identifier, second character  
α 1 alphanumeric {A–N; P–Z; 1–9} 


pppp 
 


4 


First two characters alphanumeric {A-N, P-Z, 
0-9}, second two characters numeric {0–9}.  
 
Current usage is numeric for all four 
characters. Alpha characters may be 
introduced into positions 1 and 2 in the 
future.  


vvvvvvvvvvvvvvvv 16 numeric {0–9} 
 


The twenty-one (21)-character data content string, αppppvvvvvvvvvvvvvvvv, 
shall be encoded and interpreted as follows: 


 
αpppp shall specify the Facility Identification Number (FIN) and is 


encoded and interpreted by reference to the ICCBBA 
Registered Facility table (see 5.3, page 110) published and 
maintained by ICCBBA in the password-protected area of 
the ICCBBA Website 


 
vvvvvvvvvvvvvvvv shall specify either a nationally- or facility- assigned donor 


identification number. The interpretation of the assigned 
number requires knowledge of how such numbers are 
assigned in the country specified by the FIN. If the number 
assigned is not sixteen (16) characters, it shall be padded 
with zeroes at the beginning of the string (i.e., the donor 
identification number 395421746 would be transmitted as 
0000000395421746). However, in some countries, the 
assigned number can begin with zero; therefore the 
specific length of the assigned number must be known in 
order to correctly interpret this data structure 


2.4.19.1 Use of a National Donor Identification Number  


If the Donor Identification Number is nationally-assigned using this data 
structure, a dedicated FIN can be assigned by ICCBBA to distinguish 
nationally- from facility-assigned numbers. To exercise this option, a 
national authority should contact the ICCBBA office 
(tech.director@iccbba.org). 
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Note: There is an alternative nationally-defined data structure that may be 
used for a donor identification number (see 2.5.2, page 76).  
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2.4.20 Staff Member Identification Number [Data Structure 
020] 
 
Purpose: Data Structure 020 shall specify a staff identification number. 


 
Structure: ='αppppuuuuuu 


  
Element Length Type 


 
 =  1 data identifier, first character 


 
'  1 data identifier, second character 


 
α 1 alphanumeric {A–N; P–Z; 1–9} 


 
pppp 


 
4 


First two characters alphanumeric {A-N, P-Z, 
0-9}, second two characters numeric {0–9}.  
 
Current usage is numeric for all four 
characters. Alpha characters may be 
introduced into positions 1 and 2 in the future. 


 
uuuuuu 6 alphanumeric {A-Z, 0–9} 


 
The eleven (11)-character data content string, αppppuuuuuu, shall be encoded 
and interpreted as follows: 


 
αpppp  shall specify the Facility Identification Number (FIN) and shall be 


encoded and interpreted by reference to the ICCBBA Registered 
Facility table (see 5.3, page 110) published and maintained by 
ICCBBA in the password-protected area of the ICCBBA Website 


 
uuuuuu  shall specify a facility-assigned staff member identification 


number. As noted above, the number may contain alphabetic 
characters if desired. If the string assigned is not six (6) 
characters, it shall be padded with zeroes at the beginning of the 
string (i.e., the staff member identification 395A would be 
transmitted as 00395A) 
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2.4.21 Manufacturer and Catalog Number: Items Other Than 
Containers [Data Structure 021] 
 
Purpose: Data Structure 021 shall specify the manufacturer and the catalog 


number of an item used in collection or processing other than the 
container (set). 


  
Structure: =-NNOOOOOOOO 


  
Element Length Type 


 
 =  1 data identifier, first character 


 
- 1 data identifier, second character 


 
NN 2 alphanumeric {A–Z; 0–9} 


 
OOOOOOOO 8 alphanumeric {A–Z; a–z; 0–9} 


 
The ten (10)-character data content string, NNOOOOOOOO shall be encoded 
and interpreted as follows: 


 
NN shall specify the identity of the item manufacturer and is encoded 


and interpreted from Table W1, Manufacturer Identifier Codes 
(described in Section 4.2, page 103)  


 
 
OOOOOOOO shall specify the manufacturer’s catalog number. This shall be 


interpreted from information provided by the manufacturer. If the 
catalog number is less than eight (8) characters, it shall be 
padded with zeroes at the beginning of the string (i.e., the catalog 
number 27QzE would be transmitted as 00027QzE) 
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2.4.22 Lot Number: Items Other Than Containers [Data 
Structure 022] 
 
Purpose: Data Structure 022 shall specify the manufacturer’s lot number for 


an item used in collection or processing other than a container 
(set).  


 
Structure: &-PPPPPPPPPP 


  
Element Length Type 


 
& 1 data identifier, first character 


 
- 1 data identifier, second character 


 
PPPPPPPPPP 10 alphanumeric {A–Z; a–z; 0–9} 


 
The ten (10)-character data content string, PPPPPPPPPP, shall encode the 
manufacturer's lot number. If the lot number is less than ten (10) characters, it 
shall be padded with zeroes at the beginning of the string (i.e., the lot number 
1234rZ would be transmitted as 00001234rZ). 
 
Because lot numbers can be padded with zeroes, ideally they should not begin 
with a 0 (zero). If the lot number begins with 0 (zero), the manufacturer shall 
have a mechanism to ensure correct identification of the lot number when a 
problem is reported and the lot number is indicated without the leading 0 (zero). 
 
This data structure shall be used in conjunction with Data Structure 021.
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2.4.23 Compound Message [Data Structure 023] 
 
Purpose:  Data Structure 023 shall allow multiple data structures to be 


combined into a single data string to facilitate use of newer 
technology delivery systems. 


 
Structure: =+aabbb 


 
Element Length Type 
= 1 data identifier first character 
+ 1 data identifier second character 
aa 2 numeric {0-9} 
bbb 3 numeric {0-9} 


 
 


The five-character data content string aabbb shall be encoded and interpreted as 
follows: 
 
aa shall specify the number of ISBT 128 data structures that follow; 
 
bbb shall be either: 


 
 all zeros – indicating this is an undefined message, i.e. only the number of 


data structures is identified, but not what each one is  
 


 a three-digit number referencing an entry in an ICCBBA maintained table that 
defines the content of this structured compound message (see Table W2, 
[RT017] Structured Compound Messages described in Section 4.3, page 
103) 


 
Rules for constructing compound messages: 


 
1. A compound message shall comprise a string of ISBT 128 data structures 


(excluding nationally defined structures), beginning with the Compound 
Message [Data Structure 023] 
 


2. Data structures shall be combined with no intervening characters in the 
order shown on Table RT017 for the structured message selected, and 
each data structure shall begin with its data identifier characters 
 


3. The string shall only contain ISBT 128 data structures 
 


4. The number of data structures following the Compound Message Data 
Structure shall be indicated in element aa of the Compound Message 
Data Structure 
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5. If an ICCBBA structured compound message format is used, the 
reference number of the structure shall be included in element bbb of the 
Compound Message Data Structure 


 
6. If the message is not defined, the Compound Message Data Structure 


shall have element bbb set to zeros, and element aa shall be set as 
specified in rule 4 


 
ICCBBA structured compound messages are defined in Table W2, Structured 
Compound Messages (described in Section 4.3, page 103). Requests for 
additional entries should be submitted to the ICCBBA office 
(tech.director@iccbba.org).  
 
Unstructured messages should ONLY be used where there is not an appropriate 
structured message and there is good reason why a structured message should 
not be created. Unstructured messages should be used when a message 
structure is needed only temporarily (will only be used once or a few times). If 
there is any uncertainty whether a structured message should be created, the 
user should contact the ICCBBA office. 
 
Reading software should always verify the integrity of the data string, including 
checking that the correct number of data structures appears. Data should only be 
interpreted if the integrity of the entire data string has been confirmed. 
 
See 9.3, page 135, for an example of use. 
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2.4.24 Patient Date of Birth [Data Structure 024] 
 
Purpose: Data Structure 024 shall indicate the date of birth of the patient 


and the location of this occurrence of the information. 
 
Structure: =#aayyyymmdd 


  
Element Length Type 


 
= 1 data identifier, first character 


 
#   1 data identifier, second character 


 
aa 2 numeric {0–9} 


 
yyyy 4 numeric {0–9} 


 
mm 2 numeric { 0–9} 


 
dd 2 numeric { 0–9} 


 
The 10 character data content string, aayyyymmdd, shall be encoded and 
interpreted as follows: 


 
aa  shall specify a location code identifying where this occurrence of the 


information is held. For acceptable values see Table 18, page 98 
 


yyyy  shall specify the year of birth 
 
mm  shall specify the month of birth 
 
dd  shall specify the day of birth 
 
 
See Technical Bulletin 8: Specification for ISBT 128 Data Structures to Support 
the Secure Bedside Matching of Patient and Transfusion/Transplant Product 
Identification for examples of use. 
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2.4.25 Patient Identification Number [Data Structure 025] 
 
Purpose: Data Structure 025 shall indicate the patient identification number 


and the location of this occurrence of the information. 
 


Structure: &#aallxx…xx   
 


Note: This is a variable length structure – see text below. 
  


Element Length Type 
 


& 1 data identifier, first character 
 


 #  1 data identifier, second character 
 


aa 2 numeric {0–9} 
 


ll 2 numeric {0–9} 
 


xx…xx var alpha/numeric { A-Z, a-z, 0–9} 


 
The variable length data content string, aallxx…xx, shall be encoded and 
interpreted as follows: 
 
aa  shall specify a location code identifying where this occurrence of 


the information is held. For acceptable values see Table 18, page 
98 


 
ll  shall specify the length of the following patient number field 
 
xx…xx  shall specify the patient identification number, alpha numeric only, 


punctuation characters and spaces are not permitted 
 


Note: The patient identification number may only be unique within the facility in 
which it was assigned. There may be duplicate numbers if a patient moves from 
one facility to another.  


 
Reading software should always verify the integrity of the data string, including 
checking that the correct number (as defined by ll) of characters appears in the 
patient identification number. 
 
See Technical Bulletin 8: Specification for ISBT 128 Data Structures to Support 
the Secure Bedside Matching of Patient and Transfusion/Transplant Product 
Identification for examples of use. 
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2.4.26 Expiration Month and Year [Data Structure 026] 
 
Purpose: Data Structure 026 shall indicate a month and year of expiration 


for supplies. This data structure should not be used for blood, 
tissue, or cellular therapy products. 


 
Structure: =]yyyymm 
 


Element Length Type 
= 1 data identifier; first character 
] 1 data identifier; second character 


yyyy 4 numeric {0-9) 
mm 2 numeric {0-9} 


 
The six character data string yyyymm is encoded and interpreted as follows: 
 
yyyy  shall specify the year of expiration 
 
mm  shall specify the month of expiration 
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2.4.27 Infectious Markers [Data Structure 027] 
 


Purpose: Data Structure 027 shall provide information on the infectious 
disease screening status of a product.  


 
Structure: &"nnnnnnnnnnnnnnnnnn 


  
Element Length Type 


 
& 1 data identifier, first character 


 
" 1 data identifier, second character 


 
nnnnnnnnnnnnnnnnnn 18 numeric {0–9} 


 
The 18 character data content string, nnnnnnnnnnnnnnnnnn, shall be encoded 
and interpreted as follows: 


 
nnnnnnnnnnnnnnnnnn shall specify a string of digits, each of which shall 


identify the result status of a pair of markers as 
indicated in Table 19, page 99. Currently only 
values in the first nine positions have been defined; 
therefore positions 10-18 shall be set to a value of 
0. For each marker there shall be three possible 
outcomes: 


 
pos  Reactive for specified marker in screening 


process 
neg Specific marker not detected in screening 


process 
na Information not available 


 
The information shall be specific to a particular donation and thus shall be 
provided in a manner that can be securely linked to the Donation Identification 
Number. This may be achieved by the use of a Compound Message structure 
containing both the Donation Identification Number and Infectious Marker 
screening, concatenated bar code reading, or by other mechanisms that secure 
association of the information. 


 
The results provided in the data string shall be the final outcome of the approved 
screening process of the testing facility. 
 
Generally, it is expected that this information will appear in electronic 
communications or accompanying documentation rather than on the affixed label 
of a product. 
 
For an example of use for this data structure, see 9.4, page 136. 
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2.4.28 Product Consignment [Data Structure 028] 
 


Purpose: Data Structure 028 shall transfer information about product 
shipments. 


 
Structure: =$αppppyynnnnnccdd 


 
 


Element 
 
Length 


 
Type 


= 1 data identifier, first character 


$ 1 data identifier, second character 
 
α 1 alphanumeric {A–N; P–Z; 1–9} 


 
pppp 


 
4 


first two characters alphanumeric {A-N, 
P-Z, 0-9}, second two characters 
numeric {0–9}.  
 
Current usage is numeric for all four 
characters. Alpha characters may be 
introduced into positions 1 and 2 in the 
future. 


yy 2 numeric {0-9} 
nnnnn 5 numeric {0-9} 


cc 2 numeric {0-9} 
dd 2 numeric {0-9} 


 
The sixteen character data string αppppyynnnnnccdd shall be encoded and 
interpreted as follows: 


 
αpppp shall specify the Facility Identification Number (FIN) and is 


encoded and interpreted by reference to the ICCBBA 
Registered Facility table (see 5.3, page 110) published and 
maintained by ICCBBA in the password-protected area of the 
ICCBBA Website 
 


yy shall specify the year 
 


nnnnn shall specify a serial number 
 


cc shall specify the number of the container within consignment. 
For dispatch documentation (paper or electronic), this field shall 
be set to 00 
 


dd shall specify the total number of containers in consignment 
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2.4.29 Dimensions [Data Structure 029] 
 


Purpose: Data Structure 029 shall carry information about the dimensions 
(length, area, volume, etc.) of a product.  


 
Structure: &$nnaabbbbcccccdee…aabbbbcccccdee 
 


Element Length Type 
& 1 data identifier, first character 
$ 1 data identifier, second character 
nn 2 numeric value (00-99) 


      Repeating segments (repeats nn times): 
aa 2 numeric value (0-9) 
bbbb 4 numeric value (0-9) 
ccccc 5 numeric value (0-9)  
d 1 numeric value (0-9) 
ee 2 numeric value (0-9) 


 
The data content string, nnaabbbbcccccdee, shall be encoded and interpreted 
as follows: 


 


nn Number of repeating segments 


 Repeating segment (repeats nn times): 


aa Refers to a symbol as defined by Table 20, page 101  


bbbb Refers to a dimension as defined by the Table 21, page 101 


ccccc Value of the dimension specified in the associated Product 
Description Code. Dimension values are in accordance with the 
limits of accuracy specified in the supplier’s product catalog or 
product insert. Should the measured value be less than 5 
characters, leading zeroes shall be used 


d Number of decimal places as defined in Table 22, Page 101 


ee Reserved for future use, set to 00 default 


 
There is no requirement for the order in which dimensions may appear in the 
data string. Software shall be written to place a value in the appropriate field 
based on the value of aa and bbbb of the Dimensions Data Structure.  


 
If the Dimensions Data Structure does not appear on an affixed label, it should 
be linked to the Donation Identification Number to which it corresponds. It is 
strongly recommended that a Compound Message [Data Structure 023] that 
incorporates both the DIN and Dimensions Data Structures be used (see 2.4.23). 
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If more than one dimension is conveyed and a linear bar code is used, the 
symbol may be too large to fit on the affixed label. In this situation, it is 
anticipated that this data structure will be used in electronic communication or on 
documents accompanying the product rather than on the container label. 
 
Reading software should always verify the integrity of the data string, including 
checking that the correct number of repeat segments occurs. Data should only 
be interpreted if the integrity of the entire data string has been confirmed. 
 
For examples of use and implementation guidance, see Implementation 
Guideline, Dimensions [Data Structure 029], on the ICCBBA Website. 
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2.4.30 Red Cell Antigens with Test History [Data Structure 
030] 


 
Purpose: Data Structure 030 shall transfer information about red cell 


antigen phenotypes (see glossary), including whether the test has 
been performed more than once and if the results represent 
current or historical data. It is anticipated that this data structure 
will be used in electronic communication or on documents 
accompanying the product rather than on the affixed label. 


 
Structure: &%nnnpppppprrss…pppppprrss 


 
Element Length Type 


& 1 data identifier, first character 
% 1 data identifier, second character 
nnn 3 numeric {0-9} 


  Repeating segment (repeats nnn times): 
pppppp 6 numeric {0-9} 
rr 2 numeric {0-9}  
ss 2 numeric {0-9} 


 
The character data string nnnpppppprrss shall be encoded and interpreted as 
follows: 


 


nnn Shall indicate the number of occurrences of the repeating 
segment in the data structure 


 Repeating segment (repeats nnn times): 


pppppp ISBT-defined antigen as defined by the table described in 
4.4, page 104.  The blood group system number should be 
listed first, followed by the antigen number. 


rr Result interpretation as defined by Table 23, page 102  


ss Number of tests as defined by Table 24, page 102  
   


There is no requirement for the order in which antigens may appear in the data 
string. Software shall be written to place an antigen in the appropriate field based 
on the value of pppppp. 
 
When utilizing this data structure to express more than one test result, the results 
shall be concordant. 
 
Information in the Red Cell Antigen with Test History Data Structure shall be 
firmly linked to the Donation Identification Number to which it corresponds. It is 
strongly recommended that a Compound Message [Data Structure 023] that 
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incorporates both the DIN and the Red Cell Antigen with Test History Data 
Structures be used (see 2.4.23). 


 
Reading software should always verify the integrity of the data string, including 
checking that the correct number of repeat segments occurs. Data should only 
be interpreted if the integrity of the entire data string has been confirmed. 
 
For examples of use and implementation guidance, see Implementation 
Guideline, Red Cell Antigen [Data Structure 030], on the ICCBBA Website. 
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2.4.31 Flexible Date and Time [Data Structure 031] 
 


Purpose: Data Structure 031 shall convey information about date and time, 
including the type of time (collection, recovery, production, cross 
clamp, etc.) and the time zone (local or UTC).  


 
Date of Implementation:  For cellular therapy, ocular tissue, and organs this 
structure is available for use immediately.  For other categories of product, this 
data structure is not an option immediately to allow software developers to 
create, and users to validate, software capable of reading the data structure.   
 
 
Structure: =(ZUTTYYYYMMDDhhmm 


 
 
 
 
 
 
 
 
 
 
 
 
 
 


The 16-character data string ZUTTYYYYMMDDhhmm shall be encoded and 
interpreted as follows: 


 
 


Z Shall specify local or UTC time interpreted from Table 25, 


page Table 25 


U Shall be reserved for future use. The value shall be set to 


0. 


TT Shall specify the type of time interpreted from Table 26, 


page Table 26 


YYYY Shall specify the year 


MM Shall specify the month (01-12) 


DD Shall specify the day (01-31) 


hh Shall specify the hour (00-23) 


mm Shall specify the minute (00-59) 


  


Element Length Type 
= 1 Data Identifier, first character 
( 1 Data identifier, second character 
Z 1 Numeric {0-9} 
U 1 Numeric {0-9} 
TT 2 Numeric {0-9} 
YYYY 4 Numeric {0-9} 
MM 2 Numeric {0-9} 
DD 2 Numeric {0-9} 
hh 2 Numeric {0-9} 
mm 2 Numeric {0-9} 
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2.4.32 Product Divisions [Data Structure 032] 
 


Purpose: Data Structure 032 shall convey information about divisions, or if 
used in conjunction with a medical device that does not contain 
HCT/P, a serial number.  


 
 
Date of implementation:  
 
When used in conjunction with Data Structure 003: Because this data 
structure becomes part of the unique identification of a product, implementation 
of the data structure must be coordinated so that computer systems of facilities 
receiving the product are able to scan and interpret the codes. Therefore, this 
data structure shall not be used for cellular therapy product in general 
distribution at this time. Technical Advisory Groups will determine when it is 
acceptable to use it for labeling products and the rules for its use (e.g., 2-D bar 
code). This document will be updated when the decision has been made. At this 
time, it is presented for the benefit of software developers to update software to 
support its use. 
 
The data structure may be used sooner for cellular therapy products if: 


 A product will remain in a facility  
 There is an agreement between supplier and receiver of a product to 


utilize this data structure sooner  
 
When used in conjunction with Data Structure 034: This data structure may 
be used at any time. 
 
Note: At the present time, use of the Divisions Data Structure with Data Structure 
003 is restricted to Cellular Therapy product codes (where α is S) and for 
products identified using Data Structure 034. However, in the future the use of 
the Divisions Data Structure may be extended to blood products (where α is E or 
F).  
 
Structure: =,dddddd 
 


Element Length Type 
= 1 Data identifier, first character 
, 1 Data identifier, second character 
dddddd 6 Alphanumeric {A-Z, 0-9} 


 
 


The 6-character data string dddddd shall be encoded and interpreted as follows: 
 


dddddd shall specify the division code 
 


The division code allows for a high level of flexibility.  
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 Digits shall be used where a single level of divisions is required (allowing up 
to 999,999 divisions).  


 If it is desirable to show levels of divisions (to allow for divisions of divisions), 
alpha characters shall be used. In this situation, the six character field may be 
split into three pairs, each allowing AA through to ZZ. This provides up to 
three levels of division.    


 For a serial number for products without a human donor component, either 
numbers or alphas, or a combination, can be used.  


 
When the Product Divisions Data Structure is used in conjunction with the 
Product Code (Data Structure 003), “99” shall appear in the 7th and 8th positions 
of the Product Code. See Section 2.4.3. The Divisions Data Structure, when 
used, is essential for traceability. Software shall require that when a 99 appears 
in positions 7 and 8 of the Product Code [Data Structure 003], the Divisions Data 
Structure shall be scanned and recorded. If manual records are maintained, the 
Divisions Code shall be recorded along with the Donation Identification Number 
and the Product Code for all records needed for traceability. 
 
Each Product Divisions code shall be unique for a given Product Code [Data 
Structure 003] and DIN.  
 
For use of this data structure in conjunction with the Product Code [Data 
Structure 003] see Implementation Guide, Use of Product Divisions [Data 
Structure 032]. 
 
For use of this data structure in conjunction with the Processor Product 
Identification Code [Data Structure 034], see Coding and Labeling of Medical 
Devices using ISBT 128. 
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2.4.33 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 product code 
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 11-character data string nnnnnpppppp shall be encoded and interpreted as 
follows: 


 
nnnnn   shall specify the Facility Identification Number, or the FIN (P) of the 


facility that assigned the Product Code 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 DIN (Data Structure 001) and 
Product Code (Data Structure 003), may be required for unique 
identification of the product. If the FIN within Data Structure 033 is 
required to ensure unique identification of the product, it shall be 
presented in a 2D barcode to ensure it is read. 
 


pppppp shall specify a Facility Product Code (FPC) assigned by the 
processing or labeling facility indicating a catalog or other number 
that identifies the product within its system.  The FPC shall not be 
used to create uniqueness for the product. The processing or labeling 
facility may choose to publish reference tables for use by the 
organizations receiving the product. If a value is not required, the 
default value 000000 (zeroes) shall be used.  
 


 
  







ISBT 128 Standard Technical Specification Version 4.5.0 72 


   
© 2013 ICCBBA, All Rights Reserved  www.iccbba.org 


Figure 5 Example of Data Content for Data Structure 033 
 
 
 
 
 
 
 
 
 
 
 


 
 
 


 
 
 
See Implementation Guide, Use of the Processing Facilty Information Code [Data 
Structure 033] for more information.  
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2.4.34 Processor Product Identification Code [Data Structure 034]  
 
Purpose:   Data Structure 034, the Processor Product Identification Code 


(PPIC), shall identify the processing or labeling facility, a facility-
assigned facility product code, and a standardized product 
description code. This data structure may be used for medical 
device identification. 


 
Structure:   =/nnnnnppppppqqqqq 


  
 


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} 
qqqqq 5 alphanumeric {A–Z, 0-9} 


 


The 16-character data string nnnnnppppppqqqqq shall be encoded and 
interpreted as follows: 


 
nnnnn   shall specify the Facility Identification Number (FIN) of the facility 


that assigned the Product Code 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).  


pppppp shall specify a Facility Product Code (FPC) assigned by the 
processing or labeling facility indicating a catalog or other 
number that identifies the product within its system.  This code 
shall not be used to create uniqueness for the product. 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.  


qqqqq Coding and interpretation shall depend on if the device contains 
a human donor component. 
 If the device contains a human donor component, this code 


shall specify the Product Description Code and shall be 
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.  


 If the device does not contain a human donor component, the 
value 00000 (all zeroes) shall be used. 
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Medical devices with a human donor component shall be uniquely identified 
using Data Structure 034, the Donation Identification Number [Data Structure 
001], and Product Divisions [Data Structure 032]. 
 
See Implementation Guide, Coding and Labeling of Medical Devices Using ISBT 
I28 for more information. 
 
Figure 6 Example of Data Content for Data Structure 034  
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2.5 Non-ICCBBA Defined Data Structures 


2.5.1 Data Structures Not Defined by ICCBBA  
 
Data structures that fit in the ISBT 128 model but are not internationally defined 
by ICCBBA may be desirable for use by individual facilities or by regional, 
national, or supranational authorities. The data identifiers &a through &z shall be 
reserved to support such data structures.  
 
There should be a national consensus regarding which data identifiers should be 
reserved for national use and which, if any, should be allowed for regional or 
supranational use. 
 
The facility identification numbers to which the definition of these data structure 
applies shall be documented and software shall only interpret these data 
structures within the context of those FIN(s).  
 
Non-ICCBBA defined data structures shall not be used in Compound Messages. 


 
 


Element Length Type 
& 1 data identifier, first character 


a-z 1 data identifier, second character 
Further elements will be nationally (or regionally) defined. 


 
Note: Care should be taken not to confuse these non-ICCBBA defined data 
structures with locally- or nationally-assigned product codes (see Section 2.4.3, 
page 30). 
 
Note: There are internationally defined data structures for nationally-defined 
Donor Identification Number [Data Structure 019] and Patient identification 
Number [Data Structure 025]. 
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2.5.2 Reserved Data Identifiers for a Nationally-Specified 
Donor Identification Number  
 
A nationally-specified data structure may be defined to contain a unique donor 
(not donation) identification number. The data identifier shall be “&;”.  


 
Element Length Type 
& 1 data identifier, first character 
; 1 data identifier, second character 


Further elements will be nationally defined. 
 


Note: There is an alternative internationally-defined data structure that may be 
used for a donor identification number (see 2.4.19, page 52). 


2.5.3 Confidential Unit Exclusion Status Data Structure 
 
If desired, a nationally-specified structured bar code may be defined to contain 
the results of a confidential donor decision to request that a donated unit be 
either accepted for testing and processing or discarded. The data identifier shall 
be &!. 


 
Element Length Type 
& 1 data identifier, first character 
! 1 data identifier, second character 


Further elements will be nationally defined. 
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3 Reference Tables 


3.1 Reference Tables Maintained in This Document 
Table 3 Data Structure 001: Donation Identification Number Flag Digits, ff [RT004] 


 
 
Value of ff 


 
Meaning When Used in the Donation Identification Number 


 
00 


 
Flag not used; null value 


 
01 


 
Container 1 of a set 


 
02 


 
Container 2 of a set 


 
03 


 
Container 3 of a set 


 
04 


 
Container 4 of a set 


 
05 


 
Second (or repeated) “demand-printed” label 


 
06 


 
Pilot tube label 


 
07 


 
Test tube label 


 
08 


 
Donor record label 


 
09 


 
Sample tube for NAT testing  


 
10 


 
Samples for bacterial testing 


11 Match with Unit label 
12 Affixed partial label 
13 Attached label (intended to be used with affixed partial label) 


 
 


 
 


 
14 


 
Reserved for future assignment 


 
 


 
 


 
15 


 
Container 5 of a set 


 
16 


 
Container 6 of a set 


 
17 


 
Container 7 of a set 


 
18 


 
Container 8 of a set 


 
19 


 
Container 9 of a set 


 
20-59 


 
Reserved for assignment and use by each local facility. Therefore the meaning and 
interpretation of flag values 20–59 may differ with each FIN and should not be 
interpreted at any other site 


 
60–96 


 
ISO/IEC 7064 modulo 37-2 check character on the preceding thirteen (13) data 
characters, αppppyynnnnnn including the FIN, year and the unit sequence number — 
value is assigned as 60 plus the modulo 37-2 checksum 


 
97–99, 


All codes 
with alpha 
characters 


 
Reserved for future assignment 
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Table 4 Data Structure 002: Blood Groups [ABO and RhD], Including Optional Type of Donation or Collection Information [RT005] 
 


 
 


ABO and RhD 


Blood Groups 


Default: 


Intended 
Use 


Not 
Specified 


Directed 


(Dedicated/ 


Designated) 
Collection 
Use Only 


For 
Emergency 
Use Only 


Directed 


(Dedicated/ 


Designated) 


Collection/ 


Biohazardous 


Directed 


(Dedicated/ 


Designated) 


Collection/ 


Eligible 


for 
Crossover 


Autologous 


Collection/ 


Eligible 


for 
Crossover 


For 
Autologous 


Use Only 


For 
Autologous 
Use Only/ 


Biohazardous 


O RhD negative 95 91 92 93 94 96 97 98 


O RhD positive 51 47 48 49 50 52 53 54 


A RhD negative 06 02 03 04 05 07 08 09 


A RhD positive 62 58 59 60 61 63 64 65 


B RhD negative 17 13 14 15 16 18 19 20 


B RhD positive 73 69 70 71 72 74 75 76 


AB RhD negative 28 24 25 26 27 29 30 31 


AB RhD positive 84 80 81 82 83 85 86 87 


O 55 P2 P3 P4 P5 P7 P8 P9 


A 66 A2 A3 A4 A5 A7 A8 A9 


B 77 B2 B3 B4 B5 B7 B8 B9 
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ABO and RhD 


Blood Groups 


Default: 


Intended 
Use 


Not 
Specified 


Directed 


(Dedicated/ 


Designated) 
Collection 
Use Only 


For 
Emergency 
Use Only 


Directed 


(Dedicated/ 


Designated) 


Collection/ 


Biohazardous 


Directed 


(Dedicated/ 


Designated) 


Collection/ 


Eligible 


for 
Crossover 


Autologous 


Collection/ 


Eligible 


for 
Crossover 


For 
Autologous 


Use Only 


For 
Autologous 
Use Only/ 


Biohazardous 


AB 88 C2 C3 C4 C5 C7 C8 C9 


para-Bombay, RhD 
negative D6 D2 D3 D4 D5 D7 D8 D9 


para-Bombay. RhD 
positive E6 E2 E3 E4 E5 E7 E8 E9 


Bombay, RhD negative G6 G2 G3 G4 G5 G7 G8 G9 


Bombay, RhD positive H6 H2 H3 H4 H5 H7 H8 H9 


O para-Bombay, Rh D 
negative I6 I2 I3 I4 I5 I7 I8 I9 


O para-Bombay, RhD 
positive J6 J2 J3 J4 J5 J7 J8 J9 


A para-Bombay, RhD 
negative K6 K2 K3 K4 K5 K7 K8 K9 


B para-Bombay, RhD 
negative L6 L2 L3 L4 L5 L7 L8 L9 


AB para-Bombay, RhD 
negative M6 M2 M3 M4 M5 M7 M8 M9 
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ABO and RhD 


Blood Groups 


Default: 


Intended 
Use 


Not 
Specified 


Directed 


(Dedicated/ 


Designated) 
Collection 
Use Only 


For 
Emergency 
Use Only 


Directed 


(Dedicated/ 


Designated) 


Collection/ 


Biohazardous 


Directed 


(Dedicated/ 


Designated) 


Collection/ 


Eligible 


for 
Crossover 


Autologous 


Collection/ 


Eligible 


for 
Crossover 


For 
Autologous 


Use Only 


For 
Autologous 
Use Only/ 


Biohazardous 


A para-Bombay, RhD 
positive N6 N2 N3 N4 N5 N7 N8 N9 


B para-Bombay, RhD 
positive O6 O2 O3 O4 O5 O7 O8 O9 


AB para-Bombay, RhD 
positive Q6 Q2 Q3 Q4 Q5 Q7 Q8 Q9 


Group A, Pooled RhD 
[Pooled Products] A0        


Group B, Pooled RhD 
[Pooled Products] B0        


Group AB, Pooled RhD 
[Pooled Products] C0        


Group O, Pooled RhD 
[Pooled Products] D0        


Pooled ABO, RhD 
Positive [Pooled 
Products] E0        
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ABO and RhD 


Blood Groups 


Default: 


Intended 
Use 


Not 
Specified 


Directed 


(Dedicated/ 


Designated) 
Collection 
Use Only 


For 
Emergency 
Use Only 


Directed 


(Dedicated/ 


Designated) 


Collection/ 


Biohazardous 


Directed 


(Dedicated/ 


Designated) 


Collection/ 


Eligible 


for 
Crossover 


Autologous 


Collection/ 


Eligible 


for 
Crossover 


For 
Autologous 


Use Only 


For 
Autologous 
Use Only/ 


Biohazardous 


Pooled ABO, RhD 
Negative [Pooled 
Products] F0        


Pooled ABO, Pooled 
RhD [Pooled Products] G0        


Pooled ABO (RhD not 
specified) [Pooled 
Products] H0        


A1 I0        


A2 J0        


A1B K0        


A2B L0        
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Table 5 Data Structure 002: Special Messages [RT006] 


  
gg 


 
Interpretation 


 
Ma 


 
Autologous collection 


 
Mb 


 
Biohazardous 


 
Md 


 
Discard (to be destroyed) 


 
Mf 


 
For fractionation use only 


Mq 
 
Quarantine/hold for further testing or processing 


 
Mr 


 
For research use only 


 
Mx 


 
Not for transfusion based on test results 


 
T1 


 
RhD positive* 


 
T2 


 
RhD negative* 


 
T3 


 
RhD not specified* 


 
T4 


 
Autologous collection/in quarantine* 


 
T5 


 
See outer packaging for product status* 


 
T6 


 
Must be sterilized before release* 


 
*Values in Table 5 that begin with the letter T (T1-T6) shall be used only with tissue products. 
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Table 6 Data Structure 002: Rh, Kell, and Mia/Mur Phenotypes [RT007] 


 
 


Results with Anti-Kell: Phenotype: 


Not 
tested 


 
Negative 


 
Positive 


 
C 


 
c 


 
E 


 
e 


 
0 


 
S 


 
T 


not 
tested 


not 
tested 


not 
tested 


 
not 


tested 
 


1 
 


A 
 


J negative positive negative 
 
positive 


 
2 


 
B 


 
K positive positive negative 


 
positive 


 
3 


 
C 


 
L positive positive positive 


 
positive 


 
4 


 
D 


 
M positive positive positive 


 
negative 


 
5 


 
E 


 
N negative positive positive 


 
positive 


 
6 


 
F 


 
O negative positive positive 


 
negative 


 
7 


 
G 


 
P positive negative negative 


 
positive 


 
8 


 
H 


 
Q positive negative positive 


 
positive 


 
9 


 
I 


 
R positive negative positive 


 
negative 


 
X 


 
Y 


 
Z 


 
negative 


not 
tested 


 
negative 


 
not 


tested 
 


U Mia/Mur negative 
 


V Mia/Mur positive 


 
W 


Special Testing bar code present and 
must be scanned and interpreted 


 
Values of r {0–9, A–T, X–Z} are used to encode the results of testing for K, C, c, E, and e as shown in 
this table. (For example, if the value of r is E, then the red blood cells are K-negative, C-negative, c-
positive, E-positive and e-positive). Values U and V encode Mia/Mur antigen test results. 
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Table 7 Data Structure 003: Type of Donation or Collection in 6th Position of Product Code 


[RT008] 


 
 
Character 


 
Type of Donation 


 
0 (zero) 


 
Not specified (null value) 


 
V 


 
Volunteer homologous (allogeneic) donor (default) 


 
R 


 
Volunteer research donor 


 
S 


 
Volunteer source donor 


 
T 


 
Volunteer therapeutic collection 


 
P 


 
Paid homologous (allogeneic) collection 


 
r 


 
Paid research collection 


 
s 


 
Paid source collection 


 
A 


 
Autologous collection, eligible for crossover 


 
1 (one) 


 
For autologous use only 


 
X 


 
For autologous use only, biohazard 


 
D 


 
Volunteer directed collection, eligible for crossover 


 
d 


 
Paid directed collection, eligible for crossover 


 
2 


 
For directed recipient use only 


 
L 


 
For directed recipient use only, limited exposure 


 
E 


 
Medical exception, for specified recipient only 
(allogeneic)  


 
Q 


 
See (i.e., read [scan]) Special Testing bar code 


 
3 


 
For directed recipient use only, biohazard 


 
4 


 
Designated collection 


 
5 


 
Dedicated collection 


6 Designated collection, biohazard 
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Table 8 Data Structure 011: Special Testing: Red Blood Cell Antigens, Positions 1 Through 9 [RETIRED] 


 
 
Position 


 
1 


 
2 3 4 5 


 
6 7 8 9 


 
Antibody 


 
 


 
        


 
        


Antigen 


Value 


Rh K k Cw VS/V A1 M N S s U Mia† P1 Lua Kpa Jsa Wra 


 
0 


 
C+c-E+e- 


 
nt nt nt nt nt nt nt nt 


 
nt nt nt nt nt nt nt nt 


 
1 


 
C+c+E+e- 


 
nt neg nt neg nt neg nt neg 


 
nt neg nt neg nt neg nt neg 


 
2 


 
C-c+E+e- 


 
nt pos nt pos nt pos nt pos 


 
nt pos nt pos nt pos nt pos 


 
3 


 
C+c-E+e+ 


 
neg nt neg nt neg nt neg nt 


 
neg nt neg nt neg nt neg nt 


 
4 


 
C+c+E+e+ 


 
neg neg neg neg neg neg neg neg 


 
neg neg neg neg neg neg neg neg 


 
5 


 
C-c+E+e+ 


 
neg pos neg pos neg pos neg pos 


 
neg pos neg pos neg pos neg pos 


 
6 


 
C+c-E-e+ 


 
pos nt pos nt pos nt pos nt 


 
pos nt pos nt pos nt pos nt 


 
7 


 
C+c+E-e+ 


 
pos neg pos neg pos neg pos neg 


 
pos neg pos neg pos neg pos neg 


 
8 


 
C-c+E-e+ 


 
pos pos pos pos pos pos pos pos 


 
pos pos pos pos pos pos pos pos 


 
9 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
Key: † most commonly associated with GP.Mur (Mi.III); nt — not tested; neg — negative; pos — positive; ni — no information (position not used) 
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Table 8  (continued)  Data Structure 011: Special Testing: Red Blood Cell Antigens, Positions 10 Through 16 [RETIRED] 


 
 
Position 


 
10 11 12 13 


 
14 15 16 


 
Antibody 


 
        


 
     CMV 


Antigen 
 
Value 


Lea Leb Fya Fyb Jka Jkb Dia Dib Doa Dob Coa Cob Ina


 
 


 
0 


 
nt nt nt nt nt nt nt nt 


 
nt nt nt nt nt nt 


 
1 


 
nt neg nt neg nt neg nt neg 


 
nt neg nt neg nt neg 


 
2 


 
nt pos nt pos nt pos nt pos 


 
nt pos nt pos nt pos 


 
3 


 
neg nt neg nt neg nt neg nt 


 
neg nt neg nt neg nt 


 
4 


 
neg neg neg neg neg neg neg neg 


 
neg neg neg neg neg neg 


 
5 


 
neg pos neg pos neg pos neg pos 


 
neg pos neg pos neg pos 


 
6 


 
pos nt pos nt pos nt pos nt 


 
pos nt pos nt pos nt 


 
7 


 
pos neg pos neg pos neg pos neg 


 
pos neg pos neg pos neg 


 
8 


 
pos pos pos pos pos pos pos pos 


 
pos pos pos pos pos pos 


 
9 


 
ni ni ni ni ni ni ni ni 


 
ni ni ni ni ni ni 


 
Key: nt — not tested; neg — negative; pos — positive; ni — no information (position not used) 
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Table 9 Data Structure 012: Special Testing: Red Blood Cell Antigens — General, Positions 1 Through 9 [RT009] 


 
 
Position 


 
1 


 
2 3 4 5 


 
6 7 8 9 


 
Antibody 


 
 


 
        


 
        


          Antigen  
Value 


Rh* K k Cw Mia† M N S s U P1 Lua Kpa Lea Leb Fya Fyb 


 
0 


 
C+c-E+e- 


 
nt 


 
nt 


 
nt 


 
nt 


 
nt 


 
nt 


 
nt 


 
nt 


 
nt 


 
nt 


 
nt 


 
nt 


 
nt 


 
nt 


 
nt 


 
nt 


 
1 


 
C+c+E+e- 


 
nt neg nt neg nt neg nt neg 


 
nt neg nt neg nt neg nt neg 


 
2 


 
C-c+E+e- 


 
nt pos nt pos nt pos nt pos 


 
nt pos nt pos nt pos nt pos 


 
3 


 
C+c-E+e+ 


 
neg nt neg nt neg nt neg nt 


 
neg nt neg nt neg nt neg nt 


 
4 


 
C+c+E+e+ 


 
neg neg neg neg neg neg neg neg 


 
neg neg neg neg neg neg neg neg 


 
5 


 
C-c+E+e+ 


 
neg pos neg pos neg pos neg pos 


 
neg pos neg pos neg pos neg pos 


 
6 


 
C+c-E-e+ 


 
pos nt pos nt pos nt pos nt 


 
pos nt pos nt pos nt pos nt 


 
7 


 
C+c+E-e+ 


 
pos neg pos neg pos neg pos neg 


 
pos neg pos neg pos neg pos neg 


 
8 


 
C-c+E-e+ 


 
pos pos pos pos pos pos pos pos 


 
pos pos pos pos pos pos pos pos 


 
9 


 
ni 


 
ni ni ni ni ni ni ni ni 


 
ni ni ni ni ni ni ni ni 


 
Key: † most commonly associated with GP.Mur (Mi.III); nt — not tested; neg — negative; pos — positive; ni — no information (position not used) 


 
*Common Rh antigens may be encoded together as a phenotype (Rh column 1) or as individual Rh antigens (C,c,E,e, columns 14-16). If Rh 
antigens are encoded individually using positions 14, 15, and/or 16, then the value of column one shall be set to 9 (no information). Conversely, if 
the phenotype is present in column 1, then the values of the C,c,E,e antigens shall all be set to ni or NT. 
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Table 9 (continued) Data Structure 012: Special Testing: Red Blood Cell Antigens — Table General, Positions 10 Through 16  


 
Position 10 11 12 13 14 15 16  
Antibody 


 
 


 
       


 
     CMV 


          Antigen 
Value 


Jka Jkb Doa Dob Ina Cob Dia VS/
V 


Jsa C* c* E* e*  
 


 
0 


 
nt 


 
nt nt nt nt nt nt nt 


 
nt nt nt nt nt nt 


 
1 


 
nt 


 
neg nt neg nt neg nt neg 


 
nt neg nt neg nt neg 


 
2 


 
nt 


 
pos nt pos nt pos nt pos 


 
nt pos nt pos nt pos 


 
3 


 
neg 


 
nt neg nt neg nt neg nt 


 
neg nt neg nt neg nt 


 
4 


 
neg 


 
neg neg neg neg neg neg neg 


 
neg neg neg neg neg neg 


 
5 


 
neg 


 
pos neg pos neg pos neg pos 


 
neg pos neg pos neg pos 


 
6 


 
pos 


 
nt pos nt pos nt pos nt 


 
pos nt pos nt pos nt 


 
7 


 
pos 


 
neg pos neg pos neg pos neg 


 
pos neg pos neg pos neg 


 
8 


 
pos 


 
pos pos pos pos pos pos pos 


 
pos pos pos pos pos pos 


 
9 


 
ni 


 
ni ni ni ni ni ni ni 


 
ni ni ni ni ni ni 


 
Key: res — reserved; nt — not tested; neg — negative; pos — positive; ni — no information (position not used) 


 
*Common Rh antigens may be encoded together as a phenotype (Rh column 1) or as individual Rh antigens (C,c,E,e, columns 14-16). If Rh 
antigens are encoded individually using positions 14, 15, and/or 16, then the value of column one should be set to 9 (no information). Conversely, 
if the phenotype is present in column 1, then the values of the C,c,E,e antigens must all be set to ni or NT. 
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Table 10 Data Structure 013: Special Testing: Red Blood Cell Antigens — Finnish, Positions 1 Through 9 [RT010]  


 
 
Position 


 
1 


 
2 3 4 5 


 
6 7 8 9 


 
Antibody 


 
 


 
        


 
        


             Antigen 
Value 


Rh K k Cw Mia† M N S s U P1 Lua Kpa Lea Leb Fya Fyb


 
0 


 
C+c-E+e- 


 
nt nt nt nt nt nt nt nt 


 
nt nt nt nt nt nt nt nt 


 
1 


 
C+c+E+e- 


 
nt neg nt neg nt neg nt neg 


 
nt neg nt neg nt neg nt neg 


 
2 


 
C-c+E+e- 


 
nt pos nt pos nt pos nt pos 


 
nt pos nt pos nt pos nt pos 


 
3 


 
C+c-E+e+ 


 
neg nt neg nt neg nt neg nt 


 
neg nt neg nt neg nt neg nt 


 
4 


 
C+c+E+e+ 


 
neg neg neg neg neg neg neg neg 


 
neg neg neg neg neg neg neg neg 


 
5 


 
C-c+E+e+ 


 
neg pos neg pos neg pos neg pos 


 
neg pos neg pos neg pos neg pos 


 
6 


 
C+c-E-e+ 


 
pos nt pos nt pos nt pos nt 


 
pos nt pos nt pos nt pos nt 


 
7 


 
C+c+E-e+ 


 
pos neg pos neg pos neg pos neg 


 
pos neg pos neg pos neg pos neg 


 
8 


 
C-c+E-e+ 


 
pos pos pos pos pos pos pos pos 


 
pos pos pos pos pos pos pos pos 


 
9 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
Key: † most commonly associated with GP.Mur (Mi.III); nt — not tested; neg — negative; pos — positive; ni — no information (position not 
used) 
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Table 10 (continued) Data Structure 013: Special Testing: Red Blood Cell Antigens — Finnish, Positions 10 Through 16 


 
 
Position 


 
10 11 12 13 


 
14 15 16 


 
Antibody 


 
        


 
     CMV 


             Antigen 
Value 


Jka Jkb Doa Dob Cx Cob WESa LWb Ula Lsa Ana res res
 


 
0 


 
nt nt nt nt nt nt nt nt 


 
nt nt nt nt nt 


           
nt 


 
1 


 
nt neg nt neg nt neg nt neg 


 
nt neg nt neg nt neg 


 
2 


 
nt pos nt pos nt pos nt pos 


 
nt pos nt pos nt pos 


 
3 


 
neg nt neg nt neg nt neg nt 


 
neg nt neg nt neg nt 


 
4 


 
neg neg neg neg neg neg neg neg 


 
neg neg neg neg neg neg 


 
5 


 
neg pos neg pos neg pos neg pos 


 
neg pos neg pos neg pos 


 
6 


 
pos nt pos nt pos nt pos nt 


 
pos nt pos nt pos nt 


 
7 


 
pos neg pos neg pos neg pos neg 


 
pos neg pos neg pos neg 


 
8 


 
pos pos pos pos pos pos pos pos 


 
pos pos pos pos pos pos 


 
9 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
Key: res — reserved; nt — not tested; neg — negative; pos — positive; ni — no information (position not used) 







ISBT 128 Standard Technical Specification Version 4.5.0 91 


   
© 2013 ICCBBA, All Rights Reserved  www.iccbba.org 


Table 11 Data Structure 011: Special Testing: Red Blood Cell Antigens, Positions 17 and 18: 
Erythrocyte Antigen Specified Has Been Tested and Found Negative [RETIRED] 


 
 
Value 


 
Antigen 


 
Value Antigen Value Antigen Value Antigen 


 
00 


 
see Note 


 
25 Kpb 50 Aua 75 Ana 


 
01 


 
Ena 


 
26 Kpc 51 Aub 76 Dha 


 
02 


 
‘N’ 


 
27 Jsb 52 Fy4 77 Cra 


 
03 


 
Vw 


 
28 Ula 53 Fy5 78 IFC 


 
04 


 
Mur 


 
29 K11 54 Fy6 79 Kna 


 
05 


 
Hut 


 
30 K12 55 removed 80 Inb 


 
06 


 
Hil 


 
31 K13 56 Sda 81 Csa 


 
09 


 
hrS 


 
34 K18 59 Xga 84 Vel 


 
10 


 
hrB 


 
35 K19 60 Sc1 85 Lan 


 
11 


 
f 


 
36 K22 61 Sc2 86 Ata 


 
12 


 
Ce 


 
37 K23 62 Sc3 87 Jra 


 
13 


 
G 


 
38 K24 63 Joa 88 Oka 


 
14 


 
Hro 


 
39 


 
Lub 


 
64 


 
Dob 


 
89 


reserved for future 
use 


 
15 


 
CE 


 
40 


 
Lu3 


 
65 


 
Hy 


 
90 


reserved for future 
use 


 
16 


 
Ce 


 
41 


 
Lu4 


 
66 


 
Gya 


 
91 


reserved for future 
use 


 
17 


 
Cx 


 
42 


 
Lu5 


 
67 


 
Co3 


 
92 


reserved for future 
use 


 
18 


 
Ew 


 
43 


 
Lu6 


 
68 


 
LWa 


 
93 


reserved for future 
use 


 
19 


 
Dw 


 
44 


 
Lu7 


 
69 


 
LWb 


 
94 


reserved for future 
use 


 
20 


 
hrH 


 
45 


 
Lu8 


 
70 


 
Kx 


 
95 


reserved for future 
use 


 
21 


 
Goa 


 
46 


 
Lu11 


 
71 


 
Ge2 


 
96 


reserved for future 
use 


 
22 


 
Rh32 


 
47 


 
Lu12 


 
72 


 
Ge3 


 
97 


reserved for future 
use 


 
23 


 
Rh33 


 
48 Lu13 73 Wb 98 IgA deficient 


 
24 


 
Tar 


 
49 Lu20 74 Lsa 99 Default 


 
Note: When this data structure was retired, Table E3, to which value 00 referred, was also retired. 
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Table 12 Data Structure 012: Special Testing: Red Blood Cell Antigens — General, Positions 
17 and 18: Erythrocyte Antigen Specified Has Been Tested for and Found Negative [RT011] 


   
Value 


 
Antigen 


 
Value Antigen Value Antigen Value Antigen 


 
00 


 
information 
elsewhere 


 
25 


 
Kpb 


 
50 


 
Aua 


 
75 


 
Ana 


 
01 


 
Ena 


 
26 Kpc 51 Aub 76 Dha 


 
02 


 
‘N’ 


 
27 Jsb 52 Fy4 77 Cra 


 
03 


 
Vw 


 
28 Ula 53 Fy5 78 IFC 


 
04 


 
Mur* 


 
29 K11 54 Fy6 79 Kna 


 
05 


 
Hut 


 
30 K12 55 Dib 80 Inb 


 
06 


 
Hil 


 
31 K13 56 Sda 81 Csa 


 
07 


 
P 


 
32 K14 57 Wrb 82 I 


 
08 


 
PP1Pk 


 
33 K17 58 Ytb 83 Era 


 
09 


 
hrS 


 
34 K18 59 Xga 84 Vel 


 
10 


 
hrB 


 
35 K19 60 Sc1 85 Lan 


 
11 


 
f 


 
36 K22 61 Sc2 86 Ata 


 
12 


 
Ce 


 
37 K23 62 Sc3 87 Jra 


 
13 


 
G 


 
38 K24 63 Joa 88 Oka 


 
14 


 
Hro 


 
39 Lub 64 removed 89 Wra 


 
15 


 
CE 


 
40 


 
Lu3 


 
65 


 
Hy 


 
90 


reserved for future 
use 


 
16 


 
Ce 


 
41 


 
Lu4 


 
66 


 
Gya 


 
91 


reserved for future 
use 


 
17 


 
Cx 


 
42 


 
Lu5 


 
67 


 
Co3 


 
92 


reserved for future 
use 


 
18 


 
Ew 


 
43 


 
Lu6 


 
68 


 
LWa 


 
93 


reserved for future 
use 


 
19 


 
Dw 


 
44 


 
Lu7 


 
69 


 
LWb 


 
94 


reserved for future 
use 


 
20 


 
hrH 


 
45 


 
Lu8 


 
70 


 
Kx 


 
95 


reserved for future 
use 


 
21 


 
Goa 


 
46 


 
Lu11 


 
71 


 
Ge2 


 
96 


Hemoglobin S 
negative 


 
22 


 
Rh32 


 
47 


 
Lu12 


 
72 


 
Ge3 


 
97 


parvovirus B19 
antibody present 


 
23 


 
Rh33 


 
48 Lu13 73 Wb 98 IgA deficient 


 
24 


 
Tar 


 
49 


 
Lu20 


 
74 Lsa 


 
99 


No Information 
Provided 
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Table 13 Data Structure 013: Special Testing: Red Blood Cell Antigens — Finnish, Positions 
17 and 18: Erythrocyte Antigen Specified Has Been Tested for and Found Negative [RT012] 


 
 
Value 


 
Antigen 


 
Value Antigen Value Antigen Value Antigen 


 
00 


 
information 
elsewhere 


 
25 


 
Kpb 


 
50 


 
Aua 


 
75 


 
Ana 


 
01 


 
Ena 


 
26 Kpc 51 Aub 76 Dha 


 
02 


 
‘N’ 


 
27 Jsb 52 Fy4 77 Cra 


 
03 


 
Vw 


 
28 Ula 53 Fy5 78 IFC 


 
04 


 
Mur* 


 
29 K11 54 Fy6 79 Kna 


 
05 


 
Hut 


 
30 K12 55 removed 80 Inb 


 
06 


 
Hil 


 
31 K13 56 Sda 81 Csa 


 
07 


 
P 


 
32 K14 57 Wrb 82 I 


 
08 


 
PP1Pk 


 
33 K17 58 Ytb 83 Era 


 
09 


 
hrS 


 
34 K18 59 Xga 84 Vel 


 
10 


 
hrB 


 
35 K19 60 Sc1 85 Lan 


 
11 


 
f 


 
36 K22 61 Sc2 86 Ata 


 
12 


 
Ce 


 
37 K23 62 Sc3 87 Jra 


 
13 


 
G 


 
38 K24 63 Joa 88 Oka 


 
14 


 
Hro 


 
39 Lub 64 Dob 89 Wra 


 
15 


 
CE 


 
40 


 
Lu3 


 
65 


 
Hy 


 
90 


reserved for future 
use 


 
16 


 
Ce 


 
41 


 
Lu4 


 
66 


 
Gya 


 
91 


reserved for future 
use 


 
17 


 
Cx 


 
42 


 
Lu5 


 
67 


 
Co3 


 
92 


reserved for future 
use 


 
18 


 
Ew 


 
43 


 
Lu6 


 
68 


 
LWa 


 
93 


reserved for future 
use 


 
19 


 
Dw 


 
44 


 
Lu7 


 
69 


 
LWb 


 
94 


reserved for future 
use 


 
20 


 
hrH 


 
45 


 
Lu8 


 
70 


 
Kx 


 
95 


reserved for future 
use 


 
21 


 
Goa 


 
46 


 
Lu11 


 
71 


 
Ge2 


 
96 


reserved for future 
use 


 
22 


 
Rh32 


 
47 


 
Lu12 


 
72 


 
Ge3 


 
97 


reserved for future 
use 


 
23 


 
Rh33 


 
48 Lu13 73 Wb 98 IgA deficient 


24 Tar 49 Lu20 74 Lsa 99 
No Information 


Provided 
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Table 14 Data Structure 014: Special Testing: Platelet HLA and Platelet-Specific Antigens, 
Positions 1 Through 8 [RT013] 


 
HLA-A Value of AA HLA-B Value of BB 
nt 00 nt 00 
A1 01 B5 05 
A2 
A203 
A210 


02 
B7 
B703 


07 


A3 03 B8 08 
A9 09 B12 12 
A10 10 B13 13 
A11 11 B14 14 
A19 19 B15 15 
A23 23 B16 16 
A24 
A2403 


24 B17 17 


A25 25 B18 18 
A26 26 B21 21 
A28 28 B22 22 


A29 29 
B27 
B2708 


27 


A30 30 B35 35 
A31 31 B37 37 
A32 32 B38 38 
A33 33 B39 39 


A34 34 
B40 
B4005 


40 


A36 36 B41 41 
A43 43 B42 42 
A66 66 B44 44 
A68 68 B45 45 
A69 69 B46 46 
A74 74 B47 47 
A80 80 B48 48 
ni 99 B49 49 
  B50 50 


  
B51 
B5102 
B5103 


51 


  B52 52 
  B53 53 
  B54 54 
  B55 55 
  B56 56 
  B57 57 
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HLA-A Value of AA HLA-B Value of BB 
  B58 58 
  B59 59 
  B60 60 
  B61 61 
  B62 62 
  B63 63 
  B64 64 
  B65 65 
  B67 67 
  B70 70 
  B71 71 
  B72 72 
  B73 73 
  B75 75 
  B76 76 
  B77 77 
  B78 78 
  B81 81 
  B82 82 
  B83 83 
  ni 99 
 
nt — not tested; ni — no information 
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Table 15 Data Structure 014: Special Testing: Platelet HLA and Platelet-Specific Antigens, Positions 9 Through 16 [RT014] 
 


Position 9 10 11 12 13 14 15 16
 
Antibody 


 
 


 
 


 
       


 
      CMV 


          Antigen 
Value 


HPA-
1a 


HPA-
1b 


HPA-
2a 


HPA-
2b 


HPA-
3a 


HPA-
3b 


HPA-
4a 


HPA-
4b 


HPA-
5a 


HPA-
5b 


HPA-
15a 


HPA-
6bw 


HPA-
15b 


HPA-
7bw 


IgA


 
0 


 
nt 


 
nt 


 
nt 


 
nt 


 
nt 


 
nt 


 
nt 


 
nt 


 
nt 


 
nt 


 
nt 


 
nt 


 
nt 


 
nt 


 
nt 


 
nt 


 
1 


 
nt 


 
neg 


 
nt neg nt neg nt neg nt 


 
neg nt neg nt neg nt neg 


 
2 


 
nt 


 
pos 


 
nt pos nt pos nt pos nt 


 
pos nt pos nt pos nt pos 


 
3 


 
neg 


 
nt 


 
neg nt neg nt neg nt neg 


 
nt neg nt neg nt neg nt 


 
4 


 
neg 


 
neg 


 
neg neg neg neg neg neg neg 


 
neg neg neg neg neg neg neg 


 
5 


 
neg 


 
pos 


 
neg pos neg pos neg pos neg 


 
pos neg pos neg pos neg pos 


 
6 


 
pos 


 
nt 


 
pos nt pos nt pos nt pos 


 
nt pos nt pos nt pos nt 


 
7 


 
pos 


 
neg 


 
pos neg pos neg pos neg pos 


 
neg pos neg pos neg pos neg 


 
8 


 
pos 


 
pos 


 
pos pos pos pos pos pos pos 


 
pos pos pos pos pos pos pos 


 
9 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


 
ni 


nt — not tested; neg — negative; pos — positive; ni — no information (position not used) 
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Table 16 Data Structure 014: Special Testing: Platelet HLA and Platelet Specific Antigens, 
Position 18 [RT044] 


 
 


Value Titer status for antibody to A and/or B antigens 
0 Not tested 
1 High titered anti-A and -B not detected 
2 Reserved for future use 
3 Reserved for future use 
4 Reserved for future use 
5 Reserved for future use 
6 Reserved for future use 
7 Reserved for future use 
8 Reserved for future use 
9 No information  
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Table 17 Data Structure 015: Special Testing: HLA-A and –B Alleles, Position 17 (CMV 
Antibody Status) [RT015] [RETIRED] 


 
 


 
Value 


CMV 
Antibody 


Status 
0 nt 
1 neg 
2 pos 


 
Table 18 Data Structures 024 and 025: Patient Date of Birth and Patient Identification Number 


[RT018]  
 
 


Value Location 
00 Not used 
01 Wrist band 
02 Order form 
03 Sample Tube 
04 Working list/Lab list/form 
05 Test report 
06 Delivery note/issue documentation  
07 Intended recipient label (attached to container) 
08 Label affixed to product 
09-79 Reserved 
80-99 For local or national use 
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Table 19 Data Structure 027: Infectious Markers: Positions 1 through 9 [RT019] 
 


Position 1 2 3 4 5 6 7 8 9 


Antibody 
HIV-
1/2 


  HCV   HBc   
HTLV-
I/II 


Syph-
ilis 


CMV    
Parvo 
B19 


 Chagas 


Antigen  
HIV-
p24 


  HCV   HBs           


Genome 
 
Value 


  HIV   HCV   HBV    CMV EBV WNV  
Parvo 
B19 


 


0 na na na na na na na na na na na na na na na na na na 


1 na neg na neg na neg na neg na neg na neg na neg na neg na neg 


2 na pos na pos na pos na pos na pos na pos na pos na pos na pos 


3 neg na neg na neg na neg na neg na neg na neg na neg na neg na 


4 neg neg neg neg neg neg neg neg neg neg neg neg neg neg neg neg neg neg 


5 neg pos neg pos neg pos neg pos neg pos neg pos neg pos neg pos neg pos 


6 pos na pos na pos na pos na pos na pos na pos na pos na pos na 


7 pos neg pos neg pos neg pos neg pos neg pos neg pos neg pos neg pos neg 


8 pos pos pos pos pos pos pos pos pos pos pos pos pos pos pos pos pos pos 


                   


 
neg — negative; pos — positive; na — information not available 
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Table 19 (continued) Data Structure 027: Infectious Markers: Positions 10 through 18 
 


Position 10 11 12 13 14 15 16 17 18 


Antibody                  
 


Antigen                  
 


Genome 
 


Value 


                  


0 na na na na na na na na na na na na na na na na na na 


1 
                  


2 
                  


3 
                  


4 
                  


5 
                  


6 
                  


7 
                  


8 
                  


                   


 
neg — negative; pos — positive; na — information not available 


 
 
Note: Positions 10 through 18 have been reserved for future use. 
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Table 20 Data Structure 029: Symbols [RT037] 
 


Value Description 


01 
Dimension is equal to the expressed value within a tolerance defined by 
the facility 


02 Dimension is greater than the expressed value 
03 Dimension is greater than or equal to the expressed value 
04 Dimension is less than the expressed value 
05 Dimension is less than or equal to the expressed value 


06 
Dimension is the nominal value as defined within a circular of 
information/package insert for the product 


 
Table 21 Data Structure 029: Dimensions [RT038] 


 
Value Units Description 


0001 mL Volume of the associated product including the 
anticoagulant/additive 


0002 mm Length of the associated product 
0003 mm Width of the associated product 
0004 mm Height of the associated product 
0005 mm Particle size of the associated product 
0006 cm2 Area of the associated product 
0007 10E9 Total number of platelets in the container of the associated 


product 
0008 g Weight of associated product excluding the container but 


including the anticoagulant/additive 
0009 g Tare weight of container 
0010 g Tare weight of container and attached tubing 


 
Table 22 Data Structure 029: Decimal Point [RT039] 


 
Value Meaning Example 


0 Integer value 12345 
1 Decimal point between fourth and fifth numbers 1234.5 
2 Decimal point between third and fourth 


numbers 
123.45 


3 Decimal point between second and third 
numbers 


12.345 


4 Decimal point between first and second 
numbers 


1.2345 


5 Decimal point is in the first position .12345 
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Table 23 Data Structure 030: RBC Serological Results [RT040] 


 
Table 24 Data Structure 030: Number of Tests [RT041] 


 
Value Meaning 


01 Tested once on this donation 
02 Tested once on prior donation 
03 Tested ≥ twice on different donations (current and historic) with concordant 


results 
04 Tested ≥ twice on different donations (historic only) with concordant results 
05 Tested ≥ twice on this donation only, different samples, with concordant 


results 
 


Table 25 Data Structure 031: Time Zone [RT045] 
 


Value Meaning 
1 Local time zone of facility assigning the date 
2 Coordinated Universal Time (abbreviated UTC) 


 
Table 26 Data Structure 031: Type of Time [RT046] 


 
Value Meaning 


01 Expiration date and time 
02 Collection date and time 
03 Production date and time 
04 Cross Clamp date and time 


 
  


Value Meaning 
01 Negative – Test methodology not specified 
02 Positive – Test methodology not specified 
03 Negative – Serological testing 
04 Positive – Serological testing 
05 Negative – Predicted phenotype based on genotyping 
06 Positive – Predicted phenotype based on genotyping 
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4 Reference Tables Maintained on 
Websites 


4.1 Data Structures 015 and 016: HLA Genomic 
Typing   
To encode for HLA-A, -B, and –DRB1 alleles, ISBT 128 utilized a database maintained 
by the European Bioinformatics Institute (EBI), which is part of the European Molecular 
Biology Laboratory (EMBL). This database provided for sequences of the human major 
histocompatibility complex (HLA) and included the official sequences for the WHO 
Nomenclature Committee for factors of the HLA System. The IMGT/HLA Database is 
part of the international ImMunoGeneTics project (IMGT).  
 
Data Structures 015 and 016 have been retired as of Version 4.1.0 of the ISBT 128 
Standard Technical Specification (December 2011). The data structures were retired 
because they could not accommodate the increased number of characters required to 
encode HLA alleles that occurred in April 2010.  
 
Continued use of Data Structures 015 and 016 should reflect terminology used prior to 
April 2010. The data structures cannot support newer antigens which require more than 
4 characters. A crosswalk of allele names from their current name to the name prior to 
April 2010 may be found at: 


 
ftp://ftp.ebi.ac.uk/pub/databases/imgt/mhc/hla/Nomenclature_2009.txt  


 


4.2 Table W1  Data Structures 017 and 021: 
Manufacturer Identifier Codes [RT016] 
This table is maintained on the ICCBBA Website at:  


 
http://www.iccbba.org/tech-library/iccbba-documents/databases-and-reference-
tables/reference-tables  


 


4.3 Table W2  Data Structure 023: Structured 
Compound Messages [RT017] 
This table is maintained on the ICCBBA Website at:  


 
http://www.iccbba.org/tech-library/iccbba-documents/databases-and-reference-
tables/reference-tables   
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4.4 Data Structure 030: Red Cell Antigens with Test 
History  
This table is maintained by the Working Party on Red Cell Immunogenetics and Blood 
Group Terminology of the International Society of Blood Transfusion and posted at: 


 
http://www.isbtweb.org/fileadmin/user_upload/WP_on_Red_Cell_Immunogenetics_and/
Table_of_blood_group_antigens_within_systems_v3.0_121028.pdf 
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5 Database Tables 
 
In addition to the Reference Tables in Chapter 3, ICCBBA maintains ISBT 128 database tables 
using Microsoft Access® or Microsoft Excel®. These tables are too large and/or complex to be 
maintained as simple tables in this document. 
 
 A second format, as separate comma- or tab- delimited files, is provided for those who wish to 
use a different database program or who wish to download the databases into their own 
systems. These database tables are kept in the password-protected area of the ICCBBA 
Website and are only available to registered users who are current with their annual license fee. 


5.1 Product Description Codes 
There shall be a single ISBT 128 Product Description Code database for all categories 
of products (blood components, human milk, topical products of human origin, organs for 
transplant, reproductive tissue, cellular therapy products, tissues, ocular tissue, and 
derivatives). Each category shall be distinguished by its group prefix character(s): E or F, 
M0, M9, N0, R0, S, T, V, and X, respectively, permitting individual tables to be extracted. 
 
The Product Description Code forms the first five characters of the eight-character 
Product Code Data Structure. A product in the ISBT 128 database shall be defined by a 
unique combination of the characteristics. Each such combination shall be given a five 
character Product Description Code, the first character(s) of which shall identify the 
product category (E, F, M0, M9, N0, R0, S, T, V, or X, as noted above), and the 
remaining characters shall provide a unique sequence number. These codes shall be 
maintained in a table in the database named Product Description. The Product 
Description Code shall identify a product by mapping, via the Product Description table, 
to the unique combination of Class, Modifier, and Attribute(s) characteristics, which are 
referenced in the associated database tables. 
 
Class and Modifier descriptions and their associated codes shall be maintained in a 
table in the database that is named Class. Attribute descriptions (including Core 
Conditions) and their associated codes shall be maintained in a table in the database 
named Attribute. 
 
Version numbers for the database table shall be derived as described in Appendix B. 
The version of a database is maintained in a table named Version. 
 
As noted above, all ISBT 128 database tables shall be published in the password-
protected area of the ICCBBA Website. This file is a Microsoft Access® file and is 
named: 


 
Product Description Codes Database – Access 2000 


 
Comma-delimited text files of each of the tables in the Product Description Codes 
database (Text – Attribute, Text – Class, Text – Product Description Codes, and Text 
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Version) shall be provided on the ICCBBA Website to permit end-users to incorporate 
these tables into any preferred database application. 


 
The structure of the database is described in the tables that follow. 


 
More information about the Product Description Code database may be found in the 
following implementation guides: 
 


Use of Product Code [Data Structure 003], Blood  
Use of Product Code [Data Structure 003], Cellular Therapy  


Use of Product Code [Data Structure 003], Tissues 
  


 
Note: The Product Description Codes Database table structures are currently under 
review and will change in the future. The proposal for change has been approved by the 
Technical Advisory Groups, and efforts have been made to minimize impact on users of 
these tables. ICCBBA will continue to publish the existing tables for up to five years 
following the publication of the changes provided that they continue to meet product 
database needs. For more information, contact the ICCBBA office (iccbba@iccbba.org). 
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Table 27 CLASS Table [RT025] 


 


 
 


Table 28 ATTRIBUTE Table [RT026] 
 
 
 


Field Field 
Type 


Field 
Size 


Description 


ATTRGRP  Text  1  Identifier for Attribute group.  
ATTRVAR  Text  2  Identifier for Attribute variable within a group.  
ATTRNAME  Text  50 Description of the Attribute group and variable (note: 


the group description is in the row with a variable value 
of zero).  


ATTRFORM  Text  3  Obsolete – Field is depopulated. 


UNIQUE 
ATTRFORM 


Text 4 Unique identifier for the Attribute value combining the 
product type, Attribute group, and variable. 


RETIREDATE Text 11 Date on which it was recommended the code no longer 
be used for new products. The code is maintained in 
database for backward compatibility. Format is DD 
MMM YYYY. The field is blank for current codes. 


 


Field  Field 
Type  


Field 
Size  


Description  


NAMECODE Text  3  Obsolete – Field is to be depopulated in the near 
future. 


MODIFIER  Text  35 Modifier relates to a set of conditions that 
distinguishes members of the same component 
Class, e.g., Washed, Frozen, etc.  


CLASS  Text  36  The basic naming system adopted for products in 
ISBT 128 


NAME  Text  75  The unique name produced by combining the 
Modifier and the Class  


UNIQUE 
NAMECODE 


Text 4 Unique identifier for the Class/Modifier of product 


RETIREDATE Text 11 Date on which it was recommended the code no 
longer be used for new products. The code is 
maintained in database for backward 
compatibility. Format is DD MMM YYYY. The 
field is blank for current codes. 
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Table 29 PRODUCT DESCRIPTION Table [RT027] 
 
 


Field  Field 
Type 


Field 
Size  


Description  


PRODDESCRIPCODE  Text 5  The unique Product Description Code for the 
product 


NAMECODE Text 3  Obsolete – Field is to be depopulated in the 
near future. 


COMBATTRFORM Text 60  Obsolete – Field is depopulated. 
PRODDESCRIP0 Text 254  The description of the product in structured 


format 
CODEDATE  Text 11  The date the code was assigned. Format is DD 


MMM YYYY.  
PRODDESCRIP1 Text 254 Field available for national descriptions, not 


populated by ICCBBA 
PRODCODEFORM Text 50 Obsolete – Field is depopulated. 
PRODDESCRIPCODEFORM Text 65 Unique formula for the product comprising the 


Class description (corresponds to UNIQUE 
NAMECODE in the Class Table) and the 
combined Attribute codes (corresponds to 
UNIQUE ATTRFORM in the Attribute Table) 


RETIREDATE Text 11 Date on which it was recommended the code 
no longer be used for new products. The code 
is maintained in database for backward 
compatibility. Format is DD MMM YYYY. The 
field is blank for current codes. 


 
Table 30 VERSION Table (Product Description) [RT028]  


 


 
 
 
 
 
 


Field Field 
Type 


Field Size Description 


Version 
Number 


Text 50 The version number of the product database 


Date Text 11 The date issued. The format is DD MMM YYYY 
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5.2 Special Testing: General [Data Structure 010] 
This database shall contain the test names and codes for data conveyed in Data 
Structure 10. It shall be published in the password-protected area of the ICCBBA 
Website. This file shall be a Microsoft Access® file and shall be named: 


 
Special Testing General – Access 2000 


 
A comma-delimited text file of the table in the Special Testing: General database 
(Special Testing General Text) shall also be provided to permit end-users to incorporate 
this table into any preferred database application. 


 
Version numbers for the database table shall be derived as described in Appendix B. 


 
Table 31 Special Testing: General [RT029] 


 


Field Name 
Field 
Size Constraints Field Description 


NCODE  5  
Primary key 
Required, no 
duplicates  


UNIQUE ISBT 128 Special Testing Code  


INTERPRETATION  200  
Required, no 
duplicates  


Information conveyed by the Special 
Testing Code  


RETIREDATE 11  


Date on which it was recommended that 
code no longer be used for new products. 
Code is maintained in the database for 
backward compatibility. Format is DD 
MMM YYYY. The field is blank for current 
codes. 


 
Table 32 VERSION Table (Special Testing) [RT043] 


 


 
 


Field Field 
Type 


Field Size Description 


Version 
Number 


Text 50 The version number of the special testing database 


Date Text 11 The date issued. The format is DD MMM YYYY 
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5.3 Facility Identification Number Identification Code 
This database shall contain the names and locations of all ICCBBA registered facilities. 
It is published in the password-protected area of the ICCBBA Website. This file shall be 
a Microsoft Excel® file and be named: 


 
Registered Facilities – xls 


 
It shall also be available on the Website as a tab delimited text file (Registered Facilities 
– Text). 


 
Table 33 Registered Facilities [RT030] 


 


Field Name 
Field 
Size Field Description 


FIN 5  Facility Identification Number  


Firm Name  100 Legal name of facility 


City  60 Mailing address details of facility 


State/Province  20  Mailing address details of facility  


Country  20  Mailing address details of facility 


Postal Code  10  Mailing address details of facility  


Website 100 Website of the facility 
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6 Delivery Mechanisms for ISBT 128 
Data Structures 


 
ISBT 128 data structures can be delivered using a number of different technologies including 
linear bar codes, two-dimensional (2-D) bar codes, wireless radio frequency identification 
transponders (RFID tags), and EDI messages. Rules for such uses of ISBT 128 data structures 
will depend on the delivery mechanism. 


6.1 Linear Symbols 


6.1.1 General Requirements  
ISBT 128 data structures represented as linear bar codes shall use Code 128 
symbology and be compliant with ISO/IEC 15417. Implementers shall ensure that 
a switch can be made to subset C of the Code 128 symbology where appropriate 
in order to reduce bar code length.  


6.1.2 Symbol Print Quality 
As described in ISO/IEC 15416, print quality of a Code 128 symbol shall be 
1.5/6/670 where 1.5 is the overall quality, 6 is the measuring aperture reference 
number (corresponding to a 0.15 mm diameter aperture) and 670 is the peak 
response wave length in nanometers. A 1.5 corresponds to a C grade in the 
ANSI standard X3.182 – 1990. 


6.1.3 Symbol Dimensions 
Nominal module width (X): The X dimension shall be constant throughout a 
given symbol. The X dimension is the width of the narrowest bar within the bar 
code symbol.  
 
Whenever possible, ISBT 128 bar codes used on a container label should be 
printed using a nominal X dimension of 0.25 mm, and in no case shall they be 
printed at a nominal X dimension smaller than 0.17 mm.  
 
Any use of an ISBT 128 data structure as a linear printed bar code (i.e., not only 
on container labels, but on test tubes, etc.) should use an X dimension that 
meets these criteria. 
 
Non-ICCBBA defined bar codes (such as national use bar codes) used on blood 
labels should meet the criteria listed above. 
 
Note: Printers and scanners need to be compatible with the X dimension 
selected. 


 
Bar Code Quiet Zones: The minimum width of a quiet zone shall be 10X.  
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A “quiet zone” is the clear space preceding the start character of the bar code 
and that following the stop character. This quiet zone is essential for the reading 
of the symbol.  
 
There shall be no printing in direct contact with the top and bottom of the bar 
code. 


 
Bar Code Height: In accordance with the recommendation in Annex G of 
ISO/IEC 15417, the bar code height shall be at least 5 mm or 15% of the symbol 
length, whichever is greater, on product labels that will leave the facility in which 
the products were labeled. For bar codes on labels or documents that will not 
leave the facility in which they were created, users should validate the minimum 
height of a label that can be read with their scanning equipment and ensure 
labels meet this internal requirement. 
 
Concatenated Bar Codes: For linear bar codes that may be concatenated, the 
distance between the two bar codes shall fall within the specified range (see 
Chapter 10). 
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6.2 2-D Symbols 


6.2.1 General Requirements 
Data Matrix (ECC 200) shall be used as the 2-D symbology for ISBT 128 
container labels. The ISO/IEC 16022 Information technology—International 
symbology specification—Data Matrix shall be followed. 
 
For applications of ISBT 128 other than container labels, Data Matrix is 
recommended.  


6.2.2 Symbol Quality 
As described in ISO/IEC 15415, print quality shall be 1.5/6/670 where 1.5 is the 
overall quality, 6 is the measuring aperture reference number (corresponding to a 
0.15 mm diameter aperture) and 670 is the peak response wave length in 
nanometers. A 1.5 corresponds to a C grade in the ANSI standard X3.182 – 
1990.  


6.2.3 Symbol Dimensions 
X dimension: The nominal X dimension shall be a minimum of 0.25 mm and a 
maximum of 1 mm. Within these criteria, as large an X dimension as practical 
should be used. 
 
Finder pattern: The width of the finder pattern shall equal X. 
 
Alignment pattern: The width of the alignment pattern shall equal 2X. 
 
Quiet zone: The minimum quiet zone shall be equal to X on all four sides. For 
applications with moderate to excessive reflected noise in close proximity to the 
symbol, a quiet zone of 2X to 4X is recommended. 


6.2.4 Reading and Interpreting Information 
Software should be written to ensure that the full data string matches the 
information provided in the Compound Message data structure and Table W2, 
Structured Compound Messages described in Section 4.3, page 103.  
 
Once verification is complete, the data string can be parsed into its individual 
data structure elements and handled in the same way as the 
corresponding linear code entry. In this way software can operate independently 
of the input format and products labeled with linear and 2-D codes can be 
handled simultaneously. 
 
Each data structure in the string should be verified individually in the same way 
that their linear counterparts are verified. 
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For further information on implementation of 2-D symbols, see Implementation 
Guide: Use of Data Matrix symbols with ISBT 128.  


6.3 RFID Tags 
Use of RFID technology for blood components should comply with the guidelines 
published in Vox Sanguinis [Knels R, Davis R, Ashford P, et al: Guidelines for the use of 
RFID technology in transfusion medicine. Vox Sang 2010; 98(S2):1-24]. These 
guidelines recommend: 


 
 The use of passive HF (13.56 MHz) 
 That the user follow ISO 18000-3 tag standard and the ISO 15961 and ISO 15962 


data encoding rules. 
 That ISBT 128 data structures be used within the message. 


 
Additional guidance will be provided as this technology develops. 


6.4 EDI Messages 
Rules for incorporating ISBT 128 data structures into EDI messages will normally be 
specified by the body responsible for the message standard. The only restriction placed 
by ICCBBA is that data identifier characters are a required part of the data field unless 
the message standard provides an alternative means of unambiguously identifying a 
data field as containing a specific ISBT 128 data structure, in which case they may be 
omitted.  
 
For messages following the HL7 Standard, see Chapter 12.  
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7 Product Labeling  


7.1 Specific Product Labeling 
For information on labeling of specific products, see  
 ISBT 128 Standard Labeling of Blood Components 
 ISBT 128 Standard Labeling of Cellular Therapy Products 
 ISBT 128 Standard Labeling of Human Tissues 
 ISBT 128 Standard Labeling of Ocular Tissue 


7.2  National Labeling Guidelines 
National bodies may publish guidelines for labeling which adhere to the ISBT 128 
Standard. ICCBBA maintains on its Websites examples of such national documents. For 
assistance in creating such national guidelines, or to share a national guideline on the 
ICCBBA Website, contact the ICCBBA office (tech.director@iccbba.org). 


7.3 General Principles 
Two label general types are specified in ISBT 128: The label applied by the 
manufacturer of the container referred to as the base label and the label placed on a 
product container by the processing facility referred to as the final label. 
 
The following general principles apply to label design: 
 
Primary considerations in label design shall include improving the safety of the product 
and the efficiency of processing/administering. If these two considerations conflict, safety 
shall take precedence over efficiency. 
 
Critical information on the container shall dominate the label via position and prominence 
and shall take precedence over information that is of little importance to the end-user 
(clinician, nurse, laboratory staff, and other hospital personnel). 


7.4 Base Label Bar Code Placement 


7.4.1 Standard Base Label Bar Code Placement 
Where the container is of sufficient size, it shall carry a 100 ± 2 mm by 106 ± 2 
mm base label. 
  
The base label should carry the two manufacturer’s information bar codes: the 
Container Manufacturer and Catalog Number [017] bar code in the lower left 
quadrant and the Manufacturer’s Lot Number [018] bar code in the lower right 
quadrant. The recommended position for these bar codes on 100 ± 2 mm by 106 
± 2 mm label is indicated in Table 34, page 116.  
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Table 34 Positioning Bar Codes on the Base Labels [RT020] 


 
Bar Code Vertical Alignment Horizontal Alignment 


Container Manufacturer 
and Catalog Number 
[017] 


9 mm from bottom of 
label 


Bar code right edge should 
be at 4 mm from right edge 
of Left Quadrant 


Container Lot Number 
[018] 


9 mm from bottom of 
label 


Bar code left edge should 
be at 4 mm from left edge 
of Right Quadrant 


 
  


Figure 7 Placement and Nominal Size of Bar Codes on Base Label  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 


Required Bar Codes 
1 – Container Manufacturer and Catalog Number 


2 – Container Lot Number 
 


Gray lines are for reference only and should not be printed on the label 
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7.4.2 Small Base Label Bar Code Placement 
The size of some containers does not allow a 100 ± 2 mm by 106 ± 2 mm base 
label. In designing such labels the principles outlined in this chapter should be 
applied to the extent possible. 
 
An alternative label design may be used if the container will accommodate a 50 
mm x 75 mm label. This base label shall carry the two manufacturer’s information 
bar codes. The Container Manufacturer and Catalog Number [017] bar code shall 
be printed vertically in the upper half of the label and the Manufacturer’s Lot 
Number [018] shall be printed vertically in the lower half of the label. The 
recommended position for these bar codes is indicated in Table 35, and is 
illustrated in Figure 8, page 118. This places the bar codes in an ideal position for 
concatenation. 
 
In order to accommodate the smaller size of the 50 mm x 75 mm label, and allow 
for concatenation of the bar codes, an X dimension as small as 0.17 mm may be 
used. Users should ensure that scanners selected will be able to accommodate 
this X dimension. 
 
The bar code height may also be reduced to equal or greater than 15% of the bar 
code length (e.g., reduced to approximately 7 mm if the bar code is 
approximately 43 mm) in order to accommodate required text.  
 
 


Table 35 Positioning Bar Codes on 50 mm by 75 mm Containers [RT021] 
 
 


Bar Code From vertical center of label From left side of label 
Container 
manufacturer and 
catalog number 


The right edge of the bar code 
is 4 mm above the vertical 
center of the label 


Lower edge of the bar 
code is 6 mm from the left 
side of the label 


Lot number The left edge of the bar code 
is 4 mm below the vertical 
center of the label 


The lower edge of the bar 
code is 6 mm from the left 
side of the label 
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Figure 8 Placement and Nominal Size of Bar Codes on a 50 mm by 75 mm Base Label 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 


1 – Container Manufacturer and Catalog Number 
2 – Container Lot Number 
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7.5 Final Label Bar Code Placement 


7.5.1 100 mm by 100 mm Final Label 
The default size of the final label is 100 (+/-2) mm by 100 (+/-2) mm. Where the 
container size does not support this size of label, special consideration will need 
to be given (see 7.5).  
 
The final label may be applied as a single 100 mm x 100 mm label or may be 
built up with smaller labels applied at different stages during the process.  
 
The final label design shall be based upon the concept of four equal 50 (+/-1) mm 
by 50 (+/-1) mm quadrants. The bar codes shall be placed in these quadrants as 
shown in Table 36 on page 120. 
 
Linear bar codes for Data Structures 001, 002, 003 and 005 shall be present and 
positioned as described in Table 36, page 120 and Table 37, page 120. These 
requirements place the bar codes in an ideal position for concatenation. 
 
Linear bar codes for other Data Structures found on the final label, and the Data 
Matrix symbol, should be positioned as described on Table 38, page 121. 
 
Blood labels: When present, the Data Matrix symbol shall include the four data 
structures (DIN, Product Code, ABO/RhD, and Expiration Date and Time) 
required for linear bar codes. Additional ISBT 128 data structures (excluding 
nationally defined structures) may also be included. 
 
Cellular therapy product labels: The Data Matrix symbol shall include the DIN 
and Product Code. If known and pertinent, the ABO/Rh shall be included. The 
expiration date (if it exists) shall be present. Additional ISBT 128 data structures 
(excluding nationally defined structures) may also be included. 
 
Figure 9, page 122, shows final label printed according to these tables. 
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Table 36 Final Label Quadrants and Bar Codes [RT022] 
 
  


Quadrant Data Structure [Reference number]       
Upper Left Donation Identification Number (required) [001]  


Collection Date and Time (optional) [006, 007] or 
Production Date and Time (optional) [008, 009] or  
Flexible Date and Time (optional) [031] encoding Collection or Production 
Date and Time 


Lower Left Product Code (required) [003] 
Dimensions (optional) [029] 


Upper Right ABO/RhD Blood Group (required) [002] 
Lower Right Expiration Date and Time (required for blood) [005] or Flexible Date and 


Time [031] encoding Expiration Date and Time 
Special Testing (optional) [010,011,012,013,014,015,016] 
Data Matrix (2-D) symbol 


 
Table 37 Required Positioning of Bar Codes on Final Labels [RT023] 


 
Bar Code Vertical Alignment Horizontal Alignment 


Donation Identification 
Number [001] 


3 mm from top of Upper Left 
Quadrant 


Bar code right edge should be 
4 mm from right edge of Upper 
Left Quadrant 


Product Code [003] 3 mm from top of Lower Left 
Quadrant 


Bar code right edge should be 
4 mm from right edge of Lower 
Left Quadrant 


ABO/RhD Blood Groups 
[002] 


3 mm from top of Upper Right 
Quadrant 


Bar code left edge should be 4 
mm from left edge of Upper 
Right Quadrant 


Expiration Date (and Time) 
[005] or Flexible Date and 
Time with Expiration Date 
encoded [031] 


3 mm from top of Lower Right 
Quadrant 


Bar code left edge should be 4 
mm from left edge of Lower 
Right Quadrant 
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Table 38 Recommended Positioning of Bar Codes on Final Labels [RT024] 
 
While these barcodes shall be placed in the quadrants indicated, their exact placement within 
the quadrant is not mandated. 
 


Bar Code Vertical Alignment Horizontal Alignment 
Collection Date (and 
Time ) [006, 007] or 
Production date (and 
Time) [008, 009] or  
Flexible Date and Time 
[031] with Collection or 
Production date encoded 


20 mm from top of Upper Left 
Quadrant 


Bar code right edge should be 
at 4 mm from right edge of 
Upper Left Quadrant 


Special Testing [one of 
several alternative data 
structures] 


20 mm from top of Lower Right 
Quadrant 


Bar code left edge should be  
at 4 mm from left edge of 
Lower Right Quadrant 


Dimensions [029] As close to the bottom of the 
label as practical 


Bar code right edge should be 
at 4 mm from right edge of 
Lower Left Quadrant 


Data Matrix symbol As close to the bottom of the 
label as practical 


Not specified. 
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Figure 9 Placement and Nominal Size of Bar Codes on Final Label 


 
To assist in label design, if more than one linear bar code is to be placed in a 
quadrant, e.g., Expiration Date and Special Testing, some adjustment of the 
absolute position of bar codes other than those for Data Structures 001, 002, 003 
and 005 is permissible. Additionally, depending on the amount of text that is 
required, it may be necessary to reduce bar code height in accordance with bar 
code height requirements described 6.1.3, beginning on page 111.  
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A library of example labels from different countries is posted on the ICCBBA 
Website. 


7.5.2 Small Final Label 
 


Some containers may require a smaller final label. In designing such labels the 
principles outlined in this chapter should be applied to the extent possible. 
 
If the design includes use of linear bar codes with an X dimension of <0.25 mm, 
care should be taken to ensure that all scanners that will be used to read the 
label are able to do so.  


 
At a minimum,  
1) Every ISBT 128-labeled product shall carry an electronically readable 


Donation Identification Number and Product Code 
2) Every ISBT 128-labeled product shall carry data content text for Donation 


Identification Number and Product Code  
3) These (1 and 2 above) should appear on the affixed label whenever possible 
4) If linear bar codes are used and the affixed label is too small to carry both bar 


codes, then the DIN bar code shall appear on the affixed label, along with 
data content text for DIN and Product Code. The DIN and Product Code bar 
codes shall also be carried together on an attached label or on accompanying 
documentation  (Note: For traceability, both the ISBT 128 DIN and Product 
Code, which includes both the Product Description Code and the 
division/pack code, are required.) 


7.6 Printing Label Text 
 
When printing identification numbers such as the DIN, the font selected must allow 
differentiation between similar characters (e.g., 0/O and 1/I). 


7.6.1 Data Content Text for Linear Bar Codes 
The data content text is the representation of the data characters in a bar code 
that is printed left justified immediately below a linear bar code, unless otherwise 
specified (see Figure 12, page 159).  
 
Every Code 128 bar code on a container label shall be accompanied by data 
content text. Bar code data identifiers are non-data characters and therefore shall 
appear only in the bar codes, not in the data content text.  


7.6.1.1 Donation Identification Number [001] 


The data content text for a Donation Identification Number is unique in 
that it is the sole means of presenting the data content of the bar code, 
i.e., it serves the dual role of data content text and bar code text. As bar 
code text it shall be printed using a sans serif typeface. A national 
authority should determine how it should be displayed, for example: 
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V0043 14 499999 


A123 4140 12346 


7004 203 123 456 
 


All data characters shall be printed (in this instance only, the second data 
identifier character is also a data character). 
 
The flag characters “ff” may be used to convey specific information other 
than the unique identification of the product and shall be distinguished 
from the Donation Identification Number (see 2.4.1). 
 
When Type 1 or Type 2 flag characters are used (see page 26) they shall 
be printed as either: 
 


 Numeric Presentation: The two-digit values of flags “ff” shall be 
printed rotated 90 clockwise to make them visually different from 
the Donation Identification Number.


 
 
 
 
 
 


 
 


 Non-numeric Presentation: A graphical icon or other 
representation of the value of “ff”, e.g., for flag “07” printing an icon 
showing a small test tube.  


 
Type 3 flag characters (see page 26) shall not be printed. 


7.6.1.2 Container Manufacturer and Catalog Number [017] and Container 
Lot Number [018] 


Information on printing text for these data structures is found in ISBT 128 
Standard Labeling of Blood Components.  
 


7.6.1.3 All Other Bar Codes 


Data content text shall appear immediately below, but not touching, the 
bar code; commence in line with the leftmost bar of the bar code and be 
represented in sans serif type with a maximum height of 2 mm (see 
Figure 12, page 159). 


 


7.6.2 Keyboard Entry Check Character K 
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A keyboard entry check character K shall be used when data content text 
appears in conjunction with the following data structures in order to verify correct 
manual entry of the data content: 


 
 Donation Identification Number  [001]   
 Special Testing: Red Blood Cell Antigens [011] 
 Special Testing: Red Blood Cell Antigens — General [012] 
 Special Testing: Red Blood Cell Antigens — Finnish [013] 
 Special Testing: Platelet HLA and Platelet-Specific Antigens [014] 
 Special Testing: HLA-A and –B Alleles [015] 
 Special Testing: HLA-DRB1 Alleles [016] 
 Donor Identification Number [019] 
 Infectious Marker [027] 
 
K is not part of the data content string but is calculated from it using the ISO/IEC 
7064 modulo 37-2 checksum method. K is a character in the range {A-Z, 0-9, *}  
determined from the modulo 37 remainder of the weighted sum of the data 
content string as shown in Table 45 in Appendix A. For an example of the 
calculation for the 13-character string ppppyynnnnnn of the Donation 
Identification Number see Appendix A. 


 


7.6.2.1 Donation Identification Number 


In the case of Data Structure 001 (Donation Identification Number), the 
calculation shall be based on the Donation Identification Number only, i.e., 
excluding the flag characters.  
 


7.6.2.2 Other Data Structures 


 
For other bar codes, the keyboard entry character may be used (see Table 39, 
page 127). Because the ISO/IEC 7064 modulo 37-2 checksum method does not 
allow for lower case alpha characters, it shall not be used in data structures that 
have lower case alpha characters. 
 


7.6.2.3 Printing the Check Character 


 
Wherever the keyboard check character is printed, it shall be clearly 
distinguished from data content. When printed in association with the data 
content text of a code, a box shall be drawn around the keyboard entry check 
character. 
   
For example, a Red Cell phenotype would be printed: 
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Because of the significance of this particular character, it shall be printed in a 
typeface that clearly distinguishes alphabetic and numeric characters; e.g., there 
shall be no confusion between 1 (one) and I (capital letter I), or between 0 (zero) 
and O (capital letter O). 
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Table 39 Keyboard Entry Check Character Requirements for ISBT 128 Data Structures 


Utilizing Code 128 [RT002] 
 


       
Ref 


 
Data Structure Name 


 
Modulo 37-2 


Keyboard Entry 
Check Character [K] 


001 Donation Identification Number Required 


002 Blood Groups [ABO and RhD] Not applicable 


003 Product Code Not applicable 


004 Expiration Date Optional 


005 Expiration Date and Time Optional 


006 Collection Date Optional 


007 Collection Date and Time Optional 


008 Production Date Optional 


009 Production Date and Time Optional 


010 Special Testing: General Optional 


011 Special Testing: Red Blood Cell Antigens (retired) Required 


012 Special Testing: Red Blood Cell Antigens — General Required 


013 Special Testing: Red Blood Cell Antigens — Finnish Required 


014 Special Testing: Platelet HLA and Platelet-Specific Antigens Required 


015 Special Testing: HLA-A and –B Alleles (RETIRED) Required 


016 Special Testing: HLA-DRB1 Alleles (RETIRED) Required 


017 Container Manufacturer and Catalog Number Not applicable 


018 Container Lot Number Not applicable 


019 Donor Identification Number Required 


020 Staff Member Identification Number Optional 


021 
Manufacturer and Catalog Number: Items Other Than 
Containers Not applicable 


022 Lot Number: Items Other Than Containers Not applicable 


023 Compound Message Not applicable 


024 Patient Date of Birth Optional 


025 Patient Hospital Identification Number Not applicable 


026 Expiration Month and Year Optional 


027 Infectious Markers Required 


028 Product Consignment Optional 


029 Dimensions Optional 
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Ref 


 
Data Structure Name 


 
Modulo 37-2 


Keyboard Entry 
Check Character [K] 


030 Red Cell Antigens with Test History Not Applicable 


031 Flexible Date and Time Optional 


032 Product Divisions Optional 


033 Processing Facility Information Code Optional 


034 Processor Product Identification Code Optional 


 


7.6.3 Bar Code Text  
Bar code text is the interpretation of the data content text (the data content of the 
bar code) in terminology meaningful to the user (see Figure 12, page 159). Bar 
code text is nationally defined to allow for differences in language, regulatory 
requirements, and preferences. 
 
Particular font sizes and types are not specified for bar code and additional text 
but designers shall ensure clarity of all text and use larger fonts to emphasize 
critical information. The font chosen should clearly differentiate between similar 
characters (e.g., O and 0; I and 1). Sans serif fonts shall be used for Latin 
alphabets. The use of color (for example, for ABO) is neither prohibited nor 
encouraged. 


 
Bar code text corresponding to information content of electronically readable 
information shall appear on the label. If the size of the label does not support the 
information content required by this standard, appropriate regulations and 
requirements of standard setting organizations should be consulted. Some 
required information may need to appear on secondary packaging if permitted by 
regulations and pertinent standards. 


7.6.3.1 Product Descriptions [Data Structure 003] 


Where space permits, the Class, Modifier (if present), and Attributes 
(except default Attributes) text shall be printed on the label. 
 
Product description bar code text should be printed with the Modifier 
proportionally smaller than the Class proper name and Attribute(s) text 
should be proportionately smaller than Modifier text.  
 


Figure 10 Relative Text Size of Class, Modifier, and Attributes 
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7.6.3.2 Dates [Data Structures 004, 005, 006, 007, 008, 009, 024] 


Dates shall be printed in compliance with ISO 8601-2004 extended format 
or in the format day — month — year. In the latter case, the day shall be 
numerical, the month alphabetical, using a three-letter abbreviation. The 
year shall be a four-digit numerical representation.  
 


Expiration Date: 
 


2011-03-17 
 


OR 
 


17 MAR 2011 
 


Note: Abbreviations for month shall comply with relevant national 
standards where applicable. 
 
Times shall be printed based on a twenty-four hour clock with a colon 
placed between the hours and minutes. 
 
For Cellular Therapy products with text expiration times, time zones shall 
be taken into consideration. If the product is to be shipped across time 
zones, FACT and JACIE Standards require that the text expiration date 
and time include the local time zone abbreviation. In addition, the ISBT 
128 Standard requires that the label include the Universal Coordinated 
Time (UTC) when the product is to be shipped across an international 
time zone.  
 
The UTC shall be printed beneath the local time in parenthesis with the 
designation “UTC”. Italics may also be used to clearly differentiate UTC 
from local time. For example: 


 
Expiration Date/Time: 
 
15 JAN 2011  15:15 EST 
(15 JAN 2011  20:15 UTC) 
 


OR  
 
2011-01-15  15:15 EST 
(2011-01-15  15:15 UTC) 


 
Note: It is recognized that local time zone designations may have little 
meaning internationally since two time zones may have the same 
abbreviation (e.g., EST can mean Eastern Standard Time in Australia, 
which is UTC+10 hours or Eastern Standard Time in North America, 
which is UTC -5 hours). However, the Cellular Therapy Coding and 
Advisory Group (CTCLAG) believe that local time zones are more readily 
interpreted within a continent. For products shipped to different 
continents, UTC should be used to interpret time. 
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7.6.3.3 Month-Year [Data Structure 026] 


The date shall be printed in compliance with ISO 8601-2004 extended 
format or in the format month — year. In the latter case, the month 
alphabetical expression shall use a three-letter abbreviation. The year 
shall be a four-digit numerical representation.  


 
2011-03 


 
OR 


 
MAR 2011 


 
Note: Abbreviations for month shall comply with relevant national 
standards where applicable. 


7.6.3.4 Donor Identification Number [Data Structure 019] 


When the Donor Identification Number is less than 16 digits, it shall be 
padded with zeros at the beginning of the actual number. If desired, 
software developers can routinely strip off padding and present the actual 
number when printing the number or displaying the number on a screen.  
 
For example: 
 
In Denmark, a possible data content string would be: 


 
 


000000 080656 1665 
 


a ten (10)-digit number with six (6) leading zeroes as padding. This 
number might display on a screen as 080656 1665. 
In France, it might be: 


 
 


 0 1 56 05 18 033 087 78 
 


a fifteen (15)-digit number with a single (1) leading zero as padding. This 
number might display on the screen as 1 56 05 18 033 087 78. 
 


7.6.4 Additional Text  
 
Additional text is defined as text not associated with a bar code. Additional text includes 
warnings (e.g., “This product may transmit infectious agents”) and information such as 
Volunteer Donor or a platelet count on a platelet apheresis product.  
 
The placement of this information is not standardized internationally, but may be 
standardized nationally. Users should review national documents for additional 
information. 
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If not nationally defined, facilities may add additional text to the label where space 
permits and there is need. 
 
Particular font sizes and types are not specified for additional text but designers shall 
ensure clarity of all text and use larger fonts to emphasize critical information.  
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8 Outer Package Labeling for 
Containers and Supplies 


Outer cartons containing collection containers or other supplies should be marked for electronic 
data capture using bar coded information in accordance with the GS1 standard. At a minimum 
the information encoded should include (GS1 Application Identifier shown in parentheses): 
 


 Global Trade Item Number (01); 
 Batch or Lot Number (10); 
 Expiration Date (17). 


 
According to GS1 recommendations, this information should be carried in a GS1-128 barcode 
placed on the carton. GS1 general specifications give full detail about the data structure and the 
encryption into the barcode. The following example illustrates how the information is carried in a 
GS1-128 barcode.  
 


Figure 11 GS1 Outer Packaging Bar Code 
 
 
 
 
 
 
 
Technical Bulletin 9 Blood Bag Identification Using ISBT 128 and GS1, which is available on the 
ICCBBA Website, provides guidance to blood bag manufacturers, their customers, and software 
developers on the bar coding of blood bags and their shipping containers. It deals with the 
relationship between information held in the GS1 carton codes and the ISBT 128 blood 
container label codes and recommends ways to simplify the mapping of this information. 
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9 Data Structure Coding and 
Decoding: Examples of Use 


 


9.1 Data Structure 012 — Special Testing: Red Blood 
Cell Antigens–General 
The following is an example of the use of Data Structure 012 (Table 9). 


 
Example 1:  
 
Consider the following data content string: 


 
880000008700000000 


 
this data content string is decoded as follows: 
 


C-c+E-e+, K+k+; 
Cw, Mia, M, N, S, s, U, P1, Lua, Kpa, Lea, Leb not tested; 


Fy(a+b+), Jk(a+b-), 
Doa, Dob, Ina, Cob, Dia, VS/V, Jsa, CMV antibody not tested. 


 
Example 2: 
 


679999999999999900 
 


decodes as: 
C+c-E-e+, K+k-, no other information. 


 
Example 3: 
 


999999999999999100 
 


decodes as: 
 


CMV antibody negative; no other information. 
 


Example 4: 
 


486881355800000000 
 
decodes (rearranged to conform to a typical reporting practice) as: 
 


C+Cw+c+E+e+ K+ k+ M+N+S+s+ P1- Lu(a-) Le(a-b+) Fy(a-b+) Jk(a+b+); 
VS/V Mia U Kpa Jsa Dia Doa Dob Cob Ina and CMV not tested. 
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The interpretation of the two (2)-character “ii” data content string is as follows. If the “ii” 
string is “99,” then no information is provided (the default). If a number between “01” and 
“98” appears, the antigen (or characteristic) shown next to the value in Table 12, page 
92, has been tested for and found negative (except for parvovirus). For example, “55” 
indicates Di(b-). If the value is “00,” then further information is provided, either on the 
container label, or in some other manner.  
 
National guidelines should be consulted for specific information regarding the printing of 
this bar code text. As a further example, rather than the complete red blood cell 
phenotype associated with Data Structure 012, the bar code text may read: 
 


Phenotype provided in accompanying documentation 
 


or some similar phrase. Alternatively, the antigen profile relevant to the recipient may be 
emphasized with the notation that the remainder of the interpretation of the bar code is 
presented elsewhere. 
 


9.2 Data Structure 014 — Special Testing: HLA and 
Platelet-Specific Antigens 
Examples of Use 


 
Refer to Table 14, beginning on page 94, Table 15, page 96, and Table 16, page 97. 


 
An individual of homozygous HLA-A2, B7 type and no information about platelet-specific 
antigens would be coded as: 


 
029907999999999900 (if only the phenotype is known) 


020207079999999900 (if the genotype is known) 
 


Two AA values are always needed, followed by two BB values. To conform to practice 
the lower value should always be listed first. 
 
An individual of HLA-A210, 24; B8, 2708 and no information about platelet-specific 
antigens would be coded as: 


 
022408279999999900 


  
An HPA-1a (PlA1)-negative individual when there is no HLA typing data would be coded 
as: 


 
999999993999999900 


 
An HPA-1a (PlA1)-negative individual of HLA phenotype A2, B8 would be coded as: 


 
029908993999999900 


 
An IgA-deficient, CMV-antibody negative individual would be coded as: 


 
999999999999999400
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An individual of homozygous HLA-A2, B7 type with no information about platelet-specific 
antigens and with no high titered anti-A and B detected would be coded as: 


 
029907999999999901 (if only the phenotype is known) 


020207079999999901 (if the genotype is known) 
 


9.3 Data Structure 023: Compound Messages 
 
Data Structure 023 Compound Messages allow multiple data structures to be combined 
into a single data string to facilitate use of newer technology delivery systems (see 
2.4.23, page 57). 


 
Examples: 
 
A compound message using defined structured message 003 would look like: 


 
=+04003=G15170612345600=%5100=<E0001000&>0140252359 


 
where 
 
=+04003 identifies this as a compound message of four data structures using the format 
defined for structured message type 003; 
 
=G15170612345600 is the Donation Identification Number Data Structure; 
 
=%5100 is the Blood Groups Data Structure; 
 
=<E0001000 is the Product Code Data Structure; 
 
&>0140252359 is the Expiration Date and Time Data Structure. 
 
 
 
An undefined message example is: 


 
=+03000=G15170612345600=%5100&(N0001 


 
where 
 
=+03000 identifies this as an undefined message structure containing three ISBT 128 
data structures. The three following data structures have to be parsed and identified on 
the basis of their data identifiers. 
 
In this case the three following data structures are Donation Identification Number [001], 
Blood Groups [002], and Special Testing: General [010]. 
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9.4 Data Structure 027: Infectious Markers 
The Infectious Markers Data Structure allows complex testing information to be 
conveyed electronically (see 2.4.27, page 62). 
 
Example: A product has the following test results: 


 


HIV-1/2 antibody Negative 


HIV-p24 Not tested 


HIV genomic Not tested 


HCV antibody Positive 


HCV antigen Not tested 


HCV genomic Negative 


HBc antibody Negative 


HBs antigen Negative 


HBV genomic Not tested 


HTLV-I/II antibody Negative 


Syphilis antibody Negative 


CMV antibody Positive 


CMV genomic Not tested 


EBV genomic Not tested 


WNV genomic Not tested 


Parvo B19 antibody Not tested 


Parvo B19 genomic Not tested 


Chagas antibody Not tested 


 
 


Using the Infectious Markers Data Structure, this would be encoded according to Table 
19, page 99, as: 
 


321415000000000000 
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10 Bar Code Concatenation 
 
This chapter provides the technical description of ISBT 128 concatenation for Code 128 
symbols. It assumes an understanding of concatenation concepts and the basic differences 
between ISBT 128 concatenation and standard Code 128 concatenation. Additional background 
information can be obtained from the ICCBBA publications Technical Note 2, Length of the 
Product Code Bar Code and Concatenation and Technical Bulletin 5, Bar Code Scanner ISBT 
128 Concatenation. These documents may be found on the ICCBBA Website. 


10.1 Temporal/Spatial Constraints 
Temporal and/or spatial constraints shall be met before a pair of codes can be 
concatenated. The detailed requirements are: 


 
 the gap between last bar of the left bar code and the first bar of the right bar code 


shall be 36X ± 16X (That is equivalent to 9 ± 4 mm when the X dimension is 0.25 
mm)   


 both bar codes shall be oriented in the same manner (the Standard allows flexibility 
to accommodate slight misalignment, but labels should be affixed so that the bars in 
the bar codes are as close to parallel as possible) 


 vertical alignment shall allow a single straight line scan to pass completely through 
both bar codes 


 no vertical lines may appear between pairs of bar codes that are meant to be 
concatenated 


 the stop codes shall be on the same side of both bar codes 
 


Other variations of label design or placement shall not interfere with concatenation of 
paired bar codes (DIN and Blood Group; Product Code and Expiration Date and Time; 
and Container Manufacturer and Catalog Number and Container Lot Number).  
 
In addition to these requirements, the X dimensions of both bar codes should be the 
same.  
 
Note: The previous mandatory requirement for having the same X dimension for both 
bar codes was removed in version 3.0.0. However, recent evidence indicates this may 
cause problems. Until further evidence is available, we strongly recommend that the two 
bar codes be of the same X dimensions. 
 
If any of the above constraints are not met the concatenation process shall be aborted. 
The scanner/decoder should immediately output the data of the correctly-read first bar 
code as if read without concatenation (this may be either bar code of the pair depending 
on the direction of scan). Reading and output of data from any other bar codes scanned 
then continues as an independent operation, as if a new scan had been started. 
 
The techniques recommended to scanner manufacturers to ensure that the spatial 
separation constraint is applied are detailed in Technical Bulletin 5. 
 
No maximum length for a pair of bar codes for concatenation is defined. However, the 
maximum length of a code pair that can be read will be determined by the scanner 
design. 
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10.2 Output Data String 
ISBT 128 concatenation shall result in a single output data string containing the data 
from the left bar code followed by the data from the right bar code, regardless of the 
order of scanning. The terms left and right bar code are defined such that the stop code 
of the left bar code is adjacent to the start code of the right bar code. 
 
The output data string shall contain all data characters in each bar code, including the 
data identifiers, in left-to-right byte order (i.e., starting with the left primary data identifier) 
regardless of the direction in which the bar codes are scanned. Internal Code 128 
control characters, such as start, stop, and subset shift are non-data characters and thus 
do not appear in the output string. 


10.3 Controlling the Concatenation Process 
At any point in the bar code data entry process one of the following concatenation 
requirements shall apply: 
 
a) concatenated read required; 
b) concatenated read prohibited; 
c) concatenated read permitted but not required. 
 
Enforcement of these requirements may be carried out either by the host application 
software or by programming the scanner. 
 
Where control is carried out by the application software, the scanner shall be configured 
to allow both single and ISBT 128 concatenated reads. The application software can 
then apply the required control (a, b, or c) for each scanning transaction. 
 
Alternatively, scanners that support internal control of ISBT 128 concatenation mode 
may be programmed to allow ISBT 128 concatenation mode configuration, allowing the 
scanner to be set to operate according to a, b, or c above. Requirements a and b are 
referred to as static modes, and when configured to one of these the scanner will 
enforce the requirement every time an ISBT 128 bar code is scanned. If the scanner is 
configured to dynamic mode, c, then both single and concatenated reads are allowed. 


10.4 Verification of Valid Concatenation 
The above rules ensure that a concatenated read occurs only when required. This 
section is concerned with verifying the pair of bar codes once they have been received. 
 
The ISBT 128 concatenation methodology allows the concatenation of any pair of ISBT 
128 bar codes; however, in general, only a limited set of bar code pairs will be 
concatenated. Once again, control over this verification can be carried out either by the 
host application software or by the scanner software. 
 
Using application software control, the application may be written to accept only the 
expected concatenated pair at each input event. The scanner in this situation shall be 
configured to pass through any pair of valid ISBT 128 bar codes. 
 
Alternatively, the scanner may be configured to allow only specific pairs of bar codes to 
be accepted. Where such control is used it is essential that the scanner configuration 
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permit the table of acceptable bar code pairs to be modified and extended. A 
Concatenation Programming Bar Code has been provided as an ISBT 128 data 
structure to support the management of acceptable pairs. Detailed consideration of this 
process is provided in Technical Bulletin 5. 


10.5 Commonly Concatenated Bar Code Pairs 
The following is a list of bar code pairs that are commonly concatenated. The list is not 
exhaustive and the Standard allows any pair of ISBT 128 codes to be concatenated. 
Reference to the corresponding data structure is given in parentheses. 


 
 Donation Identification Number [001] and Blood Groups [ABO and RhD] [002] 
 Product Code [003] and Expiration Date and Time [005] 
 Donation Identification Number [001] and Product Code [003] 
 Donation Identification Number [001] and Donor Identification Number [019] 
 Container Manufacturer and Catalog Number [017] and Container Lot Number [018] 
 Manufacturer and Catalog Number: Items Other Than Containers [021] and Lot 


Number: Items Other Than Containers [022] 
 Patient Birth Date [024] and Patient Identification Number [025] 


 
It is possible to concatenate other pairs of ISBT 128 bar codes and these can be 
specified within some scanner systems (see Technical Bulletin 5). 
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11 Blood Container Manufacturers 
Information Data File Specification  


11.1 Introduction 
The purpose of this data file is to provide a mechanism for electronically transferring 
information about blood container sets that will assist in process control. This data can 
be used to track and/or limit usage of the set; to verify that the product in the container is 
appropriate for the container; and to minimize the need for manual record keeping.  
 
For the purposes of standardization, the data file structure, field definitions and formats, 
and default values are defined by ICCBBA.  
 
Manufacturers are responsible for providing their own data files which are maintained in 
an electronic format available to their customers. 
 
Data files are associated with a container set through the Container Manufacturer and 
Catalog Number [Data Structure 017] present on the base label of the container. The 
data file for each catalog number includes information that is: 
 
Specific to the collection set: 


 
 Number of containers in the set   
 Intended use of each container (i.e., red cells, whole blood, plasma, platelets, or 


buffy coat) 
 Nominal collection volume for the primary container (optional) 
 Presence of fluids in containers that are not suitable for storage of blood or cellular 


therapy products (optional) 
 


Specific to the container: 
 


 Which container (red cell/whole blood, plasma, platelets, or buffy coat) within the set 
is being scanned 


 Amount and type of fluid as supplied (anticoagulant, additive, etc.) 
 Nominal, minimum, and/or maximum volume that each container is designed to hold 


(optional) 
 Whether the container is downstream from a leukocyte reduction filter 


 
Users may download into their information system the data file for each blood container 
catalog number purchased. With appropriate software, the catalog number bar code on 
a blood container can be scanned during use and linked to the data file to obtain or 
document a complete description of the set and containers. For example, by scanning 
the bar code on a whole blood collection set and linking it to the data file, the user can 
document the set manufacturer, the intended collection volume (e.g., 450 mL), the 
anticoagulant and its volume, and the number and type of attached containers.  


 
The information in this data file is not intended as a specification of a container or a 
container set, but solely to provide process control information for use in blood collection 
management systems. 
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11.2 Structure of the Data File 
The data file structure specifies the field definitions and formats together with default 
values and lookup table references. Beginning with Version 05 of the Manufacturers 
Data File, the message structure may be in either an XML message or an ASCII text file 
using comma separated values (CSV). A separate data file shall be created for each 
catalog number. The structure shall comprise a header line, a variable number of data 
lines, and for CSV files, a footer line.  
 
Each data line shall be identified by a data label indicating what information the line 
contains. Data labels, together with the format of the data content, shall be assigned by 
ICCBBA to ensure commonality across all suppliers. The data line shall also contain a 
container identification character to indicate which container in the set is being 
described. The container identification character shall be set to the hash/number symbol 
(#) for information common to the entire set. 
 
The data file specification shall be version controlled with the version number being held 
in the header line. 
 


 
Table 40 Header Line [RT031] 


 
 


Field Length Format Comment 


1  8  
Alpha 


(8)  
Fixed text “ICCBBAMF” identifies this as an ICCBBA-
specified Manufacturers File format  


2  2  Numeric 
(2)  


Two (2)-digit version number identifies the version of the  
data structure with which this message is compliant 
(currently all messages are 06, i.e., this version of the data 
file) 
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Table 41 Data Lines [RT032] 
 


Field Length Format Comment 


1  max 20  
Alphanumeric 


(max 20)  
ICCBBA-defined Data Label (see Table 43)  


2  1  
Alphanumeric 


or “#” (1)  


Set to # for information relevant to the whole set, or the 
container identification character from the Container  
Manufacturer and Catalog Number [Data Structure 
017] for information specific to all containers with this 
identification character in the set. Numeric container 
identification characters shall be used for whole blood 
and other non-apheresis collection sets. 1 shall be 
reserved for the primary collection container. 
Alphabetic (A-Z) container identification characters 
shall be used for apheresis sets. Transfer sets shall 
use zero (0) for container identification. If multiple bag 
types are found in a transfer bag set, numeric 
characters 2-9 shall be used. 


3  variable  
Alphanumeric 


(var)  


Data content (see below). Data shall not contain the 
comma character as this is the field delimiter. Other 
non-alphanumeric characters used as default 
delimiters in HL7 messages should also be avoided 
(|^~\&)  


 
Table 42 Footer Line [RT033] 


 
Field Length Format Comment 


1  8  
Alpha 


(8)  
Fixed text “FILETERM”  


2  Variable  Numeric  Count of number of data lines in file 
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Table 43 ICCBBA-Assigned Data Labels and Content (Version 06) [RT034] 
 


 


Data Label Content 
Format (max 


length) 
Required


* 
Default 
Value 


Application


MANUFACTURER  


Identity of the 
container set 
manufacturer (uses 
the ICCBBA 
identification letters 
assigned in the 
Manufacturer 
Identifier Codes, see 
RT016) 


 Alpha (2)  M  N/A  Set 


CATALOGNUMB  


Manufacturer’s 
catalog number 
(seven data 
characters as read 
from Container 
Manufacturer and 
Catalog Number 
Data Structure)  


Alphanumeric 
(7)  


M  N/A  Set 


CATNUMBTEXT  


Manufacturer’s 
catalog number as 
printed in 
documentation  


free format  M  N/A  Set 


GS1GTIN 
The GS1 Global 
Trade Item Number 


Numeric (14) O N/A Set 


GS1GTINCONTENT 
The number of items 
in the carton 


Numeric (3) O N/A Set 


CONTAINERNUMB  


Number of 
containers in set 
(when field 2 = #) or 
number of 
containers with 
specified container 
identification 
character (when 
field 2 = container 
identification 
character).  


Numeric (2)  M  N/A  Set 


COLLECTIONVOL 


The nominal 
collection volume for 
whole blood 
donations (in mL) 


Numeric (3) O N/A Set 







ISBT 128 Standard Technical Specification Version 4.5.0 144 


   
© 2013 ICCBBA, All Rights Reserved  www.iccbba.org 


Data Label Content 
Format (max 


length) 
Required


* 
Default 
Value 


Application


CONTENT  


The fluid content of 
the container as 
supplied 
(anticoagulant, 
additive, etc.)  


select from 
ICCBBA 


lookup table‡ 
D  


 
NONE  


 
Container 


CONTENTVOL 


The volume of the 
fluid described in the 
CONTENT field (in 
mL) 


Numeric (3) O N/A Container 


PLTCONTAINER  


Indicator if this is a 
container suitable 
for the storage of 
platelets (liquid 
phase)  


Y or N  D†  N  Container 


PMACONTAINER  


Indicator if this is a 
container suitable 
for the storage of 
plasma (liquid or 
frozen)  


Y or N  D†  N  Container 


RBCCONTAINER  


Indicator if this is a 
container suitable 
for the storage of 
red cells (liquid 
phase)  


Y or N  D†  N  Container 


BFYCONTAINER  


Indicator if this is a 
container suitable 
for the storage of 
buffy coat (liquid 
phase)  


Y or N  D†  N  Container 


PROCONLY 
CONTAINER 


Indicator that this is 
a container suitable 
for in-process 
product only (not 
designed for storage 
of final product) 


Y or N D† N Container 


LEUKREDFILTER 


Indicates whether 
the container is 
downstream of a 
leukocyte reduction 
filter 


Y or N D† N Container 


NOMINALVOLUME  


The volume of final 
product that the 
container is 
designed to hold (in 
mL)  


Numeric (4)  O  N/A  Container 
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Data Label Content 
Format (max 


length) 
Required


* 
Default 
Value 


Application


MINVOL 


The minimum 
amount of product 
that the container is 
designed to hold (in 
mL) 


Numeric (4) O N/A Container 


MAXVOL 


The maximum 
amount of liquid 
product the 
container is 
designed to hold (in 
mL) 


Numeric (4) O N/A Container 


MAXFRZVOL 


The maximum 
amount of frozen 
product the 
container is 
designed to hold (in 
mL) 


Numeric (4) O N/A Container 


SOLN1 


A solution (e.g., 
additive solution or 
pathogen 
inactivation solution) 
that is integrally 
attached to the set 
but not contained 
within a container 
designed to store 
blood components 


Alphanumeric 
(7) 


O N/A Set 


SOLN1VOL 
The volume (in mL) 
of Solution 1 


Numeric (4) O N/A Set 


COMMENT  


Field that is 
available for 
manufacturers to 
add comments; end-
users are not 
expected to upload 
this information  


Alpha (200)  O  N/A  Both 


 
N/A = not applicable*; Y = yes; N = no  
M = mandatory; O = optional (included at manufacturer’s discretion); D = default value applies if 
the data line is not present 
† At least one of the PLTCONTAINER, PMACONTAINER, RBCCONTAINER, 
BFYCONTAINER , or PROCONLYCONTAINER fields shall be set to Y for each container type  
‡ This table can be found in the definitions for Core Conditions in the ICCBBA document ISBT 
128 Standard Terminology for Blood, Cellular Therapy, and Tissue Product Descriptions in the 
Technical Documentation area of the ICCBBA Website. 
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11.3 Container Identification Character 
The container identification character used on blood containers can be implemented in 
two distinct ways. The option adopted by any particular manufacturer will depend upon 
their manufacturing process. It would not be appropriate for a customer to place a 
requirement on a manufacturer to adopt either of these options. The structure of the data 
file has been configured to accommodate both options and software systems should to 
be designed to accept both. 
 
Option 1 
Each container in the set bears a unique container identification character. This is the 
simplest format, and each container will have a set of entries in the data file 
corresponding to its container identification character. 
 
Option 2  
Each distinct container in a set bears a unique container identification character. Where 
a set contains two or more containers that are identical in terms of their composition, 
purpose, and position in the configuration, then these containers may be given the same 
container identification character. In this case, the data field for the number of containers 
will indicate how many containers there are with the specified container identification 
character and there will be a single set of entries in the data file common to all these 
containers. 


11.4 Further Guidance 
Detailed information about implantation of the Manufacturers Data File, multiple 
examples of use, and example data files may be found in Implementation Guide: Use of 
the Manufacturers Data File. This document may be found on the ICCBBA Website. 
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12 Use of ISBT 128 Data Structures in 
HL7 Messages 


 
Per its Website (www.hl7.org), Health Level Seven International (HL7) is “a not-for-profit, ANSI-
accredited standards developing organization dedicated to providing a comprehensive 
framework and related standards for the exchange, integration, sharing, and retrieval of 
electronic health information that supports clinical practice and the management, delivery and 
evaluation of health services. HL7’s 2,300+ members include approximately 500 corporate 
members who represent more than 90% of the information systems vendors serving 
healthcare.” 
 
HL7 is an electronic messaging standard that allows communication between disparate 
computer systems. Within an HL7 message, there may be coded values. Some of these coded 
values are from HL7 maintained tables, some are from user defined tables, and others are from 
external tables. According to the HL7 standard, an external table is “a set of coded values 
defined and published by another standards organization.”  ICCBBA is recognized by HL7 as 
such a standards organization. ICCBBA maintains tables, such as Table 44 [RT042], which is 
referenced in HL7 in its Vocabulary Table 0396 on the HL7 Website. This allows ICCBBA to 
specify how ISBT 128 data structures and other transfusion and transplantation information can 
be included in HL7 messages in a structured manner. 
 
Table 44 [RT042] specifies identifiers that may be used in encoding ISBT 128 data structures 
into HL7 messages. Additional lines may be added to the table upon request by contacting the 
ICCBBA office (techdir@iccbba.org). 
 


Table 44 IBT0001 Coding System Reference Table [RT042] 
 


  
Identifier Text Name Description Data example 
IBT1-
0001 


Donation 
Number 


Thirteen character donation number 
element from an ISBT 128 Donation 
Identification Number [Data 
Structure 001]. (In this case includes 
the second data identifier which is 
also the first data character) 


G151708123456 


IBT1-
0002 


Flag Value Two character code corresponding 
to the flag characters from an ISBT 
128 Donation Identification Number 
[Data Structure 001]. See Table 3 
[RT004] for acceptable values and 
their interpretation. 


01 







ISBT 128 Standard Technical Specification Version 4.5.0 148 


   
© 2013 ICCBBA, All Rights Reserved  www.iccbba.org 


Identifier Text Name Description Data example 
IBT1-
0003 


Donation and 
Flag 


Fifteen-character code 
corresponding to an ISBT 128 
Donation Identification Number 
[Data Structure 001] (In this case 
includes the second data identifier 
which is also the first data 
character). See Table 3 [RT004] for 
acceptable values of flag element 
and their interpretation. 


G15170812345601 


IBT1-
0004 


Blood Groups Four character code corresponding 
to an ISBT 128 Blood Group [ABO 
and RhD] [Data Structure 002]. See 
Table 4 [RT005] and  
Table 5 [RT006] for acceptable 
values and their interpretation. 


5100 


IBT1-
0005 


ABO RhD ISBT 128 two character ABO/RhD 
code. See Table 4 [RT005] for 
acceptable values and their 
interpretation. 


51 


IBT1-
0006 


Special 
Messages 


ISBT 128 two-character Special 
Message. See  
Table 5 [RT006] for acceptable 
values and their interpretation. 


Mq 


IBT1-
0007 


Rh K Mur ISBT 128 single character value 
corresponding to third data 
character of Data Structure 002 and 
encoding Rh, Kell and Mia/Mur 
phenotypes. See  
 
Table 6Table 6 [RT007] for 
acceptable values and their 
interpretation. 


B 


IBT1-
0008 


Product Code Eight character ISBT 128 Product 
Code [Data Structure 003], 
referencing the ISBT 128 Product 
Description Code Database and 
Table 7 [RT008]. 


E0001V00 


IBT1-
0009 


Product Type Five character code corresponding 
to the Product Code in first five 
characters of Data Structure 003 
and the last 5 characters of Data 
Structure 034.  It references a value 
in the ISBT 128 Product Description 
Code Database. 


E0123 
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Identifier Text Name Description Data example 
IBT1-
0010 


Type of 
Donation 


Single character code 
corresponding to the sixth character 
of an ISBT 128 Product Code [Data 
Structure 003] and specifying 
donation type. See Table 7 [RT008] 
for acceptable values and their 
interpretation. Only used for blood 
and cellular therapy products. 


V 


IBT1-
0011 


First Division Single character code 
corresponding to the seventh 
character of an ISBT 128 Product 
Code [Data Structure 003] and 
indicating a division value. Only 
used for blood and cellular therapy 
products. 


A 


IBT1-
0012 


Second 
Division 


Single character code 
corresponding to the eighth 
character of an ISBT 128 Product 
Code [Data Structure 003] indicating 
a division value. Only used for blood 
and cellular therapy products. 


b 


IBT1-
0013 


Division 
Number 


Three digit code corresponding to 
the sixth to eighth character of an 
ISBT 128 Product Code [Data 
Structure 003]  Not used for blood or 
cellular therapy products. Indicates  
the division number of the product 
or provides a flag to an alternative 
division number code. 


017 


IBT1-
0014 


Expiration 
Date 


Six digit code corresponding to an 
expiration date as defined for ISBT 
128 Data Structures 004 and 005. 


008120 


IBT1-
0015 


Expiration 
Time 


Four digit code corresponding to an 
expiration time as defined for ISBT 
128 Data Structure 005. 


1900 


IBT1-
0016 


Collection Date Six digit code corresponding to a 
collection date as defined for ISBT 
128 Data Structures 006 and 007. 


008120 


IBT1-
0017 


Collection 
Time 


Four digit code corresponding to a 
collection time as defined for ISBT 
128 Data Structure 007. 


1900 


IBT1-
0018 


Production 
Date 


Six digit code corresponding to a 
production date as defined for ISBT 
128 Data Structures 008 and 009. 


008120 


IBT1-
0019 


Production 
Time 


Four digit code corresponding to a 
production time as defined for ISBT 
128 Data Structure 009. 


1900 







ISBT 128 Standard Technical Specification Version 4.5.0 150 


   
© 2013 ICCBBA, All Rights Reserved  www.iccbba.org 


Identifier Text Name Description Data example 
IBT1-
0020 


Special 
Testing 
General 


Five character code corresponding 
to an ISBT 128 Special Testing – 
General code [Data Structure 010]. 
See Special Testing: General 
Database Table for acceptable 
values and their interpretation. 


N0001 


IBT1-
0021 


Special 
Testing RBC 
General 


Eighteen digit code corresponding 
to an ISBT 128 Special Testing: Red 
Blood Cell Antigens – General code 
[Data Structure 012]. See  
Table 9 [RT009] and Table 12 
[RT011] for acceptable values and 
their interpretation. 


486881355800000000 


IBT1-
0022 


Special 
Testing RBC 
Finnish 


Eighteen digit code corresponding 
to an ISBT 128 Special Testing: Red 
Blood Cell Antigens – Finnish code 
[Data Structure 013]. See Table 10 
 [RT010] and Table 13 [RT012] for 
acceptable values and their 
interpretation. 


486881355800000000 


IBT1-
0023 


Special 
Testing 
Platelets 


Eighteen digit code corresponding 
to an ISBT 128 Special Testing: 
Platelet HLA and Platelet Specific 
Antigens code [Data Structure 014]. 
See Table 14 [RT013], Table 15 
[RT014], and Table 16 [RT044] for 
acceptable values and their 
interpretation. 


022408279999999900 


IBT1-
0024 


Special 
Testing HLA- A 
and HLA-B 
Alleles 


Eighteen digit code corresponding 
to an ISBT 128 Special Testing: 
HLA-A and –B Alleles code [Data 
Structure 015]. See the IMTG/HLA 
database 
(http://www.ebi.ac.uk/imgt/hla/) and 
[RT015] for acceptable values and 
their interpretation. 


010302010702270519 


IBT1-
0025 


Special 
Testing DRB1 


Eighteen digit code corresponding 
to an ISBT 128 Special Testing: 
HLA-DRB1 Alleles code [Data 
Structure 016]. See the IMTG/HLA 
database 
(http://www.ebi.ac.uk/imgt/hla/) for 
acceptable values. 


100115019999999999 


IBT1-
0026 


Container Mfr 
and Cat 


Ten character code corresponding 
to an ISBT 128 Container 
Manufacturer and Catalog Number 
[Data Structure 017]. Refer to 
[RT016] for manufacturer codes. 


1BA0027QZE 
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Identifier Text Name Description Data example 
IBT1-
0027 


Container Lot Ten character code corresponding 
to an ISBT 128 Container Lot 
Number [Data Structure 018]. 


0000123456 


IBT1-
0028 


Donor ID Twenty-one character code 
corresponding to an ISBT 128 
Donor Identification Number [Data 
Structure 019]. 


W00000000000012436744 


IBT1-
0029 


Staff ID Eleven character code 
corresponding to an ISBT 128 Staff 
Member Identification Number [Data 
Structure 020]. 


W0000016902 


IBT1-
0030 


Other Mfr and 
Cat 


Ten character code corresponding 
to an ISBT 128 Manufacturer and 
Catalog Number: Items other than 
containers [Data Structure 021]. 
Refer to [RT016] for manufacturer 
codes. 


IS000RA123 


IBT1-
0031 


Other Lot Ten character code corresponding 
to an ISBT 128 Lot Number: Items 
Other Than Containers [Data 
Structure 022]. 


0000435678 


IBT1-
0032 


Patient DOB 
and 
information 
location 


Ten character code corresponding 
to an ISBT 128 Patient Date of Birth 
[Data Structure 024]. Note that this 
structure includes a location code 
(defined on RT018) together with 
the Date of Birth in yyyymmdd 
format 


0119541217 


IBT1-
0033 


Patient ID and 
information 
location 


Variable length field corresponding 
to an ISBT 128 Patient Identification 
Number [Data Structure 025]. Note 
that this structure includes a location 
code (defined on RT018) and 
patient number field length together 
with the patient number 


0106923832 


IBT1-
0034  


Infectious 
Markers 


Eighteen digit code corresponding 
to an ISBT 128 Infectious Markers 
code [Data Structure 027]. See 
[RT019] for acceptable values and 
their interpretation. 


321415000000000000 


IBT1-
0035 


One or more 
Dimensions 


Variable length field corresponding 
to an ISBT 128 Dimensions [Data 
Structure 029]. Refer to Table 20  
[RT0037], Table 21  [RT038], and 
Table 22 [RT039] 


0101000700031000 
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Identifier Text Name Description Data example 
IBT1-
0036 


Multiple Red 
Cell Antigens 
with Test 
History 


Variable length field corresponding 
to multiple ISBT 128 Red Cell 
Antigens with their Test Histories 
[Data Structure 030]. Refer to Table 
23 [RT040], Table 24 [RT041] and 
the red cell antigen nomenclature 
table found at 
http://www.isbtweb.org/fileadmin/us
er_upload/WP_on_Red_Cell_Immu
nogenetics_and/Table_of_blood_gr
oup_antigens_within_systems_v3.0
_121028.pdf 


004004002020100400402
040040030103004005020
2 


IBT1-
0037 


Individual Red 
Cell Antigen 
with Test 
History 


Ten digit code corresponding to an 
individual ISBT 128 Red Cell 
Antigen and its test history within 
Data Structure 030. Refer to Table 
23 [RT040], Table 24 [RT041] and 
the red cell antigen nomenclature 
table found at 
http://www.isbtweb.org/fileadmin/us
er_upload/WP_on_Red_Cell_Immu
nogenetics_and/Table_of_blood_gr
oup_antigens_within_systems_v3.0
_121028.pdf 


0040020201 


IBT1-
0038 


Individual 
Product 
Dimension 


Twelve digit code corresponding to 
a single dimension of a product 
within the ISBT 128 Dimensions 
[Data Structure 029]. Refer to Table 
20 [RT0037], Table 21  [RT038], 
and Table 22 [RT039] 


010007000310 


IBT1-
0039 


Information 
Location 


Two digit code corresponding to a 
location code identifying where the 
occurrence of the information was 
held. Refer to Table 18 [RT018] 


01 


IBT1-
0040 


Patient Date of 
Birth 


Eight digit code corresponding to an 
ISBT 128 Patient Date of Birth [Data 
Structure 024]. 


20011203 


IBT1-
0041 


Patient 
Identification 
Number 


Variable length field corresponding 
to an ISBT 128 Patient Identification 
Number [Data Structure 025]. 


06923832 


IBT1-
0042 


Flexible Date 
and Time 


Sixteen digit code corresponding to 
a time and date defined within the 
code for Data Structure 031. Refer 
to Table 25 [RT045] and Table 26 
[RT046] 


1001201311042359 


IBT1-
0043 


Divisions Six character code corresponding to 
the ISBT 128 Product Divisions 
Code for Data Structure 032. 


AABC00 
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Identifier Text Name Description Data example 
IBT1-
0044 


Facility 
Identification 
Number   


Five character code corresponding 
to the ISBT 128 Facility 
Identification Number of the facility 
that assigned the Product Code and 
referencing a value in the ISBT 128 
Registered Facilities Database 
[Data Structure 033 or 034] 


A9999 


IBT1-
0045 


Facility 
Product 
Code 


Six character code in Data Structure 
033 corresponding to facility-defined 
product code (FPC). [Data Structure 
033 or 034] 


AB7878 


IBT1-
0046 


Processor 
Product 
Identification 
Code 


Sixteen character code 
corresponding to (1) the ISBT 128 
Facility Identification Number of the 
facility that processed or labeled the 
product, (2) a six character code 
corresponding to the facility-
assigned product code or catalog 
number, and (3) a five character 
code corresponding to the ISBT 128 
Product Description Code.  Provides 
the UDI Device Identifier for medical 
devices containing medical products 
of human origin.  [Data Structure 
034] 


A9999AB1234T1234 
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13  ICCBBA 


13.1 Formation and Incorporation 
ICCBBA was established in 1994 to support ISBT 128 and to assist in its 
implementation. ICCBBA was incorporated in the Commonwealth of Virginia in 1995, 
and is a 501(c)(3) not-for-profit organization. 


13.2 Registration and Licensing 
Each facility that implements ISBT 128, or plans to implement ISBT 128 and needs 
access to password-protected information from the ICCBBA Website, must register with 
ICCBBA. Specific requirements for registration and a form for this purpose may be found 
on the ICCBBA Website. Special arrangements are available for facilities in developing 
countries that wish to use ISBT 128 Donation Identification Numbers in an eye-readable 
format only.  
 
Before implementing ISBT 128, each registered facility shall pay the annual license fee. 
The annual license fee is set by the ICCBBA Board of Directors to cover the anticipated 
expenses for the fiscal year for which the fee is assessed. It is invoiced to every 
registered facility at its last known address early in each calendar year. Failure to pay 
the annual fee is an indication that the facility will no longer be using or providing support 
for ISBT 128. The terms under which ISBT 128 is licensed for use are provided in the 
ICCBBA License Agreement, a copy of which can be found on the ICCBBA Website.  
 
ICCBBA assigns facility and manufacturers codes.  The facility codes are published in 
the password-protected area of the ICCBBA Website. See Implementation Guide: ISBT 
128 Facility Identification Number for further information.  


 
Vendor codes for manufacturers who encode their identities in Data Structure 017 or 021 
are found on Table W1 [RT016] on the ICCBBA Website. Vendors may obtain codes by 
contact the ICCBBA office. 


13.3 Code Assignment 
All codes used in ICCBBA data structures, with the exception of those codes designed 
specifically for national or local use, are assigned by ICCBBA. Once assigned, the codes 
are kept in the appropriate reference table or database table. Reference tables and 
database tables are found either in this document or in the password-protected area of 
the ICCBBA Website. 


 


13.4 Issuing Agency Identifier 
ICCBBA has been recognized as an Issuing Agency of unique identifiers under ISO/IEC 
15459. This standard specifies procedural requirements to maintain a non-significant, 
unique identifier for item management applications and outlines the obligations of the 
Registration Authority and Issuing Agencies.  


 
The ICCBBA Issuing Agency Code (IAC) is LI.  
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Acronyms 
 
ANSI American National Standards Institute 
 
ASCII American Standard Code for Information Interchange 
 
DIN Donation Identification Number 
 
EBMT European Group for Blood and Marrow Transplantation 
 
EDI Electronic Data Interchange 
 
FACT Foundation for the Accreditation of Cellular Therapy  
 
FIN Facility Identification Number 
 
HLA Human Leukocyte Antigen 
 
HL7 Health Level 7 
 
ID Identification 
 
IEC International Electrotechnical Commission 
 
IMGT International ImMunoGeneTics project 
    
ISCT International Society of Cellular Therapy  
 
ISO International Organization for Standardization 
 
JACIE Joint Accreditation Committee of ISCT and EBMT 
 
RFID Radio Frequency Identification  
 
RID Recipient Identification Number 
 
WHO World Health Organization 
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Glossary 
 


Bar code A symbolic representation of a data structure that also includes the 
symbology-specific start and stop codes.  


 Linear bar 
code
 


 


Single row of bars and spaces 


In this document the unqualified use of linear bar 
code implies the use of Code 128 symbology with 
its associated modulo 103 check character.   


 2-D bar code Two-dimensional pattern of data cells 


In this document  the unqualified use of 2D bar code 
implies the use of Data Matrix 


Check 
character 


A character used to ensure the accuracy of data. The value is calculated 
based on an algorithm applied to the data. Examples are the modulo 103 
check character internal to Code 128 and the ISO/IEC 7064 modulo 37-2 
check character appended to data content text that verifies accurate 
keyboard entry. 


Concatenation 


 


A method by which the information held in two bar codes is combined in 
the scanner into a single string of data before being sent to the host 
computer. ISBT 128 places specific rules on the operation of 
concatenation which ensures that the two codes are adjacent to one 
another, hence allowing this feature to be used in label process control. 
(Note: ISBT 128 concatenation is a specific enhancement to the Code 128 
Specification. See Chapter 10 for more information.)  


Container set Any combination of containers, tubing, and other items as packaged by 
the manufacturer, intended for the collection of whole blood, apheresis, or 
cellular therapy procedures. 


Control 
character 


A character inserted into a bar code to control the decoding process (such 
as that used to indicate a change in the Code 128 symbology subset). In 
most circumstances these are stripped by the scanner and not transmitted 
to the host. 


Data character The individual ASCII characters that make up the data content. 


Data content The characters in a data structure that encode the information for which 
the data structure is named. The data content does not include the data 
identifier. (The Donation Identification Number is an exception to this rule. 
See Section 2.4.1, page 25.) 


Data identifier The first two characters in a data structure that identify the data structure. 
These will always be present when the data structure is used as a bar 
code, but may be omitted when the data structure is used in situations in 
which the data structure identity is unambiguously and explicitly defined. 
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(The Donation Identification Number is an exception to this rule. The 
second character of the data identifier can never be dropped because it is 
also part of the data content. See 2.4.1, page 25.) 


Data structure Information content comprising the data identifier and data content. When 
a data structure is represented as a bar code, the term data structure 
does not include the symbology-specific and always present start and 
stop codes, the modulo 103 check character, or any specified control 
characters. 


Donation Type A designation indicating why a donation was collected   


 Autologous 
donation 


A donation collected from a donor for his or her own use. 


 
Dedicated 
donation 


A collection arranged by the collecting facility to support a 
specific recipient on a frequent basis (for example, to 
ensure limited exposure to allogeneic products). 


 
Designated 
donation 


A collection from a donor called by the collecting facility 
to provide product (for example, HLA-compatible) to be 
used by a specific recipient (or for Cellular Therapy 
products, possibly a small group of recipients).  


 Directed 
donation 


A collection from a donor who presents to the collecting 
facility at the request of another person intending to 
provide product to be used by that person. 


Facility An organization that is responsible for the collection/recovery, processing, 
and/or distribution of ISBT 128-encoded products. 


Flag character Part of the data content of a data structure used in process control or data 
transmission checking. For ISBT 128, flag characters are used with the 
Donation Identification Number. Printed in eye-readable format, but 
distinguished in some manner from the representation of the other data 
characters. 


ISBT 128 An international standard for the transfer of information associated with 
human tissue transplantation, cellular therapy, and blood transfusion. It 
provides for a globally unique donation numbering system, internationally 
standardized product definitions, and standard data structures for bar 
coding and electronic data interchange. 


Julian Date See Ordinal Date. 


Label An independent entity that may carry one or more bar codes and also 
provides eye-readable information about the product. 


 Affixed label A label that adheres in physical contact with the 
product container. 
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 Attached label A label that is fastened securely to the product 
container by means of a tie tag or comparable 
alternative.  


 Accompanying 
documentation 


Documentation containing product information that is 
together with the product, or is available to the 
appropriate individual(s) electronically, but is not 
affixed or attached to the product. 


 Base label The label placed on a container by a manufacturer. It 
carries the manufacturer’s identity, the catalog 
number of the container (or container set), and the 
lot number of the container (or container set) 
encoded as ISBT 128 data structures. 


 Final label Labeling as it appears on a product ready for release 
to another entity or for administration to a recipient. 


 Partial label A label that because of size or other constraints does 
not contain all the required information. 


Ordinal Date A system for maintaining dates that numbers the first day of the year 
(January 1) as 1 and the last (December 31) as 365 or 366 (in a leap 
year). Also known as Julian Date. 


Phenotype The observable expression of the genes inherited by a person that reflects 
the biological activity of the genes. In ISBT 128 coding of test results, the 
term phenotype includes predicted phenotypes based on genotyping 
where there is evidence in the literature to support such a prediction.  


Plasma 
Derivative 


A product that contains concentrated fractions of plasma proteins that 
have been separated using physico-chemical or other fractionation 
processes. It is made from pooling plasma from large numbers of donors 
and is traced based on the lot or batch number of the pooled product. 


Primary 
container 


The container into which the whole blood is drawn. 


Retired A mechanism utilized by ICCBBA to phase out a data structure or code 
that has become outdated, inadequate, inappropriate, redundant, or 
discovered to be in error. Because data structures or codes may exist on 
the labels of products in inventories across the world, the data structures 
and codes must be retained in the database for backward compatibility. 


The date on which a data structure or code is retired will be noted in the 
document in which it appears. This date indicates the date on which 
ICCBBA recommended the data structure or code no longer be used for 
new products. Software should be written to recognize these codes, but 
not assign them to newly created products. It is understood that facilities 
need time to retire codes after ICCBBA has made its recommendation. 
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Figure 12 Illustration of the Terms Data Content Text, Bar Code Text, and Additional Label 
Text 


 


Satellite 
container 


A container other than the primary container in a container set. 


 


Text (See Figure 12, page 159) 


 Data content text   
(previously 
called eye 
readable text) 


The eye-readable representation of the data 
characters in a bar code (printed left justified 
immediately below the bar code, unless otherwise 
specified). 


 Bar code text The interpretation of the data content of the bar 
code. 


 Additional label 
text 


All other information on the label that is not 
associated with a bar code. 


Transfer 
container    


A container intended for post-manufacturing connection to a container set. 


UTC Universal Coordinated Time, similar to GMT (Greenwich Mean Time), 
marks the starting point of every time zone in the World. UTC does not 
change based on daylight saving (summer) time; thus, the relationship of 
local time to UTC changes if daylight saving (summer) time is observed. 
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Appendix A Donation Identification Number Check Character 
[K] 


A.1 Keyboard Entry Check Character 
ISBT 128 Donation Identification Numbers utilize checksum characters based on the 
ISO 7064 Mod 37-2 algorithm. This Appendix shows how to calculate the checksum 
character for any given Donation Identification Number. The calculation is based on the 
DIN thirteen (13)-character string (i.e., excluding the leading = symbol and the flag 
characters). 


 
The steps in the process are as follows: 


 
1. For each character in the string determine its check value as required by ISO 7064 


from Table 45; 
2. For each character in the string determine its weighted check value by multiplying 


the check value from Table 45 by the nth power of 2 where n is the position of the 
character from the right hand end of the string; 


3. Sum the weighted check values from step 2; 
4. Find the modulus 37 value of the sum from step 3 (the value remaining when the 


weighted sum is divided by 37); 
5. Subtract the value obtained in step 4 from 38; 
6. Find the modulus 37 value of the result of step 5 (the value remaining when divided 


by 37);     
7. Using the value in Step 6, determine the check character by again referring to Table 


45 (this time read the character from the value) — this is the modulo 37-2 checksum 
character (referred to as K throughout this Standard). 


 
Table 45 Mapping from Characters to ISO/IEC 7064 Check Values and Calculated Values to 


the Checksum Character [RT035] 
 


Character  0  1  2 3 4 5 6 7 8 9 A  B  C  


Value  0  1  2 3 4 5 6 7 8 9 10 11 12  


              


Character  D  E  F G H I  J K L M N  O  P  


Value  13 14 15 16 17 18 19 20 21 22 23 24 25  


              


Character  Q  R  S T U V W X Y Z *    


Value  26 27 28 29 30 31 32 33 34 35 36    
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Example of Calculation 
  
Donation number G1234 12 654321 
 


Position 
from right 


(n) 
2n (a)  Character 


ISO 7064 
value (step 1) 


(b)  


Weighted 
value (step 2) 


(a x b)  


13  8192  G  16  131072  


12  4096  1  1  4096  


11  2048  2  2  4096  


10  1024  3  3  3072  


9  512  4  4  2048  


8  256  1  1  256  


7  128  2  2  256 


6  64  6  6  384  


5  32  5  5  160  


4  16  4  4  64  


3  8  3  3  24  


2  4  2  2  8  


1  2  1  1  2  


Step 3  sum of weighted values  145538  


Step 4  modulo 37 (first MOD)  17  


Step 5  subtract from 38  21  


Step 6  modulo 37 (second MOD)  21  


ISO/IEC 37-2 checksum  21  


ISBT 128 check character (K)  L  
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A.2 Computer Programs for Calculating K Using ISO 
7064 


This is an informative section designed to assist programmers by giving two 
representative methods for the calculation of the Donation Identification Number ISO 
7064 modulo 37-2 check character. Both use the “Pure system recursive method” for 
calculation of the check character as documented in Section 7.1 of the ISO/IEC 7064 
specification: “Information technology—Security techniques—Check character systems.” 


 
Programmers must validate that their programs and algorithms comply with the 
normative ISO/IEC 7064 2003 specification and good programming practice. 
Programs to generate the check character should also contain sufficient error checking 
to verify that the first character of the input Donation Identification Number is either an 
uppercase A–Z, or a digit 1–9 and that all subsequent characters in the input Donation 
Identification Number are digits. 


 
The following PASCAL language function ISOmod37_2 calculates and/or validates the 
ISO 7064 Mod 37-2 pure check character: 


 
function ISOmod37_2(DonationInfo:string; K:integer) : char; 
(Calculate or validate ISO mode 37-2 pure check character} 
function ISOvalue(InputString:string; I:integer) : integer; 
begin {Convert ASCII character value to ISO 7064 value in range 0...36} 
case InputString[I] of 
'0' .. '9': ISOValue := (ord(InputString[I]) - 48); 
'A' .. 'Z': ISOValue := (ord(InputString[I]) - 55); 
'*': ISOValue := 36; 
end; 
end {function ISOvalue}; 
var 
J,Sum,CharValue,CheckValue : integer; 
const 
ISOCharTable : string[37] = '0123456789ABCDEFGHIJKLMNOPQRSTUVWXYZ*'; 
begin 
Sum := 0; 
for J:= 1 to K do 
begin 
CharValue := ISOvalue(DonationInfo,J); 
Sum := ((Sum + CharValue)*2) mod 37; 
end; 
{Check character value is defined to be congruent to 1 mod 37} 
CheckValue := (38 - Sum) mod 37; 
ISOmod37_2 := ISOCharTable[CheckValue + 1]; 
end {function ISOmod 37_2}; 
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The following ‘C’ language function CalculateMod37_2 also implements the “Pure 
system recursive method” documented in Section 7.1 of the ISO/IEC 7064: specification: 
 
int CalculateISO7064Mod37_2(char *inputString) 
{ 
int ch, sum, charValue, isDigit, isUpperAlpha; 
static char iso7064ValueToCharTable[] = 
"0123456789ABCDEFGHIJKLMNOPQRSTUVWXYZ*"; 
// Read the characters from left to right. 
for (sum = 0; ch = *inputString; inputString++) 
{ 
// Ignore invalid characters as per ISO 7064. 
isDigit = ((ch >= '0') && (ch <= '9')); 
isUpperAlpha = ((ch >= 'A') && (ch <= 'Z')); 
if (isDigit || isUpperAlpha) 
{ 
// Convert the character to its ISO 7064 value. 
if (isDigit) 
charValue = ch - '0'; 
else 
charValue = ch - 'A' + 10; 
// Add the character value to the accumulating sum, 
// multiply by two, and do an intermediate modulus to 
// prevent integer overflow. 
sum = ((sum + charValue) * 2) % 37; 
} 
} 
// Find the value, that when added to the result of the above 
// calculation, would result in a number who’s modulus 37 
// result is equal to 1. 
charValue = (38 - sum) % 37; 
// Convert the value to a character and return it. 
return (iso7064ValueToCharTable[charValue]); 
} 
 
 
ICCBBA thanks Dr Clive Hohberger, Vice President of Technology Development at 
Zebra Technologies Corporation, Vernon Hills, Illinois, USA, for providing the PASCAL 
function ISOmod37_2, and Mr. Harold Boe, Vice President of Software Development at 
Seagull Scientific Systems, Inc, Bellevue, Washington, USA, for providing the C-
language function CalculateISO7064Mod37_2. 
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Appendix B ISBT 128 Standard: 
Numbering of Versions of Documents 


and Databases 
 
A three (3)-digit system shall be employed to distinguish versions of the ISBT 128 Standard 
documents and databases.  
 
For documents: 
ISBT 128 Standard documents shall include a version control sheet  
 


 the third digit shall be increased by one whenever minor typographical errors are 
corrected or when language is clarified; 


 the second digit shall be increased by one and the third digit returns to 0 whenever 
discreet new entries are made (e.g., a new data structure is inserted) or typographical 
errors with operational significance are corrected;  


 the first digit shall indicate a major revision of the document. 
 
For databases: 
Databases shall have a version control sheet that shall be maintained on the ICCBBA Website. 
 
For Product Description Code database: 


 the third digit shall be increased by one if the only change to the database is an addition 
to the Product Description table or minor corrections (e.g., spelling) in existing codes;  


 the second digit shall be increased by one and the third digit returns to 0 if changes are 
made to the Class or Attribute tables;  


 the first digit shall tie the database to the controlling major revision of the ISBT 128 
Standard Technical Specification. 


 
For Special Testing database: 


 the third digit shall be increased by one if a typographical error is corrected; 
 the second digit shall be increased by one and the third returns to 0 each time new item 


is added; 
 the first digit shall tie the database to the controlling major revision of the ISBT 128 


Standard Technical Specification. 
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Appendix C Label Examples 
 
Note: A library of example labels from different countries is posted on the ICCBBA Website. 
Additional label examples may be found in:  
 


 ISBT 128 Standard Labeling of Blood Components 
 ISBT 128 Standard Labeling of Cellular Therapy Products 
 ISBT 128 Standard Labeling of Human Tissues 
 ISBT 128 Standard Labeling of Ocular Tissue 
 


Standardized labels for human milk, organs for transplant, and reproductive tissue have not yet 
been designed. 
 
 


Figure 13 Cellular Therapy Example Labels 
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Figure 14 Blood Product Example Labels 
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Figure 15 Human Tissue Labels 
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Figure 16 Ocular Tissue Labels 
 
 
 
 
 
 
 
 
  







ISBT 128 Standard Technical Specification Version 4.5.0 170 


   
© 2013 ICCBBA, All Rights Reserved  www.iccbba.org 


 
Figure 17 Example Base Label 


 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 


This example represents the minimum amount of ISBT 128 information that shall 
appear on the label. Manufacturers may include additional information such as: 
 
 icons 
 user friendly catalog numbers and lot numbers 
 the intended use of the bag in text (e.g., For Platelet Storage) 
 appropriate warnings (e.g., Not Suitable for Storage of Red Blood Cells or the 


number of days a platelet product can be stored within the container) 
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This example represents the minimum amount of ISBT 128 information that shall 
appear on the label. Manufacturers may include additional information such as: 
 
 icons 
 user friendly catalog numbers and lot numbers 
 the intended use of the bag in text (e.g., For Platelet Storage) 
 appropriate warnings (e.g., Not Suitable for Storage of Red Blood Cells or the 


number of days a platelet product can be stored within the container) 


Figure 18 Example Small Base 
Label
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Appendix D  Cross-Reference for Table 
Numbers 


 
Table 46 Cross-Reference for Table Numbers [RT036] 


 


Refe
renc


e 
Tabl


e 
Num
ber 


Table Number in ISBT 128 Standard Technical Specification 
or Website reference 


Name of 
Table in the 


ISBT 128 
Standard 
Technical 
Specificati


on  


(URL if the 
table is not 


found in 
the ISBT 


128 
Standard 
Technical 
Specificati


on) 


RT0
01 


Table 1 


 Code 128 
Subset B 
Characters 
Available for Use 
as ISBT 128 
Data Identifiers 
[RT001]  


RT0
02 


Table 39 


Keyboard Entry 
Check Character 
Requirements for 
ISBT 128 Data 
Structures 
Utilizing Code 
128 [RT002] 


RT003 Table 2 
 Index of Data 
Structures 
[RT003] 


RT004 Table 3 


 Data Structure 
001: Donation 
Identification 
Number Flag 
Digits, ff [RT004] 
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Refe
renc


e 
Tabl


e 
Num
ber 


Table Number in ISBT 128 Standard Technical Specification 
or Website reference 


Name of 
Table in the 


ISBT 128 
Standard 
Technical 
Specificati


on  


(URL if the 
table is not 


found in 
the ISBT 


128 
Standard 
Technical 
Specificati


on) 


RT005 Table 4 


 Data Structure 
002: Blood 
Groups [ABO 
and RhD], 
Including 
Optional Type of 
Donation or 
Collection 
Information 
[RT005] 


RT006 
 


Table 5 


 Data Structure 
002: Special 
Messages 
[RT006] 


RT007 


 


 


Table 6 


 Data Structure 
002: Rh, Kell, 
and Mia/Mur 
Phenotypes 
[RT007] 


RT008 Table 7 


 Data Structure 
003: Type of 
Donation or 
Collection in 6th 
Position of 
Product Code 
[RT008] 
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Refe
renc


e 
Tabl


e 
Num
ber 


Table Number in ISBT 128 Standard Technical Specification 
or Website reference 


Name of 
Table in the 


ISBT 128 
Standard 
Technical 
Specificati


on  


(URL if the 
table is not 


found in 
the ISBT 


128 
Standard 
Technical 
Specificati


on) 


RT009 
 


Table 9 


 Data Structure 
012: Special 
Testing: Red 
Blood Cell 
Antigens — 
General, 
Positions 1 
Through 9 
[RT009] 


RT010 


 


 


Table 10 


 Data Structure 
013: Special 
Testing: Red 
Blood Cell 
Antigens — 
Finnish, 
Positions 1 
Through 9 
[RT010] 


RT011 Table 12 


 Data Structure 
012: Special 
Testing: Red 
Blood Cell 
Antigens — 
General, 
Positions 17 and 
18: Erythrocyte 
Antigen 
Specified Has 
Been Tested for 
and Found 
Negative 
[RT011] 
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Refe
renc


e 
Tabl


e 
Num
ber 


Table Number in ISBT 128 Standard Technical Specification 
or Website reference 


Name of 
Table in the 


ISBT 128 
Standard 
Technical 
Specificati


on  


(URL if the 
table is not 


found in 
the ISBT 


128 
Standard 
Technical 
Specificati


on) 


RT012 Table 13 


 Data Structure 
013: Special 
Testing: Red 
Blood Cell 
Antigens — 
Finnish, 
Positions 17 and 
18: Erythrocyte 
Antigen 
Specified Has 
Been Tested for 
and Found 
Negative 
[RT012] 


RT013 Table 14 


 Data Structure 
014: Special 
Testing: Platelet 
HLA and 
Platelet-Specific 
Antigens, 
Positions 1 
Through 8 
[RT013] 


RT014 Table 15 


 Data Structure 
014: Special 
Testing: Platelet 
HLA and 
Platelet-Specific 
Antigens, 
Positions 9 
Through 16 
[RT014] 
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Refe
renc


e 
Tabl


e 
Num
ber 


Table Number in ISBT 128 Standard Technical Specification 
or Website reference 


Name of 
Table in the 


ISBT 128 
Standard 
Technical 
Specificati


on  


(URL if the 
table is not 


found in 
the ISBT 


128 
Standard 
Technical 
Specificati


on) 


RT015 
(Retired) 


Table 17 


 Data Structure 
015: Special 
Testing: HLA-A 
and –B Alleles, 
Position 17 
(CMV Antibody 
Status) [RT015] 


RT016 ICCBBA Website 


Data Structures 
0017 and 021  
W1  
Manufacturer ID 
Codes 


(http://www.iccbb
a.org/tech-
library/iccbba-
documents/datab
ases-and-
reference-
tables/reference-
tables) 


RT017 ICCBBA Website  


Data Structure 
023: W2 
Structured 
Compound 
Messages  


(http://www.iccbb
a.org/tech-
library/iccbba-
documents/datab
ases-and-
reference-
tables/reference-
tables)  
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Refe
renc


e 
Tabl


e 
Num
ber 


Table Number in ISBT 128 Standard Technical Specification 
or Website reference 


Name of 
Table in the 


ISBT 128 
Standard 
Technical 
Specificati


on  


(URL if the 
table is not 


found in 
the ISBT 


128 
Standard 
Technical 
Specificati


on) 


RT018 Table 18 


 Data Structures 
024 and 025: 
Patient Date of 
Birth and Patient 
Identification 
Number [RT018] 


RT019 Table 19 


 Data Structure 
027: Infectious 
Markers: 
Positions 1 
through 9 
[RT019] 


RT020 Table 34 


 Positioning Bar 
Codes on the 
Base Labels 
[RT020] 


RT021 Table 35 


 Positioning Bar 
Codes on 50 mm 
by 75 mm 
Containers 
[RT021] 


RT022 Table 36 


 Final Label 
Quadrants and 
Bar Codes 
[RT022]  


RT023 Table 37 


 Required 
Positioning of 
Bar Codes on 
Final Labels 
[RT023]  
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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 the Standard. 
 
This document is intended for the use of those implementing ISBT 128, regulatory agencies, and 
software developers and other manufacturers that support end-users. National Guidelines describing 
its use in a particular country may be an additional source of information for the end-user. If such 
Guidelines exist, they must be consulted because there are options in ISBT 128, and country-specific 
information pertaining to the particular use of such options will only be found in such Guidelines. 
 
Any use of this document, 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 is strictly forbidden. 
 


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 the ISBT 128 Standard other than that ICCBBA 
agrees to furnish registered and licensed end-users with the most up-to-date information available. 
Successful implementation of the ISBT 128 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 
ICCBBA's liability is limited to that specified in the ICCBBA License Agreement which is available on 
the ICCBBA Website. Under no circumstances shall ICCBBA's liability exceed the current 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. 
 
ICCBBA manages the ISBT 128 Standard. ICCBBA is not an accrediting organization and is not 
responsible for adherence to the standard, the selection of Product Codes, or product labeling by 
facilities registered for its use. 
 







Coding and Labeling of Medical Devices Using ISBT 128, v1.1.0 2 
 


© 2013 ICCBBA,  All rights reserved  www.iccbba.org 
 


 


Standards Committee 
 


John Armitage, Prof., BSc, PhD United Kingdom 


Paul Ashford, MSc. CEng. CSci.       ICCBBA 


Wayne Bolton, B.App.Sc., M.App.Sc  Australia 


Suzanne Butch, MA, MT(ASCP)SBB United States of America 


Pat Distler, MS, MT(ASCP)SBB ICCBBA 


Jørgen Georgsen, MD Denmark 


Suzy Grabowski, BA, BB(ASCP)SBB United States of America 


Mario Muon, MD Portugal 


Stefan Poniatowski, BSc, MIBMS Australia 


Leigh Sims Poston, BS, MT(ASCP) United States of America 


Ineke Slaper-Cortenbach, PhD The Netherlands 


Izabela Uhrynowska-Tyszkiewicz, MD, PhD Poland 


Ruth Warwick, MB ChB United Kingdom 


Diane Wilson, BSN, MSN/MHA United States of America 







Coding and Labeling of Medical Devices Using ISBT 128, v1.1.0 3 
 


© 2013 ICCBBA,  All rights reserved  www.iccbba.org 
 


Table of Contents 


1  Introduction ............................................................................................................................ 5 


1.1  Purpose .......................................................................................................................... 5 


1.2  Scope ............................................................................................................................. 5 


1.3  Intended Audience .......................................................................................................... 5 


1.4  Normative References .................................................................................................... 5 


1.5  Other References ........................................................................................................... 6 


1.6  Background .................................................................................................................... 6 


1.7  Changes in This Version ................................................................................................ 8 


2  Device Identifier ................................................................................................................... 11 


2.1  Processor Product Identification Code (PPIC) [Data Structure 034] ............................ 11 


3  Production Identifiers ........................................................................................................... 13 


3.1  Donation Identification Number [Data Structure 001] ................................................... 14 


3.2  Product Divisions [Data Structure 032] ......................................................................... 16 


3.3  Expiration Date [Data Structure 004] ............................................................................ 17 


3.4  Production Date [Data Structure 008] ........................................................................... 18 


3.5  MPHO Lot Number [Data Structure 035] ...................................................................... 19 


3.6  MPHO Supplemental Identification Number [Data Structure 036] ................................ 20 


3.7  Compound Messages ................................................................................................... 21 


3.7.1  Compound Message [Data Structure 023] ............................................................ 21 


3.7.2  Creating Compound Messages – Example ........................................................... 22 


3.7.3  Structured Compound Messages .......................................................................... 25 


4  Labeling ............................................................................................................................... 26 


4.1  Bar Code ...................................................................................................................... 26 


4.2  Text ............................................................................................................................... 26 


4.3  Position on Package ..................................................................................................... 28 


5  Product Description Codes (PDCs) ..................................................................................... 30 


5.1  Internationally Standardized PDCs ............................................................................... 30 


5.1.1  Terminology ........................................................................................................... 30 


5.1.2  Structure of Product Descriptions within the Database ......................................... 31 


5.1.3  PDC Database ...................................................................................................... 32 


5.1.4  Selecting PDCs ..................................................................................................... 37 


5.1.5  Requesting New PDCs .......................................................................................... 43 


6  Abbreviations ....................................................................................................................... 48 


7  Glossary ............................................................................................................................... 49 


 







Coding and Labeling of Medical Devices Using ISBT 128, v1.1.0 4 
 


© 2013 ICCBBA,  All rights reserved  www.iccbba.org 
 


Figures 
 
Figure 1  Data Structure 034 ....................................................................................................... 12 


Figure 2  Compound Message .................................................................................................... 24 


Figure 3  Label Example ............................................................................................................. 26 


Figure 4  Eye Readable Text for UDI .......................................................................................... 27 


Figure 5 Example Label – Device with HCT/P Component ........................................................ 28 


Figure 6  ASTM Format for Orthopedic Implants Used in Arthroplasty ....................................... 29 


Figure 7 Product Code Lookup Program – Search by Characteristics ....................................... 40 


Figure 8  Product Code Lookup Program – Search by Code ..................................................... 41 


Figure 9  On-Line Request Form ................................................................................................ 45 


Figure 10  Examples of Drop-Down Menus ................................................................................ 46 


Figure 11  Examples of Attribute Drop-Down Menus .................................................................. 47 


 


Tables 
 
Table 1  Production Identifiers .................................................................................................... 13 


Table 2  Excerpt from RT017 ...................................................................................................... 23 


Table 3  HCT/P Device Structured Compound Messages .......................................................... 25 


Table 4  Class Table ................................................................................................................... 33 


Table 5  Excerpt from Class Table .............................................................................................. 33 


Table 6  Attribute Table ............................................................................................................... 34 


Table 7  Excerpt from the Attribute Table ................................................................................... 34 


Table 8  Product Description Table ............................................................................................. 35 


Table 9  Excerpt from the Product Description Table ................................................................. 35 


Table 10  Version Table .............................................................................................................. 36 


Table 11  Example of Version Table ........................................................................................... 36 


Table 12  Example of Class Table .............................................................................................. 38 


Table 13  Example of Attribute Table .......................................................................................... 38 


Table 14  Example of Product Description Table ........................................................................ 39 


 


 
 
 
 







Coding and Labeling of Medical Devices Using ISBT 128, v1.1.0 5 
 


© 2013 ICCBBA,  All rights reserved  www.iccbba.org 
 


1 Introduction 


1.1 Purpose 


The purpose of this document is to provide requirements and guidance for the labeling of 
medical devices containing a human tissue or cellular component using the ISBT 128 
Standard.  


1.2 Scope 


This document is a supplement to the ISBT 128 Standard Technical Specification. It 
provides specific requirements and guidance for facilities labeling medical devices that 
contain human cells, tissues, or cellular or tissue-based products (HCT/P) that are 
regulated as medical devices.   
 
The document does not discuss the labeling of blood containers and some transfusion-
associated medical devices which already use ISBT 128 identifiers. 
 
The document addresses US regulations for medical device identification.  However, 
international harmonization in the labeling of these products is being discussed (see 
Proposed Draft International Medical Device Regulators Forum in 1.5).  When the results 
of these efforts are known, this document will be revised to address the global 
agreement. 


1.3 Intended Audience 


The intended audience of this document is the staff (management, information 
technology, quality, validation, and laboratory) in tissue banks or cellular therapy 
facilities that produce HCT/P products regulated as medical devices.  It is also intended 
for software developers and label vendors that provide products for these facilities. 


1.4 Normative References 


ISBT 128 Standard Technical Specification (ST-001) 
 
Code of Federal Regulations, UDI Device Identification System, 21 CFR Parts 16, 801, 
803, 806, 810, 814, 820, 821, 822, 830, 1271.3 
 
US, Section 201(h) of the Federal Food Drug & Cosmetic (FD&C) 


 
ISO/IEC 15415:2011(E), Information technology — Automatic identification and data 
capture techniques — Bar code symbol print quality test specification — Two-
dimensional symbols 
 
ISO/IEC 16022:2006(E), Information technology — International symbology specification 
— Data Matrix (and correction ISO/IEC 16022:2006/Cor 1:2008/Cor 2:2011) 
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1.5 Other References 


ICCBBA Website (www.iccbba.org)  
 
Implementation Guides: 
Use of Data Matrix Symbols with ISBT 128 (IG-014) 
Use of Product Divisions [Data Structure 032] (IG-023) 
Use of the Dimensions Data Structure [029] (IG-026) 
Use of the Processing Facility Information Code [Data Structure 033] (IG-031) 
Use of the Donation Identification Number [Data Structure 001] (IG-033) 
Use of the ISBT 128 Facility Identification Number (IG-034) 
 
ASTM F2943 - 13 Guide for Presentation of End User Labeling Information for 
Orthopedic Implants Used in Joint Arthroplasty. 
 
WG(PD2)/N7R2  UDI System for Medical Devices (Version 2.0), International Medical 
Device Regulators Forum, 10 April 2013  
http://www.imdrf.org/docs/imdrf/final/consultations/imdrf-cons-udi-130417.pdf 


1.6 Background 


In the US, human cellular and tissue products may be classified as biologics, drugs, 
advanced medicinal therapies, medical devices, or be placed in other regulatory 
categories.  This classification affects how the products are labeled. 
 
However, from a traceability standpoint, it is essential that cells and tissues, regardless 
of regulatory classification, be traceable from donor to recipient, and that all cells and 
tissues from a single donor can be readily cross-referenced to support effective recall.  
Effective biovigilance requires standardization of terminology and coding of products at a 
generic level. 
 
This document will discuss the coding and labeling of cellular and tissue products 
classified as medical devices in the US, specifically in relation to new Part 800 
regulations (referenced in Section 1.4).  These regulations describe a unique device 
identifier (UDI) that consists of a device identifier (DI) and a production identifier (PI). 
 
The DI includes static elements related to the device (a manufacturer identification code 
and a product code). The PI is dynamic information and may include one or more of the 
following:  distinct identification code required by 21 CFR 1271.3 for HCT/P, lot number, 
serial number, manufacturing date, and expiration date. 
 
ICCBBA has developed an ISBT 128 UDI that satisfies the regulations, and also carries 
the critical information required for biologics traceability and biovigilance.  Using ISBT 
128 identification for cells and tissues across all regulatory classifications ensures a 
harmonized approach to identification and a seamless traceability pathway. 
 
In particular, the ISBT 128 DI includes three elements:  a Facility Identification Number, 
a Facility-defined Product Code, and the ISBT 128 standardized Product Description 
Code.   
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The ISBT 128 PI requires a globally unique Donation Identification Number that satisfies 
the distinct identification code required by 21 CFR 1271.3 and the Product Divisions 
Code as a serial number.  Other PIs allowed by the FDA UDI regulations may also be 
included. 
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1.7 Changes in This Version 


The document was initially released as a Guidance Document of the same name with 
the tracking number IG-030.  The current version is a Standards document, tracking 
number ST-011. 
 


 


IG-030 


Chapter, 
Section, 
Table, or 


Figure 


ST-011 


Chapter, 
Section, 
Table, or 


Figure 


Change Rationale 


1.   Throughout Throughout 


Some text was reworded to 
indicate requirements (use 
of the term “shall” was 
introduced). 


This document is now a 
standards and guidance 
document rather than just 
a guidance document.   


2.   
1.1, 1.2, 2.1, 
3.1, 5 


 
Deleted references to coding 
for medical devices not 
classified as HCT/P 


ISBT 128 was designed 
for medical products of 
human origin.  A decision 
has been made not to 
extend ISBT 128 to 
implant and related 
products not of human 
origin. 


(ISBT 128 will continue to 
support labeling of 
containers and supplies 
utilizing Data Structures 
017, 018, 021 and 022.) 


3.   1.6 1.6 
Referred to distinct 
identification code required 
by 21 CFR 1271.3 


Required in the final rule 


4.   1.6 1.6 
Updated references to cite 
the final rule rather than the 
proposed regulations 


Final rule is now 
available. 


 


5.   1.7  Deleted Section 1.7.   


This section discussed 
assumptions and 
revisions that were made 
pending the final rule.  
The final rule is now 
available. 
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IG-030 


Chapter, 
Section, 
Table, or 


Figure 


ST-011 


Chapter, 
Section, 
Table, or 


Figure 


Change Rationale 


6.    1.7 
Added section for changes 
from previous version 


Allow users to quickly see 
what changes have been 
made between versions 


7.    2.1 
Added guidance on when 
the facility product code shall 
be used. 


Clarification 


8.    3 


 Changed the order of the 
sections. 


 Added distinct 
identification code 
required by 21 CFR 
1271.3 for HCT/P 


 Better flow 


 New element in Final 
Rule 


 


9.    3, Table 1 
Added data structure for lot 
number  


New data structure for lot 
number  


10.   3 


Indicated required 
production identifiers are 
DIN and Product Divisions.  
Other PIs are required in the 
UDI if they appear on the 
label.   


These PIs are required for 
ISBT 128 identification of 
HCT/Ps.  This is 
consistent with HCT/Ps 
regulated as biologics. 


11.  3.1 3.2 
Indicated that Product 
Divisions shall be used for 
serial number in UDI 


Consistency with how 
biologics with HCT/Ps are 
coded. 


12.   3.5 
Added MPHO Lot Number 
data structure  


New data structure 


13.   3.6 
Added MPHO Supplemental 
Identification Number data 
structure 


New data structure to 
provide the means to 
code a serial number 
other than Product 
Divisions 


14.  4  
Removed chapter on coding 
of devices with an HCT/P 
component 


This information is now 
covered in earlier 
chapters 
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IG-030 


Chapter, 
Section, 
Table, or 


Figure 


ST-011 


Chapter, 
Section, 
Table, or 


Figure 


Change Rationale 


15.  5  
Removed chapter on coding 
of devices without an HCT/P 
component 


ISBT 128 was designed 
for medical products of 
human origin.  A decision 
has been made not to 
extend ISBT 128 to 
implant and related 
products not of human 
origin. 


(ISBT 128 will continue to 
support labeling of 
containers and supplies 
utilizing Data Structures 
017, 018, 021 and 022.) 


16.   5 
Added a chapter on 
selection of standardized 
product description codes 


Users will need to select a 
standardized product 
description code to create 
the device identifier 


17.  7 0 
Added MPHO to the list of 
abbreviations used 


MPHO is an abbreviation 
used in the document. 


18.  Glossary Glossary 


For the definition of 
production identifier, added 
the distinct identification 
code required by § 
1271.290(c) 


Addition found in the final 
rule 
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2 Device Identifier 


Within ISBT 128, the Processor Product Identification Code [Data Structure 034] shall be used 
to encode the Device Identifier (UDI-DI).  In this data structure there is a facility identifier and 
two product codes:  a 6-character facility-defined product code and a 5-character standardized 
product description code. 


2.1 Processor Product Identification Code (PPIC) [Data 
Structure 034] 


 
Purpose:    Data Structure 034 shall identify the processing or labeling facility, a 


facility-defined product code, and a standardized product description 
code.   


 
Structure:    =/nnnnnppppppqqqqq  


 
 


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) 


qqqqq 5 alphanumeric {A–Z, 0-9} 


 
 


The 16-character data string nnnnnppppppqqqqq shall be encoded and interpreted as 
follows: 
 
nnnnn   shall specify the Facility Identification Number (FIN) of the facility 


that assigned the Product Description Code.  The FIN is issued 
by ICCBBA as the Issuing Agency for ISBT 128 identifiers 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).   
 


pppppp shall specify a Facility-defined Product Code (FPC) assigned by 
the processing or labeling facility indicating a catalog 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.  If the number is 
less than 6 characters, leading zeroes shall be used. 
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This code shall distinguish between two products that have the 
same standardized Product Description Code but require 
different DI's.  This may be because two product lines are slightly 
different or because a product changes in a way that requires a 
new DI but not a new Product Description Code. 
     


qqqqq shall specify the Product Description Code (PDC).  This code 
shall be encoded and interpreted by reference to the PDC 
database table published and maintained by ICCBBA in the 
password-protected area of the ICCBBA Website.  
 
See Chapter 5 for information on selection of a standardized 
PDC 
 
Note on traceability: For all HCT/P the combination of ISBT 128 
Donation Identification Number, PDC, and Product Divisions 
code shall create global uniqueness.  The FPC shall not be used 
as a complete or partial alternative to any of these data 
elements. 
 
 


 
Figure 1  Data Structure 034 
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3 Production Identifiers 


Production Identifiers (PI) specified in the UDI final rule may be one or more of the following:   
 
 Distinct identification code required by 21 CFR 1271.3 for HCT/P  
 Serial number 
 Expiration date   
 Manufacturing date 
 Lot number 


 
The data structures shown in Table 1 may be used for these identifiers. 
 


Table 1  Production Identifiers 


UDI Identifier ISBT 128 Data Structure [Data Structure Number] 
Distinct Identification Code Donation Identification Number [001] 
Serial Number Product Divisions [032] 
Expiration Date  Expiration Date [004] 
Manufacturing Date Production Date [008] 
Lot Number MPHO Lot Number [035] 
 
To provide traceability for an HCT/P, ISBT 128 requires that the PI shall include: 
 


 The Donation  Identification Number (DIN)  
 The Product Divisions Code used as a serial number to uniquely identify each product 


from a donation. If an additional identification number (e.g., supplemental serial number) 
exists, it may be encoded as part of the ISBT 128 data (not a PI) using Data Structure 
036, MPHO Supplemental Identification Number. 


 
Additionally, the following apply: 
 


 The expiration date, lot number, and manufacturing (production) date shall be included 
as part of the PI if they are used on the label. 
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3.1 Donation Identification Number [Data Structure 001] 


Note: This is the only data structure in which the second character of the data identifier 
shall be part of the data content. 


 
Purpose: Data Structure 001 shall specify a Donation Identification Number (DIN) 


that is a unique identification of a donation event [collection or recovery] 
or a product pool from anywhere in the world over a one hundred year 
period. 


 
Structure: =αppppyynnnnnnff 


 
 


Element 
 


Length Type 
 


 =  
 


1 data identifier, first character 


 
α 


 
1 


data identifier, second character alphanumeric {A–N; 
P–Z; 1–9} 


 
pppp 


 
4 


First two characters alphanumeric {A-N, P-Z, 0-9}; 
second two characters numeric {0–9}.  


 
Current usage is numeric for all four characters. 
Alpha characters may be introduced into positions 1 
and 2 in the future  
(e.g., if α = A and pppp = BC12, the αpppp will be 
ABC12) 


 
yy 


 
2 numeric {0–9} 


 
nnnnnn 


 
6 numeric {0–9} 


 
ff 


 
2 alphanumeric {0–9}, {A-H, J-N, P, R-Y} 


 
The fifteen (15)-character data content string, αppppyynnnnnnff, shall be encoded and 
interpreted as follows: 
 
αpppp  shall specify the Facility Identification Number (FIN) of the organization 


that assigned the DIN and shall be encoded and interpreted by reference 
to the ICCBBA Registered Facilities database published and maintained 
by ICCBBA in the password-protected area of the ICCBBA Website. 


 
yy  shall specify the last two digits of the year in which the donation was 


collected or recovered (or, in the case of a tissue processing facility 
assigning a DIN, this may be the year in which the first product from the 
donation event was processed) 


 
Notes: In practice, this is the “nominal” year. To cut down on wastage, DIN labels may 
be used for up to one month in the year before, and one month in the year after, the year 
shown on the label. 
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In the case of a tissue processing facility assigning a DIN, the DIN year code may be the 
year of the donation event OR the year in which the first product was processed. Usage 
shall be consistent within a facility. 
 
nnnnnn shall specify a sequence number indicating the particular collection, 


recovery, or product pool within the given year for the facility identified by 
the FIN 


 
 


ff   are “flag characters.”   


 


At the current time flag characters shall not be used for medical devices 
with an HCT/P element and the value of ff shall be set to 00.   
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3.2 Product Divisions [Data Structure 032] 


Purpose: Data Structure 032 shall convey information about divisions and shall 
serve as a serial number for HCT/Ps regulated as medical devices.   


 
Structure: =,dddddd 


 


Element Length Type 


= 1 Data identifier, first character 


, 1 Data identifier, second character 


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


 
 


The 6-character data string dddddd shall be encoded and interpreted as follows: 
 
dddddd shall specify the division code 


 
The division code allows for a high level of flexibility.   
 
For more information, see Use of Product Divisions [Data Structure 032]. 
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3.3 Expiration Date [Data Structure 004] 


Purpose: Data Structure 004 shall indicate the date at the end of which the item 
expires. 


 
Structure: =>cyyjjj 
  


Element 
 


Length Type 
 


 =  
 


1 data identifier, first character 
 


> 
 


1 data identifier, second character 
 


c 
 


1 numeric {0–9} 
 


yy 
 


2 numeric {0–9} 
 


jjj 
 


3 numeric { 0–9} 


 
The six (6)-character data content string, cyyjjj, is encoded and interpreted as follows: 
 
c  shall specify the century of the year in which the item expires 
 
yy shall specify the year within the century in which the item expires 
 
jjj shall specify the ordinal (Julian) date on which the item expires 
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3.4 Production Date [Data Structure 008] 


Purpose: Data Structure 008 shall indicate the date on which the product was 
produced. 


 
Structure: =}cyyjjj 
 


 
 
The six (6)-character data content string, cyyjjj shall be encoded and interpreted as 
follows: 
 
c shall specify the century of the year in which the product was produced 
 
yy shall specify the year within the century in which the product was 


produced 
 
jjj shall specify the ordinal (Julian) date on which the product was produced 


 
Element 


 
Length Type 


 
 =  


 
1 data identifier, first character 


 
} 


 
1 data identifier, second character 


 
c 


 
1 numeric {0–9} 


 
yy 


 
2 numeric {0–9} 


 
jjj 


 
3 numeric { 0–9} 
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3.5 MPHO Lot Number [Data Structure 035] 


 
Purpose: Data Structure 035 shall be used for the lot number of Medical Products 


of Human Origin 
 
Structure: &,1xxxxxxxxxxxxxxxxxx 


  
Element Length Type 


& 1 data identifier, first character 


, 1 data identifier, second character 
1 1 data identifier, third character  


xxxxxxxxxxxxxxxxxx 18 alphanumeric {A–Z; a–z; 0–9} 
 


 
The data content string shall be up to 18 characters and shall be encoded and 
interpreted as follows: 
 


xxxxxxxxxxxxxxxxxx Facility defined lot number  
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3.6 MPHO Supplemental Identification Number [Data Structure 
036] 


 
Purpose: Data Structure 036 shall be used for a supplemental identification number 


for MPHO  
 
Structure: &,2xxxxxxxxxxxxxxxxxx 


 
 
Element Length Type 


& 1 data identifier, first character 


, 1 data identifier, second character 


2 1 data identifier, third character 
 


xxxxxxxxxxxxxxxxxx 18 alphanumeric {A–Z; a–z; 0–9} 


 
 


The data content string shall be up to 18 characters and shall be encoded and 
interpreted as follows: 
 


xxxxxxxxxxxxxxxxxx Facility defined identification number  
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3.7 Compound Messages 


In order to convey the full UDI (device identifier and production identifier information), in 
a single bar code, a compound message is needed.  This data structure allows different 
data structures to be combined into a single message and may be used with high 
capacity delivery mechanisms such as 2-D bar codes and RFID tags. 


 


3.7.1 Compound Message [Data Structure 023] 


 
Purpose:  Data Structure 023 shall allow multiple data structures to be 


combined into a single data string to facilitate use of newer 
technology delivery systems. 


 
Structure: =+aabbb 


 
Element Length Type 
= 1 data identifier first character 
+ 1 data identifier second character 
aa 2 numeric {0-9} 
bbb 3 numeric {0-9} 


 
 


The five-character data content string aabbb shall be encoded and interpreted as 
follows: 
 
aa shall specify the number of ISBT 128 data structures that follow; 
 
bbb shall be either: 


 
 all zeros – indicating this is an undefined message, i.e. only the number of 


data structures is identified, but not what each one is  
 


 a three-digit number referencing an entry in an ICCBBA maintained table that 
defines the content of this structured compound message. (See Table W2, 
Structured Compound Messages described the ISBT 128 Standard Technical 
Specification.  The reference table is found on the ICCBBA Website.) 


 
 


Rules for constructing compound messages: 
 


1. A compound message shall comprise a string of ISBT 128 data structures 
(excluding nationally defined structures), beginning with the Compound 
Message [Data Structure 023] 
 


2. Data structures shall be combined with no intervening characters in the 
order shown on Table RT017 for the structured message selected, and 
each shall begin with its data identifier characters 
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3. The string shall only contain ISBT 128 data structures 
 


 
4. The number of data structures following the Compound Message Data 


Structure shall be indicated in element aa of the Compound Message 
Data Structure 


 
 


5. If an ICCBBA structured compound message format is used, the 
reference number of the structure shall be included in element bbb of the 
Compound Message Data Structure 


 
 


6. If the message is not defined, the Compound Message Data Structure 
shall have element bbb set to zeros, and element aa shall be set as 
specified in rule 4 


 
 


ICCBBA structured compound messages are defined in Table W2, Structured 
Compound Messages (described in the ISBT 128 Standard Technical 
Specification). Requests for additional entries should be submitted to the 
ICCBBA office (tech.director@iccbba.org).  
 
Unstructured messages should ONLY be used where there is not an appropriate 
structured message and there is good reason why a structured message should 
not be created. Unstructured messages should be used when a message 
structure is needed only temporarily (will only be used once or a few times). If 
there is any uncertainty whether a structured message should be created, the 
user should contact the ICCBBA office. 
 
Reading software should always verify the integrity of the data string, including 
checking that the correct number of data structures appears. Data should only be 
interpreted if the integrity of the entire data string has been confirmed. 
 


3.7.2 Creating Compound Messages – Example 


The Data Structures desired in a compound message are: 
 


 Processor Product Identification Code [034] 
 Product Divisions Number [032]  
 Donation Identification Number [001]  
 Expiration Date [004] 
  


Per Table W2, Data Structure 023 Structured Compound Messages [RT017], this 
is a standard compound message 035. 
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Table 2  Excerpt from RT017 


 


ID 
Number of Data 


Structures 
Data Structure 


Numbers 
Data Structures 


035 04 [034];[032];[001];[004]
Processor Product Identification Code;Product 
Divisions;Donation Identification Number;Expiration 
Date 


 
The message desired is: 


 
Data Structure Information to transfer Data Identifier and 


Code 
Processor Product 
Identification Code 
or PPIC (DI) 


Facility:  A9997 
Facility-defined product code: XYZ100 
Standardized Product Code: T0944 


=/A9997XYZ100T0944 


Product Divisions  12 =,000012 
Donation 
Identification 
Number  


A99991412345600 =A99991412345600 


Expiration Date 31 JAN 2016 =>016031 
 
 


A compound message with this data would be: 
 


Data Characters Meaning of Data Characters 
=+ Data identifier 
04 There are four data structures in the message 
035 This is standard message 035 from Table RT017 
=/A9997XYZ100T0944 Processor Product Identification Code is 


A9997XYZ100T0944 
=,000012 Product Division is 12 
=A99991412345600 Donation Identification Number for HCT/P product is 


A999914123456 
=>016031 Expiration date is 31 JAN 2016 


 
The data string would therefore be:   
 
=+04035=/A9997XYZ100T0944=,000012=A99991412345600=>016031 
 
 
The Data Matrix symbol would be:  


 
 
 


 
This symbol, created with an X dimension of 0.36 mm has a size of 
approximately 9 mm by 9 mm.
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Figure 2  Compound Message 
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3.7.3 Structured Compound Messages 


A full list of Structured Compound messages is found as Table W2 (RT017) on 
the ICCBBA Website.  Some messages specific for HCT/P devices are shown on 
Table 3.  Additional standard messages may be requested by contacting 
techdir@iccbba.org.  


 
 


Table 3  HCT/P Device Structured Compound Messages 


Structured 
Message 
Number 


Data Structures 


034 Processor Product Identification Code [034], Product Divisions [032], 
Donation Identification Number [001] 


035 Processor Product Identification Code [034], Product Divisions [032], 
Donation Identification Number [001], Expiration Date [004] 


036 Processor Product Identification Code [034], Product Divisions [032], 
Donation Identification Number [001], Production Date [008]  


037 Processor Product Identification Code [034],Product Divisions [032], 
Donation Identification Number  [001], Expiration Date [004]; 
Production Date [008] 
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4 Labeling 


4.1 Bar Code 


A Data Matrix (2-D) symbol may be used to convey the compound message on the 
product label.  Printing of the bar code should follow appropriate ISO standards (listed in 
Section 1.4) and the ISBT 128 Standard Technical Specification for specifications. 
 
Linear bar codes may be used if space on the label permits.  Because of the length of 
the bar codes, separate bar codes would be needed for the DI and the PI.  Separate bar 
codes may also be needed for the various data structures within the PI. 


4.2 Text 


Text for the various identifiers should be printed in both the UDI format and user-friendly 
format as shown in Figure 3.  While text formatted for UDI should include all characters, 
text in user-friendly format may omit leading zeroes. 
 
Characters to print in eye readable text:  Eye readable text corresponding to UDI 
information within the bar code should be printed on the product label.  The UDI 
information includes the data content and data identifiers for data structures comprising 
the DI and PI.  See   Figure 4. 
 
Characters NOT to print in eye readable text:  The characters corresponding to the 
compound message data identifier and message code.  See   Figure 4. 
 


Figure 3  Label Example 







Coding and Labeling of Medical Devices Using ISBT 128 v1.1.0 27 
 


© 2013 ICCBBA,  All rights reserved www.iccbba.org 
 


 
  Figure 4  Eye Readable Text for UDI  


Bar coded message: 
 


 
 
Eye readable text for the code above should be as shown below (and as shown in red above): 
 
= / A 9 9 9 7 X Y Z 1 0 0 T 0 9 4 4 = , 0 0 0 0 1 2 = A 9 9 9 9 1 4 1 2 3 4 5 6 0 0 = > 1 6 0 0 3 1  
 
It is acceptable to print the device identifier on a separate line from the production identifier: 
=/A9999XYZ112T7049 


=,000025=A99971312345600=>160031 
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4.3 Position on Package 


Positioning of the UDI on the label is not standardized at this time.   


Figure 5 Example Label – Device with HCT/P Component 
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ASTM guidance (see 1.5) exists for standardizing the presentation on the label of the 
information for orthopedic implants used in arthroplasty and includes the location the information 
should appear on the box.  This scheme, shown in Figure 6, could be adapted for other 
implants.  Facilities may want to take this information into consideration in label design. 


 
 


Figure 6  ASTM Format for Orthopedic Implants Used in Arthroplasty 


Zone A 


1) Company name/logo 
2) Material, including 


coatings 
3) Implant schematic 


Zone B 


1) Brand name 
2) Implant description 
3) Implant selection 


considerations 


Zone C 


1) Primary size 
2) Secondary 


size/features 
3) Body side 


Zone D 


1) Expiration date 
2) Part/reference number 
3) Lot/Batch code 
4) UDI/Bar code 
5) Quantity 
6) Sterilization method 
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5 Product Description Codes (PDCs) 


Standardized PDCs are used in the Processor Product Identification Code [Data Structure 034], 
which is the device identifier (DI). 


5.1 Internationally Standardized PDCs 


The last five characters of the Processor Product Identification Code provide a 
standardized description of the HCT/P product. Products are described through the use 
of Class and Attributes. Each of the characteristics that make up the product description 
is defined in the document:  Standard Terminology for Blood, Cellular Therapy, and 
Tissue Product Descriptions. 


 
In general, the descriptions included in the ISBT 128 database tables are intended for 
use in final product labeling. A “final product” is defined as a product appropriate for 
transfer from the recovery and/or processing facility inventory to some other inventory.  
However, with the use of the “For Further Processing” Attribute, facilities may optionally 
use ISBT 128 product codes internally from the time of the recovery of tissue or 
collection of a cellular therapy product. 
 
An outdate period is not defined in the description since each country determines the 
permissible period after collection, recovery, or further processing during which the 
product may be used. 
 
The PDC does contain information about manufacturing, but is not intended to be a 
complete record of all processing steps; that is, it is not a portable data file of the 
manufacturing process.  
 
Note:  Terminology used as examples in this section is for tissues.  Terminology that will 
apply to HCT/Ps regulated as medical devices has not yet been requested.  However, 
the same principles will apply to medical devices product description codes. 


5.1.1 Terminology 


The PDC uniquely defines an HCT/P product in terms of its characteristics.  All 
products have a Class and may have one or more Attributes. 


5.1.1.1 Class  


Class — a general description of products (such as Femoral Head, 
Ground Bone, Cortical Bone Ring)  
 


5.1.1.2 Attributes 


Attributes provide additional information about the HCT/P product.  
HCT/P thus may be further described through the addition of one 
Attribute variable from one or more Attribute groups.   
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Attributes are organized into groups of mutually exclusive terms.  Each 
group has a default value that applies if no attribute variables are 
selected. 


 
 


The document Standard Terminology for Blood, Cellular Therapy, and 
Tissue Product Descriptions provides complete descriptions of currently 
defined Classes and Attributes. 


5.1.2 Structure of Product Descriptions within the Database 


Once defined, product descriptions are placed into a reference table database.  
Each description is assigned a unique five-character product description code for 
electronic communication.  Although there is no structure to the five-character 
PDC, the description of the product within the database is rigidly structured.  
Each product is defined in the ICCBBA database minimally in terms of its Class. 
 
The Class and Attributes are separated in the product name by the “|” delimiter:  
CLASS|Attribute 


 
For example:  
 
 
 
 
Attributes may be used to further describe the product.  Only one variable from 
each Attribute group may be used.  Attributes are also separated by the “|” 
delimiter:  CLASS|Attribute|Attribute. 
 
For example:   
 
 
 
 
 
 
 


 
The order in which the Attributes appear in the description field of the database is 
the order in which they appear in the Attributes table of the database. 
 
The order in which text appears in the description field of the database does not 
specify the order in which Attributes will appear as label text.  Since this can be 
country-specific, national guidelines as to the placement of label text should be 
consulted. 


Product Description  Code Description 
T0138   ILIAC CREST|For further processing 


Product Description Code Description 
T0267 TENDON, TIBIALIS, ANTERIOR|Frozen|Left 
T0268 TENDON, TIBIALIS, POSTERIOR|Frozen|Left 
T0269 TENDON, TIBIALIS, POSTERIOR|Frozen|Left 
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5.1.3  PDC Database 


5.1.3.1 Structure of Database   


The PDC database consists of four tables: 
 


 Class  (Class and Modifier) 
 Attribute (Attribute groups and variables) 
 Product Description (product description codes and descriptions) 
 Version (version number) 


 
The tables are distributed as a Microsoft Access® database or as four 
comma-delimited text files that can be imported into the database 
program of choice.  The files may be found in the password protected 
area of the ICCBBA Website.  The Access file is called: 


 
Product Description Codes Database – Access 2000 


 
The text files are called: 


 
Text – Attribute  


Text – Class  
Text – Description  


Text – Version 
 
 


 
Note: The Product Description Codes Database table structures are currently under 
review and are likely to change in the future.  The proposal for change will be reviewed 
by the Technical Advisory Groups in the normal manner, and efforts will be made to 
minimize impact on users of these tables. 
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Table 4  Class Table 


 
 


Field  Field 
Type  


Field 
Size  


Description  


NAMECODE Text  3  Obsolete – Field is to be depopulated in the near 
future. 


MODIFIER  Text  35 Modifier relates to a set of conditions that 
distinguishes members of the same component 
Class, e.g., Washed, Frozen, etc. (Note:  Modifiers 
are being phased out for tissue products) 


CLASS  Text  36  The basic naming system adopted for products in 
ISBT 128 


NAME  Text  75  The unique name produced by combining the 
Modifier and the Class  


UNIQUE 
NAMECODE 


Text 4 Unique identifier for the Class/Modifier combination 


RETIREDATE Text 11 Date on which it was recommended that code no 
longer be used for new products.  Code is 
maintained in the database for backward 
compatibility.  Format is DD MMM YYYY.  The field 
is blank for current codes. 


 


Table 5  Excerpt from Class Table 


 
 


NAMECODE MODIFIER CLASS NAME 
UNIQUE 


NAMECODE 
RETIREDATE


NAMECODE MODIFIER CLASS NAME 
UNIQUE 


NAMECODE 
RETIREDATE


235  TENDON, TIBIALIS, 
ANTERIOR 


TENDON, TIBIALIS, 
ANTERIOR 


T235  


236  TENDON, TIBIALIS, 
POSTERIOR 


TENDON, TIBIALIS, 
POSTERIOR 


T236  


237  TIBIA TIBIA T237  
238  HUMERUS HUMERUS T238  
239  HUMERUS, DISTAL HUMERUS, DISTAL T239  
240  HUMERUS, PROXIMAL HUMERUS, PROXIMAL T240  
241  TENDON, PLANTARIS TENDON, PLANTARIS T241  
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Table 6  Attribute Table  


 
Field  Field 


Type  
Field Size Description  


ATTRGRP  Text  1  Identifier for Attribute group. 
Note:  This field does not provide unique 
identifiers and has been replaced with the 
UNIQUE ATTRFORM field.  


ATTRVAR  Text  2  Identifier for Attribute variable within a group. 
ATTRNAME  Text  50 Description of the Attribute group and 


variable (note:  the group description is in the 
row with a variable value of zero).  


ATTRFORM  Text  3  Obsolete – Field is depopulated  


UNIQUE 
ATTRFORM 


Text 4 Unique identifier for the Attribute value 
combining the product type, Attribute group, 
and variable. 


RETIREDATE Text 11 Date on which it was recommended that 
code no longer be used for new products.  
Code is maintained in the database for 
backward compatibility.  Format is DD MMM 
YYYY.  The field is blank for current codes. 


 
 
 


Table 7  Excerpt from the Attribute Table 


 


ATTRGRP ATTRVAR ATTRNAME ATTRFORM
UNIQUE 


ATTRFORM 
RETIREDATE


Q 0 Donor‐Intended Recipient 
Relationship 


 TQ0  


Q 1 Not Specified TQ1  
Q 2 Autologous TQ2  
Q 3 Allogeneic TQ3  
R 0 Meshed TR0  
R 1 Not Specified TR1  
R 2 Not meshed TR2  
R 3 Meshed 1:1 TR3  
R 4 Meshed 1:1:5 TR4  
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Table 8  Product Description Table 


 
Field  Field Type Field Size Description  


PRODDESCRIPCODE  Text  5  The unique product code for the product 
NAMECODE Text  3  Obsolete – Field will be depopulated in the near future.  


COMBATTRFORM Text  60  Obsolete – Field is depopulated. 
PRODDESCRIP0 Text  254  The description of the product in structured format 
CODEDATE  Text  11  The date the code was assigned.  Format is DD MMM YYYY. 
PRODDESCRIP1 Text  254 Field available for national descriptions, not populated by ICCBBA 
PRODCODEFORM Text 50 Obsolete – Field is depopulated.  
PRODDESCRIPCODEFORM Text 65 Unique formula for the product comprising the Class description 


(corresponds to UNIQUE NAMECODE in the Class Table) and the 
combined Attribute codes (corresponds to UNIQUE ATTRFORM in 
the Attribute Table) 


RETIREDATE Text 11 Date on which it was recommended that code no longer be used for 
new products.  Code is maintained in the database for backward 
compatibility.  Format is DD MMM YYYY.  The field is blank for current 
codes. 


 
Table 9  Excerpt from the Product Description Table 


 
PRODDE
SCRIPCO


DE 


NAME
CODE 


COMBAT
TRFORM 


PRODDESCRIP0 CODEDATE
PRODDE
SCRIP1


PRODCOD
EFORM 


PRODDESCRIPCODE
FORM 


RETIREDATE


T0267 235  TENDON, TIBIALIS, ANTERIOR|Frozen|Left 03 SEP 2012  T235TT2TV2


T0268 235  TENDON, TIBIALIS, ANTERIOR|Frozen|Right 03 SEP 2012  T235TT2TV3


T0269 236  TENDON, TIBIALIS, POSTERIOR|Frozen|Left 03 SEP 2012  T236TT2TV2


T0270 236  TENDON, TIBIALIS, POSTERIOR|Frozen|Right 03 SEP 2012  T236TT2TV3


T0271 253  Frozen HUMERUS, DISTAL|Left 03 SEP 2010  T253TV2


T0272 253  Frozen HUMERUS, DISTAL|Right 03 SEP 2010  T253TV3
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Table 10  Version Table 


 
Field Field 


Type 
Field Size Description 


Version 
Number 


Text 50 The version number of the product database 


Date Text 11 The date issued (DD MMM YYYY) 
 


Table 11  Example of Version Table  


 
Version Number Date


3.44.0 01 NOV 2010
 


5.1.3.2 Queries 


There are a number of queries that are available for the PDC database 
that can assist the user by focusing on only the information needed.  
For example, some of the Queries are: 


 
 Attribute (Blood Component) 
 Attribute (HPCs) 
 Attribute (Tissues) 
 Class (Blood Components) 
 Class (HPCs) 
 Class (Tissue) 
 Product Description (Blood Components Active and Retired) 
 Product Description (Blood Components Active) 
 Product Description (HPC Active and Retired) 
 Product Description (HPC Active) 
 Product Description (Tissues Active and Retired) 
 Product Description (Tissues Active) 


 
By utilizing the Product Description (Tissues Active), the user can filter 
out Blood, Cellular Therapy, and retired Tissue PDCs (see 5.1.4.1) and 
quickly view only those PDCs that are relevant. 
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5.1.4 Selecting PDCs 


5.1.4.1 “Retired” Codes 


Over time, codes may become inappropriate, redundant, or errors may 
be discovered.  As a result, a mechanism must exist to discontinue 
future use of these codes.  However, because products may exist in 
inventories across the world, the codes must be retained in the 
database for backward compatibility. 
 
To accomplish this goal, a column exists in the ICCBBA database to 
indicate such codes.  This “Retired Date” column indicates the date on 
which ICCBBA recommended the codes no longer be used for new 
products.  Software should be written to recognize these codes, but not 
assign them to newly created products.  It is understood that facilities 
must be given time to retire codes after ICCBBA has made its 
recommendation.   


5.1.4.2 Level of Detail 


Following national guidelines, facilities can determine the level of detail 
that must be encoded into an electronically readable format according 
to the needs of its customers.     
 
Note:  For even more detail about the dimensions of a product (volume, 
length, height, depth, etc.), another data structure, Dimensions Data 
Structure [029] may be used.  For more information on the use of this 
data structure, see the ISBT 128 Standard Technical Specification and 
Implementation Guide:  Use of the Dimensions Data Structure [029]. 


5.1.4.3 Using Formulas to Locate PDCs 


Searching for the correct product code can be simplified by the use of 
the formulas shown in the PRODDESCRIPCODEFORM column of the 
Product Description Table of the database. 
 
ISBT 128 product codes are created by stringing together Classes and 
Attributes.  Each Class and Attribute is given a code and the codes are 
strung together to create the formula. 


 
For example, Table 12 shows an example from the Class table.  The 
last column (UNIQUE NAMECODE) shows T321 for TENDON, 
ILIOTIBIALIS. 







Coding and Labeling of Medical Devices Using ISBT 128 v1.1.0 38 


© 2013 ICCBBA, All Rights Reserved www.iccbba.org 
 


 
Table 12  Example of Class Table 


 


NAMECODE MODIFIER CLASS NAME 
UNIQUE 


NAMECODE 
RETIREDATE


321  TENDON, ILIOTIBIALIS TENDON, ILIOTIBIALIS T321  
322  MENISCUS, MEDIAL, W 


TIBIA PLATEAU 
MENISCUS, MEDIAL, W 
TIBIA PLATEAU 


T322  


323  MENISCUS, LATERAL, W 
TIBIA PLATEAU 


MENISCUS, LATERAL, W 
TIBIA PLATEAU 


T323  


324  LIGAMENT, MEDIAL 
COLLATERAL BONE BLK 


LIGAMENT, MEDIAL 
COLLATERAL BONE BLK 


T324  


325  LIGAMENT, ANTERIOR 
CRUCIATE BONE BLK 


LIGAMENT, ANTERIOR 
CRUCIATE BONE BLK 


T325  


 
On the Attribute table are variable codes for the groups.  For example, in Table 13 TT2 is the 
code in the fifth column (UNIQUE ATTRFORM) for Frozen. 
 


Table 13  Example of Attribute Table 


ATTRGRP ATTRVAR ATTRNAME ATTRFORM UNIQUE ATTRFORM RETIREDATE 
T 0 Type of Preservation TT0


T 1 Not specified TT1


T 2 Frozen TT2


T 3 Cryopreserved TT3


T 4 Freeze dried TT4


T 5 Glycerol (high conc) TT5


T 6 Refrigerated TT6


 
 
 
If the product code being sought is for Tendon, Iliotibialis, that has been frozen, its formula is 
created by stringing together the codes without spaces:   
 
Freeze Dried Amniotic Membrane, Small = T321 
Irradiated = TT2. 
 
The PDC formula is thus T321TT2 (see the eighth column, PRODDESCRIPCODEFORM, in 
Table 14).   
 
The PDC is then found in the first column in Table 14 (PRODDESCRIPCODE).  For this 
product, the PDC is T0319.
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Table 14  Example of Product Description Table 


 
PRODDES
CRIPCODE 


NAME
CODE 


COMBAT
TRFORM 


PRODDESCRIP0 CODEDATE 
PRODDESC


RIP1 
PRODCODE


FORM 
PRODDESCRIPCODEF


ORM 
RETIREDATE


T0317 320  TENDON, FLEXOR DIGITORUM 
LONGUS|Frozen 


13 DEC 2011   T320TT2  


T0318 319  TENDON, PERONEUS LONGUS W BONE 
BLK|Frozen 


13 DEC 2011   T319TT2  


T0319 321  TENDON, ILIOTIBIALIS|Frozen 13 DEC 2011 T321TT2


T0320 322  MENISCUS, MEDIAL, W TIBIA 
PLATEAU|Frozen|Left 


13 DEC 2011   T322TT2TV2  


T0321 322  MENISCUS, MEDIAL, W TIBIA 
PLATEAU|Frozen|Right 


13 DEC 2011   T322TT2TV3  


 
 
This formula can be used in the Microsoft Access® database to search for the needed product code by typing the formula (T321TT2) 
into the search field. 
 
There are other columns in each database table (e.g., COMBATTRFORM in the above table) that have now become obsolete and 
are no longer populated. 
 
For convenience, users may find the databases for blood, cellular therapy, and tissues listed separately in the Queries section of the 
Product Code Description database.
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5.1.4.4 Using the Product Code Look-up Tool to Locate PDCs 


A tool that may be used to find product codes is available on the 
ICCBBA Website (under the Lookup Tools tab).  It is called: 
 


Find Product Information 
 


When the program is downloaded along with text files (Text – Attribute, 
Text – Class, Text – Product Description), PDCs may be identified by 
entering product characteristics into a table with dropdown menus.   


 
 


Figure 7 Product Code Lookup Program – Search by Characteristics 
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Exact Search 
 


By selecting the Exact Search button, a product exactly meeting the 
selected characteristics entered will display.  For example, if TENDON, 
PATELLAR W BONE BLK, freeze dried, with radiation sterilization is 
entered, the following product will display: 
 
T0075 TENDON, PATELLAR W BONE BLK|Freeze dried|Radiation 
sterilization 


 
Inclusive Search 


 
By selecting the Search Inclusive button, all products meeting the 
selected characteristics will display.  For example, if TENDON 
PATELLAR W BONE BBK is selected (with no Attributes), the following 
products will display: 
 
T0073 TENDON, PATELLAR W BONE BLK|Cryopreserved 
T0074 TENDON, PATELLAR W BONE BLK|Frozen|Combined process 
T0075 TENDON, PATELLAR W BONE BLK|Freeze dried|Radiation 


sterilization 
T0076 TENDON, PATELLAR W BONE BLK|Freeze dried|ETO 
T0139 TENDON, PATELLAR W BONE BLK|For further processing 
T0301 TENDON, PATELLAR W BONE BLK|Frozen 


 
Search by Product Description Code 


 
Alternatively, a PDC may be entered and the program will return the 
product description. 


 
Figure 8  Product Code Lookup Program – Search by Code 
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When using this program, retired product codes are noted at the end of 
the product description line.  For example: 
 
"T0011" = Frozen SKIN, LARGE|Pack|Radiation sterilization(Retired:18 
JUN 2012) 
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5.1.5 Requesting New PDCs  


 
An on-line form for requesting a new PDCs is available on the ICCBBA Website.  
See Figure 9. 
 
Codes that represent new combinations of existing Classes or Attributes will 
generally be added on the next database update.  The database is updated 
approximately 10 times each year. 
 
If a new Class, a new Attribute Group, or a new variable within an existing 
Attribute Group is included in the requested product description code, the request 
must be accompanied by appropriate definitions of the new characteristic.  
Requests for new characteristics will be reviewed by appropriate technical 
advisory groups to ensure international consensus with the terminology chosen.  
 
New PDCs must be compatible with the existing system.  If there is a question of 
compatibility, the request may be referred to the Standards Committee of 
ICCBBA. 
 
Updates to the PDCs will be regularly posted in the password protected section 
of the ICCBBA Website and made apparent by a change in the Version Number 
of the Product Code database.  Version control sheets describing the changes 
are published with each update. 


5.1.5.1 Completing the Request Form 


The form for requesting new codes is found on the ICCBBA Website.  It 
is found in the Subject Area tab, under Tissues or Cellular Therapy (as 
appropriate for the product being requested) and is called Request a 
Code.  One completed form is required for each new PDC requested. 
 
Minimally, the request must include a Class. 
 
Select one Class from the dropdown list. 
 
Select Attributes from each Attribute Group where a non-default value is 
required (only one per Attribute Group) from the dropdown lists.  
 
Click on “Submit to ICCBBA”. 
 
If a new Class, Attribute Group, or variable within an Attribute Group is 
needed, please contact the ICCBBA Technical Director 
(tech.director@iccbba.org).  A definition compatible with the format of 
those in the Standard Terminology for Blood, Cellular Therapy, and 
Tissue Product Descriptions must accompany such a request. 
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5.1.5.2 Submitting the Request 


Click on the “Submit to ICCBBA” button to submit the form to the 
appropriate individual at ICCBBA.  You will receive an automated 
acknowledgement of the submission.  Questions should be submitted to 
ICCBBA at tech.director@iccbba.org.  
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Figure 9  On-Line Request Form 
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Figure 10  Examples of Drop-Down Menus 


 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 


CLASS 
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Figure 11  Examples of Attribute Drop-Down Menus 


 
 
 


 
 


 


 
 
 


 


ADDITIONAL 
PROCESSING 


Donor-Intended 
Recipient Relationship


NOMINAL GRANULE SIZE 


Anatomical Position 


Meshed Storage Solution 
 


Processed to Reduce 
Cellular Components 


Type of Preservation 
 


Processing Status 


Unit of Issue Pathogen Reduction 
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6 Abbreviations 


 


ASTM Formerly known as American Society for Testing and 
Materials.  Now is called ASTM International. 


CFR Code of Federal Regulations 


DI Device Identifier 


DIN Donation Identification Number 


FDA US Food and Drug Administration 


FIN Facility Identification Number 


FPC Facility-Defined Product Code 


HCT/P Human cells, tissues, or cellular or tissue-based products 


IEC International Electrotechnical Commission 


ISO International Standards Organization 


MPHO Medical Products of Human Origin 


PDC Product Description Code 


PI Production Identifier 


PPIC Processor Product Identification Code 


UDI Unique Device Identifier 
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7 Glossary 


 


Data Content 


The characters in a data structure that encode the information for which 
the data structure is named. The data content does not include the data 
identifier. (The Donation Identification Number is an exception to this rule. 
See Section 3.1, page 14.) 


Data Identifier 


The first two or three characters in a data structure that identify the data 
structure. These will always be present when the data structure is used as 
a bar code, but may be omitted when the data structure is used in 
situations in which the data structure identity is unambiguously and 
explicitly defined. (The Donation Identification Number is an exception to 
this rule. The second character of the data identifier can never be dropped 
because it is also part of the data content.) 


Data Structure 


Information content comprising the data identifier and data content. When 
a data structure is represented as a bar code, the term data structure does 
not include the symbology-specific and always present start and stop 
codes, the symbology-specific check characters or any specified control 
characters.   


Device Identifier  
A mandatory fixed portion of a UDI that identifies the specific version or 
model of a device and the labeler of that device    (21 CFR 801.3) 


Medical Device 


An instrument, apparatus, implement, machine, contrivance, implant, in 
vitro reagent, or other similar or related article, including a component part, 
or accessory which is: 


 recognized in the official National Formulary, or the United States 
Pharmacopoeia, or any supplement to them,  


 intended for use in the diagnosis of disease or other conditions, or 
in the cure, mitigation, treatment, or prevention of disease, in man 
or other animals, or  


 intended to affect the structure or any function of the body of man 
or other animals, and which does not achieve its primary intended 
purposes through chemical action within or on the body of man or 
other animals and which is not dependent upon being metabolized 
for the achievement of any of its primary intended purposes. 


(Section 201(h) of the Federal Food Drug & Cosmetic Act) 


Ordinal Date 
A system for maintaining dates that numbers the first day of the year 
(January 1) as 1 and the last (December 31) as 365 or 366 (in a leap 
year). Also known as Julian Date. 
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Production 
Identifier  


A conditional, variable portion of a UDI that identifies one or more of the 
following when included on the label of the device: 


(i) The lot or batch within which a device was manufactured; 


(ii) The serial number of a specific device; 


(iii) The expiration date of a specific device; 


(iv) The date a specific device was manufactured. 


(v) For an HCT/P regulated as a device, the distinct identification code 
required by § 1271.290(c) (CFR 801.3) 


Unique Device 
Identifier  


An identifier that adequately identifies a device through its distribution and 
use by meeting the requirements of 21 CFR 830.20. A unique device 
identifier is composed of a device identifier and a production identifier (21 
CFR 801.3) 
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Warranty 
ICCBBA, Inc 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. 


Liability 
ICCBBA’s liability is limited to that specified in the ICCBBA, Inc. License Agreement which is available 
on the ICCBBA web site.  Under no circumstances shall ICCBBA’s liability exceed the current 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. 
 
ICCBBA manages the ISBT 128 Standard.  ICCBBA is not an accrediting organization and is not 
responsible for adherence to the standard, the selection of product codes, or product labeling by 
facilities registered for its use. 
 


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, Inc and to pay an annual license fee. License 
fees are established by the ICCBBA, Inc 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. 
 
Although it is made available to anyone wishing to obtain a copy, national “Guidelines” describing its 
use in a particular country may be an additional source of information for the end-user. If such 
“Guidelines” exist, they must be consulted because there are options in ISBT 128, and country-specific 
information pertaining to the particular use of such options will only be found in such “Guidelines.” 
 
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, Inc 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, Inc is strictly forbidden. 
 
There are no guarantees or warranties attached to this Standard other than that ICCBBA, Inc 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, Inc 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. 
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1 Introduction 
 


This document provides a standard terminology for describing transfusion and transplantation 
products.  It is designed to allow distinction between products where such is required on safety, 
clinical practice, or inventory management grounds.  Although primarily developed to ensure 
standard labeling of products, the terminology has a wider application in ensuring a common 
international understanding of specialized terms.  Other professional and accreditation bodies 
have adapted their terminology to be consistent with this document. All references to biologic 
materials in this document are of human origin unless specifically stated otherwise. 
 
The terminology is under constant review in order to keep pace with clinical developments, and 
this document is regularly updated. 
 
The underlying structure of the terminology is based on the concepts of Class, Modifiers, and 
Attributes: 
 
Classes are broad descriptions of products.  Examples are RED BLOOD CELLS; HPC, 
APHERESIS; SKIN, FULL WITH HYPODERMIS; and SOLVENT DETERGENT POOLED 
PLASMA. 
 
Modifiers are applied to Classes in order to provide the next step in the categorization of the 
product.  Examples are Washed, Thawed, and Deglycerolized. 
 
Attributes provide the means to uniquely define the product.  For Blood, Cellular Therapy, and 
Derivative products, there is a mandatory attribute group called Core Conditions which must be 
explicitly selected.  
 
Core Conditions convey three types of information:   


1. anticoagulant and/or additive,  
2. nominal collection volume, and  
3. storage temperature.   


 
There are also attribute groups which have a default value if not explicitly assigned.  These 
remaining attribute groups are the general categories used to describe detailed characteristics 
of products.  Within each attribute group there are a number of possible values, referred to as 
variables, of which only one can be selected.   For example, “intended use” is a group; “for 
transfusion” is a variable within that group.  Where a product does not have a variable assigned 
for a particular group, the default variable for that group will apply.  
 
The following sections describe the terminology for each of the families of products supported 
by ISBT 128: Blood Components, Tissues, Cellular Therapy, Ocular Tissues, Milk, Other 
Therapies, Reproductive Tissues, Derivatives, and Organs.  
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1.1 Use of the Terminology in ISBT 128 Product Codes 
 


The ISBT 128 Product Description Code Database, which is maintained and published 
by ICCBBA, uses product descriptions based on this terminology.  It is the responsibility 
of users of ISBT 128 product codes to check the definitions before using a code to 
ensure that their product is correctly described within this terminology. 
 
Where a list is specified as bounded then all the permitted values are shown. If a new 
value is required that is not in the list, then a request needs to be made by submitting an 
e-mail request to ICCBBA describing the new value required and providing a clear and 
concise definition. 
 
Unbounded lists, such as those for volume or temperature ranges, are those where 
example values are given but additional values may exist. 
 
The default value for each attribute group is the value taken if no attribute value is 
selected for that group. 
 
Where new characterizations of products become necessary, ICCBBA will assign new 
attribute groups. 
 
In some cases there will be additional information that may be of value to the 
administering clinician, but does not need to be encoded.  Such information can be 
included in eye-readable text on the label and/or in the accompanying documentation. 
 
The values presented in this document match the values held in the product database 
with a corresponding version number. Thus version 4.29 of this document corresponds 
with database versions 4.29.x. 
 
Each Product Description Code represents a unique combination of Class, Modifier (as 
applicable), and Attribute values (as applicable). The codes can therefore be used to 
map to the text descriptions required to describe the product in accordance with 
individual national requirements. 
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2 Blood Components 
2.1 Class  


2.1.1 Bounded List and Definitions 


Common Name ISBT 128 
Database Name Definition 


CRYOPRECIPITATE CRYOPRECIPITATE 
A product containing the major portion of 
Factor VIII and fibrinogen prepared from a 
unit of Fresh Frozen Plasma.  


FRESH FROZEN 
PLASMA 


FRESH FROZEN 
PLASMA 


Plasma that has been frozen by a process 
and to a temperature that will maintain the 
activity of labile protein fractions. Unless 
otherwise specified the product has been 
obtained from Whole Blood. 


GRANULOCYTES GRANULOCYTES 


A product in which the major cellular 
component is granulocytes; preparation 
includes a sedimenting agent. Unless 
otherwise specified the product has been 
obtained from Whole Blood. 


GRANULOCYTES-
PLATELETS 


GRANULOCYTES-
PLATELETS 


A product in which the major cellular 
components are granulocytes and platelets. 
Unless otherwise specified the product has 
been obtained from Whole Blood. 


LEUKOCYTES LEUKOCYTES 


A product in which the major cellular 
component is leukocytes. Unless otherwise 
specified the product has been obtained from 
Whole Blood. 


PLASMA PLASMA 
Plasma. Unless otherwise specified the 
product has been obtained from Whole Blood 
and frozen. 


PLATELET-RICH 
BUFFY-COAT 


PLATELET-RICH 
BUFFY-COAT 


Buffy-coat prepared by initial hard 
centrifugation of whole blood for later 
recovery of the platelets in a second, gentle 
centrifugation step. 


PLATELET-RICH 
PLASMA 


PLATELET-RICH 
PLASMA 


Plasma containing platelets removed from 
whole blood by a process designed to obtain 
maximum platelet recovery. 


PLATELETS PLATELETS 


A product that contains platelets as the major 
cellular component. Unless otherwise 
specified the product has been obtained from 
Whole Blood. 


POOLED 
CRYOPRECIPITATE 


POOLED 
CRYOPRECIPITATE 


A product prepared by combining two or more 
single units of Cryoprecipitate into one 
container.  
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Common Name ISBT 128 
Database Name Definition 


POOLED FRESH 
FROZEN PLASMA 


POOLED FRESH 
FROZEN PLASMA  


Pooled plasma that has been frozen by a 
process and to a temperature that will 
maintain the activity of labile protein fractions. 
Unless otherwise specified the product has 
been obtained from Whole Blood.  When this 
class is associated with psoralen treatment, 
the plasma may have been frozen and 
thawed prior to the psoralen treatment. 


POOLED 
GRANULOCYTES 


POOLED 
GRANULOCYTES 


A product prepared by combining two or more 
single units of Granulocytes into one 
container. 


POOLED PLASMA POOLED PLASMA A product prepared by combining two or more 
single units of Plasma into one container. 


POOLED 
PLATELET-RICH 
BUFFY-COAT 


POOLED 
PLATELET-RICH 
BUFFY-COAT 


A product prepared by combining two or more 
single units of Platelet-Rich Buffy-Coat into 
one container. 


POOLED 
PLATELETS 


POOLED 
PLATELETS 


A product prepared by combining two or more 
single units of Platelets into one container. 


POOLED SERUM POOLED SERUM A product prepared by combining two or more 
single units of Serum into one container. 


RED BLOOD CELLS RED BLOOD CELLS 


Blood from which most of the plasma has 
been removed. Unless otherwise specified 
the product has been obtained from Whole 
Blood. 


SERUM SERUM The liquid portion of blood following the 
completion of the clotting process. 


WHOLE BLOOD WHOLE BLOOD 
A unit of blood collected into an anticoagulant 
and not further processed unless otherwise 
specified. 
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2.2 Modifier   


2.2.1 Bounded List and Definitions 


Common Name ISBT 128 
Database Name Definition 


Apheresis Apheresis A blood collection process in which some part of the 
donation is returned to the donor. 


Deglycerolized 
Apheresis 


Deglycerolized 
Apheresis 


The removal of glycerol by washing from an apheresis 
product. 


Deglycerolized Deglycerolized The removal of glycerol by washing. 
Deglycerolized 
Rejuvenated 
Apheresis 


Deglycerolized 
Rejuvenated 
Apheresis 


An apheresis product in which the cells were 
rejuvenated (see below), glycerol added and then 
frozen, and subsequently thawed and deglycerolized. 


Deglycerolized 
Rejuvenated 


Deglycerolized 
Rejuvenated 


A product in which the cells were rejuvenated (see 
below), glycerol added and then frozen, and 
subsequently thawed and deglycerolized. 


Frozen 
Apheresis 


Frozen 
Apheresis 


An apheresis product maintained in the frozen state 
after preparation. 


Frozen Frozen A product maintained in the frozen state after 
preparation. 


Frozen 
Rejuvenated 
Apheresis 


Frozen 
Rejuvenated 
Apheresis 


An apheresis product in which the cells were 
rejuvenated (see below), glycerol added and then 
frozen. 


Frozen 
Rejuvenated 


Frozen 
Rejuvenated 


A product in which the cells were rejuvenated (see 
below), glycerol added and then frozen. 


Liquid Apheresis Liquid Apheresis An apheresis product that has been stored in the liquid 
state and has not been previously frozen. 


Liquid Liquid A product that has been stored in the liquid state and 
has not been previously frozen. 


Lyophilized Lyophilized 
Preservation in a freeze dried state achieved by 
freezing followed by sublimation of water under 
vacuum to very low residual moisture contents. 


Reconstituted Reconstituted Restoration of a lyophilized product by the addition of 
liquid. 


Rejuvenated 
Apheresis 


Rejuvenated 
Apheresis 


The treatment of apheresis Red Blood Cells by a 
method known to restore 2,3 DPG and ATP to normal 
levels or above. 


Rejuvenated Rejuvenated The treatment of Red Blood Cells by a method known 
to restore 2,3 DPG and ATP to normal levels or above. 


Thawed 
Apheresis 


Thawed 
Apheresis 


An apheresis product that is currently in the liquid state 
but has been previously frozen. 


Thawed Thawed A product that is currently in the liquid state but has 
been previously frozen. 


Washed 
Apheresis 


Washed 
Apheresis 


The treatment of an apheresis cellular product using a 
compatible solution to remove most of the plasma 
proteins. 


Washed Thawed Washed Thawed A product that has been thawed and subsequently 
washed to remove most of the plasma proteins. 
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Common Name ISBT 128 
Database Name Definition 


Washed Thawed 
Apheresis 


Washed Thawed 
Apheresis 


An apheresis product that has been thawed and 
subsequently washed to remove most of the plasma 
proteins. 


Washed Washed The treatment of a cellular product using a compatible 
solution to remove most of the plasma proteins. 


2.3 Attribute  


2.3.1 Core Conditions  


Core Conditions is the term used to describe three pieces of information:  
 
The anticoagulant/additive/cryoprotectant solution 
The nominal volume of the original collection excluding anticoagulant 
The temperature at which the product should be stored 
 
With the exception of platelet additive solutions, abbreviated names are used in 
accordance with standard naming conventions for anticoagulants/additives.  
For the formulations for many of the Red Cell preservative solutions see: Klein, 
HG and Anstee, DJ: Mollison’s Blood Transfusion in Clinical Medicine, 11th 
edition, Blackwell, 2005, pp 855 et seq. 
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Platelet additive solution (PAS) names and formulations are as described in the table below.  See Appendix A for an 
explanation on the use of platelet additive solutions terminology.   
 


Table of Platelet Additive Solutions 


 
Source:  Ringwald, J., Zimmerman, R., and Eckstein, R: The New Generation of Platelet Additive Solution for Storage at 22°C: 
Development and Current Experience, Transfusion Medicine Reviews, Vol 20, No 2 (April), 2006: pp 158-164. 
 


New 
Name 


Citrate Phosphate Acetate Magnesium Potassium Gluconate Glucose Alternative Names Previous ISBT 128 
Name 


PAS NS NS NS NS NS NS NS  Not named 


PAS-A X X   X   PAS (1) Not named 


PAS-B X  X     
PAS II, PAS-2, SSP, 


T-Sol 
PASII 


PAS-C X X X     PAS III, PAS-3, 
Intersol PASIII 


PAS-D X  X X X X  Composol PS 


PAS IIIMgK (note, 
Composol PS 


should not have 
been called 
PASIIIMgK) 


PAS-E X X X X X   PAS IIIM, SSP+ Not named 


PAS-F   X X X X  PlasmaLyte A, 
Isoplate Not named 


PAS-G X X X X X  X  Not named 
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While other ingredients may also be present, the classification is based on 
citrate, phosphate, acetate, magnesium, potassium, gluconate, and glucose.  
Other ingredients that differentiate platelet additive solutions may be added as 
additional products are developed.  Request for additional PASs should be 
submitted to the ICCBBA office. 
 
Specific temperatures are not always given in the description since differing 
specific temperature ranges must be adhered to within a given country. For 
example, refg (refrigerated) is used rather than a specific range, such as 1–4 C. 
When a specific temperature is given it is expressed in degrees Celsius. 
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2.3.1.1 Core Conditions lists and definitions 


First Position – bounded list 
 


Common Name ISBT 128 
Database Name Definition 


0.5 CPD 0.5 CPD CPD Half-strength 
ACD-A ACD-A  Acid Citrate Dextrose, Formula A 


ACD-A>AS1 ACD-A>AS1 Acid Citrate Dextrose, Formula A – Additive 
Solution 1 


ACD-A>AS3 ACD-A>AS3 Acid Citrate Dextrose, Formula A – Additive 
Solution 3 


ACD-A> PAS-C ACD-A> PAS-C Acid Citrate Dextrose, Formula A – Platelet Additive 
Solution C 


ACD-A> PAS-D ACD-A> PAS-D Acid Citrate Dextrose, Formula A – Platelet Additive 
Solution D 


ACD-A>SAGM ACD-A>SAGM Acid Citrate Dextrose, Formula A – Saline-Adenine-
Glucose-Mannitol 


ACD-A-HES ACD-A-HES Acid Citrate Dextrose, Formula A – Hydroxyethyl 
starch 


ACD-B ACD-B Acid Citrate Dextrose, Formula B 


ACD-B>MAP ACD-B>MAP Acid Citrate Dextrose, Formula B – Mannitol-
Adenine-Phosphate 


AS1 AS1 Additive Solution 1  
AS2 AS2 Additive Solution 2 
AS3 AS3 Additive Solution 3 
AS5 AS5 Additive Solution 5 
AS7 AS7 Additive Solution 7 
CP2D CP2D Citrate Phosphate Double Dextrose 


CP2D>AS3 CP2D>AS3 Citrate Phosphate Double Dextrose – Additive 
Solution 3 


CPD-50 CPD-50 Citrate Phosphate Dextrose 50 


CPD-50>SAGM CPD-50>SAGM Citrate Phosphate Dextrose 50 – Saline-Adenine-
Glucose-Mannitol 


CPD CPD Citrate Phosphate Dextrose 
CPD>AS1 CPD>AS1 Citrate Phosphate Dextrose – Additive Solution 1 
CPD>AS3 CPD>AS3 Citrate Phosphate Dextrose – Additive Solution 3 
CPD>AS5 CPD>AS5 Citrate Phosphate Dextrose – Additive Solution 5 
CPD>AS7 CPD>AS7 Citrate Phosphate Dextrose – Additive Solution 7 


CPD>PAS-C CPD>PAS-C Citrate Phosphate Dextrose – Platelet Additive 
Solution C 


CPD>PAS-D CPD>PAS-D Citrate Phosphate Dextrose – Platelet Additive 
Solution D 


CPD>SAGM CPD>SAGM Citrate Phosphate Dextrose – Saline-Adenine-
Glucose-Mannitol 


CPDA-1 CPDA-1 Citrate Phosphate Dextrose Adenine, Solution 1 
DMSO DMSO Dimethylsulfoxide 
17% Glycerol Gly17% Glycerol 17% 
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Common Name ISBT 128 
Database Name Definition 


35% Glycerol Gly35% Glycerol 35% 
40% Glycerol Gly40% Glycerol 40% 
Heparin Heparin Heparin 
MAP MAP Mannitol-Adenine-Phosphate 
NaCitrate  NaCitrate  Sodium Citrate solution 
NaCitrate-HES NaCitrate-HES Sodium Citrate solution – Hydroxyethyl starch 
NaCitrate-HES-
ACD-A 


NaCitrate-HES-
ACD-A  


Sodium Citrate solution – Hydroxyethyl starch –Acid 
Citrate Dextrose, Formula A 


None None no significant amount of anticoagulant or additive is 
present 


Not specified NS not specified 


PAGGS-M PAGGS-M Phosphate Adenine Guanosine Glucose Saline – 
Mannitol 


SAGM SAGM Saline-Adenine-Glucose-Mannitol 
 


Second Position – examples (this list is not bounded, other volumes may be defined) 
 


Common Name ISBT 128 
Database Name Definition 


250 milliliters 250mL The nominal volume of the original collection 
excluding anticoagulant is 250 milliliters. 


350 milliliters 350mL The nominal volume of the original collection 
excluding anticoagulant is 350 milliliters. 


450 milliliters 450mL The nominal volume of the original collection 
excluding anticoagulant is 450 milliliters. 


500 milliliters 500mL The nominal volume of the original collection 
excluding anticoagulant is 500 milliliters. 


XX XX 
“XX” specifies that the original collection volume is 
not encoded as part of the core conditions. Specific 
information may be given as additional label text. 


 
Third Position – examples (this list is not bounded, other temperature ranges may be 
defined) 


 
Common 


Name 
ISBT 128 


Database Name Definition 


< -80 C <-80C Less than -80 degrees Celsius. 
< -65 C <-65C Less than -65 degrees Celsius. 
< -30 C <-30C Less than -30 degrees Celsius. 
≤ -18 C <=-18C Less than or equal to -18 degrees Celsius. 


Refrigerated refg Refrigerated (between 1 to 10 degrees Celsius; 
narrower range may be nationally specified). 


20-24 C 20-24C Between 20 and 24 degrees Celsius; intended for 
the use in platelet products. 


Room 
temperature rt Ambient room temperature (a specific range may be 


nationally-specified). 
< 37 C <37C Less than 37 degrees Celsius. 
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2.3.2 Groups and Variables  


Any additional manipulation or change to the product from its “core” state is 
reflected by the addition of one or more attributes from the groups and 
variables detailed below. Such additional manipulations or changes are 
indicated by a different Product Description Code. 


2.3.2.1 Groups:  Bounded list and definitions 


Group Name Description 
Intended Use Describes the expected use of the product. 


System Integrity Describes the microbiological integrity of the collection/storage 
system. 


Irradiation Describes any exposure of the product to irradiation to prevent 
graft versus host disease. 


Residual Leukocyte 
Content Describes the target residual leukocyte content of the product. 


Altered Describes the adding of and/or removing from a product 
specified elements. 


Final Content Provides supplementary information on the volume of the final 
product. 


Preparation: Additional 
Information 


Provides supplementary information about the preparation of a 
product.  


Apheresis Container: 
Additional Information 


Provides additional information related to an apheresis 
procedure.  


Quarantine:  Additional 
Information 


Provides information related to the time a product is stored 
prior to retesting a second sample subsequently collected from 
the donor.  


 Dosage:  Additional 
Information 


Provides information related to the number of platelets in a 
platelet product OR the number of units in a pooled product.  
The number of units in the latter case does not include 
additional units that do not contribute to the therapeutic dose 
(e.g., a plasma unit added to dilute a pooled platelet product). 


Method of Treatment Provides information about a treatment method used to reduce 
the possibility of the transmission of disease. 


Hematocrit Specifies the packed cell volume of a Red Blood Cells product. 


Monitoring Provides information on the on-going assessment of the 
product. 


Donor Exposure: Additional 
Information 


Provides information related to the number of donors whose 
products are present in the final product. 


2.3.2.2 Variables – bounded lists and definitions  


2.3.2.2.1 Intended Use Group  


Common Name ISBT 128 
Database Name Definition 


Default Default:  
For transfusion  The product is intended for transfusion. 
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Common Name ISBT 128 
Database Name Definition 


For further 
manufacture into 
injectable 
product 


For mnf: injectable A product that is intended for injection into humans 
after further manufacturing (processing). 


For further 
manufacture into 
injectable 
product with 
restricted use 


 For mnf: 
injectable restr use 


A product that is intended for injection into humans 
after further manufacturing (processing).  The use of 
the product is further restricted by national regulation 
or guidelines. 


For further 
manufacture into 
noninjectable 
product 


For mnf: 
noninjectable 


A product that is intended for further manufacturing 
into a product that is not intended for injection into 
humans. 


For further 
manufacture into 
noninjectable 
product with 
restricted use 


For mnf: 
noninjectable restr 
use 


A product that is intended for further manufacturing 
into a product that is not intended for injection into 
humans.  The use of the product is further restricted 
by national regulation or guidelines. 


Not for 
transfusion or 
further 
manufacturing 


Not for tx or mnf 
A product that is not to be used for 
transfusion/transplantation or further manufacturing 
into products for human use. 


 
2.3.2.2.2 System Integrity Group  


Common Name ISBT 128 
Database Name Definition 


Default Default:  
Closed  


The product has been prepared in a closed system 
and the microbiological integrity of the system has 
not been compromised. 


Open system Open 
The system has been opened and the 
microbiological integrity may have been 
compromised. 


 
2.3.2.2.3 Irradiation Group  


 
 
 
 
 


Common Name ISBT 128 
Database Name Definition 


Default Default:  
Not irradiated  The product has not been exposed to irradiation. 


Irradiated Irradiated 


The product has been exposed to irradiation 
sufficient to prevent the proliferation of lymphocytes 
upon transfusion; the dose requirement is specified 
by each national regulatory organization. 
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2.3.2.2.4 Residual Leukocyte Content Group  


Common Name ISBT 128 
Database Name Definition 


Default 
Default:  
Leuk Cont not 
reduced  


The product has not been processed to yield a 
target residual leukocyte content. 


Residual Leukocyte 
Content Not 
Specified 


 ResLeu: NS 
A procedure has been used to reduce the 
leukocyte count of the product but the target 
count is not specified. 


Residual Leukocyte 
Content < 2x105 ResLeu: <2E5 The target residual leukocyte content is less than 


2x105 
Residual Leukocyte 
Content < 5x105 ResLeu: <5E5  The target residual leukocyte content is less than 


5x105 
Residual Leukocyte 
Content < 8.3x105 ResLeu: <8.3E5  The target residual leukocyte content is less than 


8.3x105 
Residual Leukocyte 
Content <1x106 ResLeu: <1E6  The target residual leukocyte content is less than 


1x106 
Residual Leukocyte 
count < 1x106 via 
whole blood filter 


ResLeu: 
<1E6,WB filtr 


The target residual leukocyte content of less than 
1x106 is achieved by filtration of the whole blood 
before separation of components. 


Residual Leukocyte 
count < 1x106 via 
Red Blood Cell filter 


ResLeu: 
<1E6,RBC filtr 


The target residual leukocyte content of less than 
1x106 is achieved by filtration of the red cells 
following separation from whole blood. 


Residual Leukocyte 
Content < 2.5x106 ResLeu:<2.5E6 The target residual leukocyte content is less than 


2.5x106 
Residual Leukocyte 
Content < 5x106 ResLeu: <5E6  The target residual leukocyte content is less than 


5x106 
Residual Leukocyte 
Content < 5x108 ResLeu: <5E8  The target residual leukocyte content is less than 


5x108 
Residual Leukocyte 
Content < 1.2x109 ResLeu: <1.2E9 The target residual leukocyte content is less than 


1.2x109 
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2.3.2.2.5 Altered Group  


Common Name ISBT 128 
Database Name Definition 


Default Default:  
Not altered  


The product has not been altered by the addition 
or removal of liquid or cells. 


Albumin added Albumin added  Albumin has been added to the blood product. 
Buffy coat 
removed Buffy coat removed A blood product from which the buffy coat has 


been removed. 
Complement 
inactivated 


Complement 
inactivated 


The product has been heat treated to inactivate 
complement. 


Cryoprecipitate 
reduced Cryo reduced 


The amount of cryoprecipitate in the blood 
product has been reduced from the original 
amount. 


Plasma added Plasma added  A blood product to which plasma has been 
added.  


Plasma reduced Plasma reduced A blood product from which a portion of the 
plasma has been removed. 


Plasma reduced 
and Albumin 
added 


Plasma 
reduced/Albumin 
added 


A blood product from which a portion of the 
plasma has been removed, and albumin has 
been added. 


Plasma reduced 
and Plasma added 


Plasma 
reduced/Plasma 
added 


A blood product from which most of the original 
plasma has been removed and, in a further step, 
a quantity of plasma has been added to the 
product. 


Plasma reduced 
and Saline added 


Plasma 
reduced/Saline 
added 


A blood product from which most of the original 
plasma has been removed and in a further step 
a quantity of saline has been added to the 
product. 


Platelets reduced Plts reduced The platelets have been reduced from the 
original amount. 


Platelets and 
Cryoprecipitate 
reduced 


Plts/Cryo reduced The platelets and cryoprecipitate have been 
reduced from the original amount. 


Red Blood Cells 
reduced by 
sedimentation 


RBC reduced by 
sedimentation 


A blood product from which most of the red cells 
have been removed following separation by a 
sedimentation process. 


Supernatant 
reduced Supernat reduced 


The supernatant additive/anticoagulant or other 
solution has been reduced from the original 
amount. 


Supernatant 
removed Supernat rem 


A blood product from which most of the 
supernatant additive/anticoagulant or other 
solution has been removed. 


Supernatant 
removed and 
albumin added 


Supernat rem/ 
Albumin added 


A blood product from which most of the 
supernatant additive/anticoagulant or other 
solution has been removed and, in a further 
step, albumin has been added.   
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Common Name ISBT 128 
Database Name Definition 


Supernatant 
removed and 
plasma added 


Supernat rem/ 
Plasma added 


A blood product from which most of the 
supernatant additive/anticoagulant or other 
solution has been removed and, in a further 
step, a quantity of plasma has been added to 
the product. 


Supernatant 
removed and 
quarantined 
plasma added 


Supernat rem/Q-
Plasma added 


A blood product from which most of the 
supernatant additive/anticoagulant or other 
solution has been removed and, in a further 
step, a quantity of quarantined plasma has been 
added to the product. 


Supernatant 
removed and 
solvent detergent 
plasma added 


Supernat rem/SD-
Plasma added 


A blood product from which most of the 
supernatant additive/anticoagulant or other 
solution has been removed and, in a further 
step, a quantity of solvent detergent plasma has 
been added to the product. 


 
2.3.2.2.6 Final Content Group 


Common Name ISBT 128 
Database Name Definition 


Default 
Default:  
Usual nominal 
volume 


The contents are consistent with the expected, 
usual volume. 


25 milliliters 25mL Approximately 25 milliliters; actual range of 
volume established by processing facility. 


50 milliliters 50mL Approximately 50 milliliters; actual range of 
volume established by processing facility. 


<  200 milliliters <200mL The volume of the blood product is less than 
200 milliliters. 


≥  200 milliliters 
and  
< 400 milliliters 


>=200mL<400mL 
The volume of the blood product is greater than 
or equal to 200 milliliters and is less than 400 
milliliters. 


≥  400 milliliters 
and  
< 600 milliliters 


>=400mL<600mL 
The volume of the blood product is greater than 
or equal to 400 milliliters and is less than 600 
milliliters. 


≥ 600 milliliters >=600mL The volume of the blood product is greater than 
or equal to 600 milliliters. 


Final Content not 
specified Fin Con:NS No information is provided regarding the final 


content. 


Low volume, 
anticoagulant 
volume adjusted 


LowVol: anticoag 
adjusted 


The volume of the product is less than the 
expected volume and the volume of the 
anticoagulant into which the original collection 
was made was adjusted to compensate.  


Low volume, 
anticoagulant 
volume not 
adjusted 


LowVol: anticoag not 
adj 


The volume of the product is less than the 
expected volume and the volume of the 
anticoagulant into which the original collection 
was made was not adjusted to compensate. 
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2.3.2.2.7 Preparation — Additional Information Group  


Common Name ISBT 128 
Database Name Definition 


Default 
Default:  
Prep: No additional 
info 


There is no additional information about the 
preparation of the product.  


Platelets prepared 
from buffy-coat Buffy coat plts prep The platelets were prepared from the buffy-coat 


following centrifugation. 


Frozen in  
≤ 2 hours Frozen <=2h 


The plasma was placed in the freezer within 2 
hours or less from the time it was collected in a 
system that assured complete freezing within 
one hour to a temperature of <= -30 Celsius. 


Frozen in 
≤ 6 hours Frozen <=6h 


The plasma was placed in the freezer within 6 
hours or less from the time it was collected in a 
system that assured complete freezing within 
one hour to a temperature of <= -30 Celsius. 


Frozen in 
≤ 8 hours Frozen <=8h 


The plasma was placed in the freezer within 8 
hours or less from the time it was collected in a 
system that assured complete freezing within 
one hour to a temperature of <= -30 Celsius. 


Frozen in 
≤ 15 hours Frozen <=15h The plasma was placed in the freezer within 15 


hours or less from the time of collection. 


Frozen in 
≤ 18 hours Frozen <=18h 


The plasma was placed in the freezer within 18 
hours or less from the time of collection in a 
system that assured complete freezing within 
one hour to a temperature of <= -30 Celsius. 


Frozen in 
≤ 24 hours Frozen <=24h The plasma was placed in the freezer within 24 


hours or less from the time of collection. 
Frozen in 
≤ 26 hours Frozen <=26h The plasma was placed in the freezer within 26 


hours or less from the time of collection. 
Frozen in 
> 24 hours Frozen >24h The plasma was placed in the freezer more than 


24 hours after the time of collection.  
Frozen in 
≤ 48 hours Frozen <=48h The plasma was placed in the freezer within 48 


hours or less from the time of collection. 
Frozen in 
≤ 72 hours Frozen <=72h The plasma was placed in the freezer within 72 


hours or less from the time of collection. 
Frozen in 
≤ 120 hours Frozen <=120h The plasma was placed in the freezer within 120 


hours or less from the time of collection. 
Granulocytes 
prepared using 
hydroxyethyl 
starch 


Granulocytes prep: 
HES 


Hydroxyethyl starch was used as the 
sedimenting agent in the laboratory preparation 
of the product. 


Held at room 
temperature and 
Refrigerated in ≤ 
24hr 


RT<=24h refg Held for up to 24 hours at room temperature 
prior to refrigeration. 
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Common Name ISBT 128 
Database Name Definition 


Held at room 
temperature and 
frozen in ≤24 
hours 


RT<=24h 
frozen<=24h 


Held for up to 24 hours at room temperature and 
subsequently placed in freezer within 24 hours 
from time of collection. 


 
2.3.2.2.8 Apheresis container— Additional Information Group  


Common Name ISBT 128 
Database Name Definition 


Default 
Default:  
Aphr:No additional 
info 


No additional information related to the 
apheresis procedure used or the number of 
containers harvested is given. 


1st container 1st container The first of two or more containers prepared 
during a single apheresis procedure. 


1st container:  not 
automated 1st container: not auto The first of two containers prepared from a 


single non-automated apheresis procedure. 


2nd container 2nd container The second of two or more containers prepared 
during a single apheresis procedure. 


2nd container: not 
automated 


2nd container: not 
auto 


The second of two containers 
prepared from a single non-automated 
apheresis procedure. 


3rd container 3rd container The third of three or more containers prepared 
during a single apheresis procedure. 


4th container 4th container The fourth of four or more containers prepared 
during a single apheresis procedure. 


5th container 5th container The fifth of five or more containers prepared 
during a single apheresis procedure. 


6th container 6th container The sixth of six or more containers prepared 
during a single apheresis procedure. 


7th container 7th container The seventh of seven or more containers 
prepared during a single apheresis procedure. 


8th container 8th container The eighth of eight or more containers prepared 
during a single apheresis procedure. 


Apheresis not 
automated Aphr not automated The apheresis procedure used was a manual 


method. 
 


2.3.2.2.9 Quarantine — Additional Information Group  


Common Name ISBT 128 
Database Name Definition 


Default 
Default:  
Quar: No additional 
info 


No information related to a quarantine period 
prior to release is given.  


Nationally defined Nationally defined 
The product was stored for a period (nationally 
determined), after which a new sample from the 
donor was retested. 
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Common Name ISBT 128 
Database Name Definition 


Quarantined: 
≥ 62days and 
retested 


Quar: 
>=62d/retested 


The product was stored for not less than 62 
days, after which a new sample from the donor 
was retested. 


Quarantined: 
≥ 90 days and 
retested 


Quar: 
>=90d/retested 


The product was stored for not less than 90 
days, after which a new sample from the donor 
was retested. 


Quarantined: 
≥ 112 days and 
retested 


Quar: 
>=112d/retested 


The product was stored for not less than 112 
days, after which a new sample from the donor 
was retested. 


Quarantined: 
≥ 4 months and 
retested 


Quar: >=4m/retested 
The product was stored for not less than 4 
months, after which a new sample from the 
donor was retested. 


Quarantined: 
≥ 6 months and 
retested 


Quar: >=6m/retested 
The product was stored for not less than 6 
months, after which a new sample from the 
donor was retested. 


 
2.3.2.2.10 Dosage — Additional Information Group  


Common 
Name 


ISBT 128 
Database Name Definition 


Default 
Default:  
Dosage:No 
additional info 


No information related to dosage is provided.  


Approximately 
120 x 109 
platelets 


Approx 120 E9 
plts 


The number of platelets. (Actual count or average 
expected yield from a standardized procedure.) 


Approximately 
150 x 109 
platelets 


Approx 150 E9 
plts 


The number of platelets. (Actual count or average 
expected yield from a standardized procedure.) 


Approximately 
180 x 109 
platelets 


Approx 180 E9 
plts 


The number of platelets. (Actual count or average 
expected yield from a standardized procedure.) 


Approximately 
240 x 109 
platelets 


Approx 240 E9 
plts 


The number of platelets. (Actual count or average 
expected yield from a standardized procedure.) 


Approximately 
300 x 109 
platelets 


Approx 300 E9 
plts 


The number of platelets. (Actual count or average 
expected yield from a standardized procedure.) 


Approximately 
360 x 109 
platelets 


Approx 360 E9 
plts 


The number of platelets. (Actual count or average 
expected yield from a standardized procedure.) 


Approximately 
420 x 109 
platelets 


Approx 420 E9 
plts 


The number of platelets. (Actual count or average 
expected yield from a standardized procedure.) 


Approximately 
480 x 109 
platelets 


Approx 480 E9 
plts 


The number of platelets. (Actual count or average 
expected yield from a standardized procedure.) 
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Common 
Name 


ISBT 128 
Database Name Definition 


Approximately 
540 x 109 
platelets 


Approx 540 E9 
plts 


The number of platelets. (Actual count or average 
expected yield from a standardized procedure.) 


< 3 x 1011 
platelets <3 E11 plts The number of platelets. (Actual count or average 


expected yield from a standardized procedure.) 
3.0 – 4.7 x 1011 
platelets 3.0-4.7 E11 plts The number of platelets. (Actual count or average 


expected yield from a standardized procedure.) 
4.8 – 5.9 x 1011 
platelets 4.8-5.9 E11 plts The number of platelets. (Actual count or average 


expected yield from a standardized procedure.) 
> 6.0 x 1011 
platelets >6.0 E11 plts The number of platelets. (Actual count or average 


expected yield from a standardized procedure.) 


2 units 2 units Pool prepared from 2 whole blood derived units or their 
apheresis equivalent.* 


3 units 3 units Pool prepared from 3 whole blood derived units or their 
apheresis equivalent.* 


4 units 4 units Pool prepared from 4 whole blood derived units or their 
apheresis equivalent.* 


5 units 5 units Pool prepared from 5 whole blood derived units or their 
apheresis equivalent.* 


6 units 6 units Pool prepared from 6 whole blood derived units or their 
apheresis equivalent.* 


7 units 7 units Pool prepared from 7 whole blood derived units or their 
apheresis equivalent.* 


8 units 8 units Pool prepared from 8 whole blood derived units or their 
apheresis equivalent.* 


9 units 9 units Pool prepared from 9 whole blood derived units or their 
apheresis equivalent.* 


10 units 10 units Pool prepared from 10 whole blood derived units or 
their apheresis equivalent.* 


Pediatric dose Pediatric dose 


A pediatric dose as defined by the issuing facility, which 
may be based on national guidelines.  Platelet count 
may be indicated on the label in text or in 
accompanying documentation. 


11 units 11 units  Pool prepared from 11 whole blood derived units or 
their apheresis equivalent.* 


12 units 12 units Pool prepared from 12 whole blood derived units or 
their apheresis equivalent.* 


 
* Prior to July 2012 this attribute was defined as ‘Pool prepared from donations from X donors.’  
This definition may have been interpreted differently by different facilities to mean number of 
donor units or the number of donor exposures. The definition was changed to remove 
ambiguity. 
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2.3.2.2.11 Method of Treatment Group  


Common 
Name 


ISBT 128 
Database Name Definition 


Default Default:  
No treatment No treatment method was used. 


Heat-treated Heat-treated 
The blood product has been subjected to a validated 
heat-treatment method known to reduce the risk of 
disease transmission. 


Methylene blue-
treated 


Methylene blue-
treated 


The blood product has been subjected to a validated 
methylene blue-treatment method known to reduce the 
risk of disease transmission. 


Psoralen-
treated Psoralen-treated 


The blood product has been subjected to a validated 
psoralen-treatment method known to reduce the risk of 
disease transmission. 


Riboflavin-
treated 


Riboflavin-
treated 


The blood product has been subjected to a validated 
riboflavin treatment process known to reduce the risk of 
disease transmission. 


Solvent 
detergent-
treated 


Solvent 
detergent-
treated 


The blood product has been subjected to a validated 
solvent detergent treatment process known to reduce 
the risk of disease transmission. 


  
2.3.2.2.12 Hematocrit Group  


Common 
Name 


ISBT 128 
Database Name Definition 


Default Default:  
Not specified The packed cell volume is not specified. 


40% - 50% 0.4-0.5 The packed cell volume of the product is between 40 
and 50 percent. 


50% - 60% 0.5-0.6 The packed cell volume of the product is between 50 
and 60 percent. 


50% - 70% 0.5-0.7 The packed cell volume of the product is between 50 
and 70 percent. 


55% - 75% 0.55-0.75 The packed cell volume of the product is between 55 
and 75 percent. 


> 70% >0.7 The packed cell volume of the product is greater than 
70 percent. 


70% - 80% 0.7-0.8 The packed cell volume of the product is between 70 
and 80 percent. 
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2.3.2.2.13 Monitoring 


Common 
Name 


ISBT 128 
Database Name Definition 


Default Default:   
Not specified No monitoring is specified. 


Bacterial 
monitoring Bacterial monitoring 


A product subjected to on-going bacterial monitoring 
meeting national specifications for extension of the 
expiry date. 


Bacterial 
test Bacterial test 


A one-time bacterial test performed at greater than or 
equal to 24 hours of incubation meeting national 
specifications for extension of expiry date. 


 
2.3.2.2.14 Donor Exposure — Additional Information Group 


Common 
Name 


ISBT 128 
Database Name Definition 


Default Default:  
No information No information is provided. 


From 
Multiple 
Donors 


From multiple 
donors, number not 
specified 


Pool prepared from products from multiple donors. The 
number of donors is not specified. Specific information 
may be given as additional label text. 


From 2 
donors From 2 donors Pool prepared from products from 2 donors. 


From 3 
donors From 3 donors Pool prepared from products from 3 donors. 


From 4 
donors From 4 donors Pool prepared from products from 4 donors. 


From 5 
donors From 5 donors Pool prepared from products from 5 donors. 
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3 Cellular Therapy  
 
Important Note:  The terms and definitions represented in this section were developed in 2012-
2013. Products labeled prior to the introduction of this terminology and coding system were 
defined using a different coding system. See Chapter 10 for definitions of these codes.  The 
document Implementation Guide, Revised Cellular Therapy Terminology (2013) provides 
information about the transition from previously used codes and definitions to those currently 
used. 


3.1 Class  
Class names are in the format type of cells, comma, source of cells. 


3.1.1 Subcategories of Classes 


Cellular therapy products are divided into two class name subcategories. 
 


Subcategory 1: 
At collection the product code will describe the composition of the cell therapy 
products.  It can be HPC, NC, or MNC.  These products can be collected for 
direct infusion without further manipulation.  HPCs may be further manipulated, 
but would retain the class name HPC if they are used as a source of 
hematopoietic progenitor cells.   If these products undergo modification such as 
cryopreservation and thawing, the class will not change but the modification is 
added into the product description as an attribute. 
 
Subcategory 2:  
After enumeration or manufacture/processing of the collected products, the 
product may be identified by the target cell population. These class names are 
based on desired cell population thought to present in the product.  


 







 
Standard Terminology for Blood, Cellular Therapy, and Tissue Product Descriptions v4.29 27 


© ICCBBA 2013 All rights reserved www.iccbba.org 


3.1.2 Bounded Lists and Definitions 


Common Name ISBT 128 
Database Name Definition 


Subcategory 1  


CONCURRENT PLASMA, 
APHERESIS 


CONCURRENT PLASMA, 
APHERESIS 


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


HPC, APHERESIS HPC, APHERESIS 
A cell product containing 
hematopoietic progenitor cells 
obtained by apheresis. 


HPC, CORD BLOOD HPC, CORD BLOOD 
A cell product containing 
hematopoietic progenitor cells 
obtained from cord blood. 


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


HPC, WHOLE BLOOD HPC, WHOLE BLOOD 
A cell product containing 
hematopoietic progenitor cells 
obtained from whole blood. 


MNC, APHERESIS MNC, APHERESIS 
A cell product containing 
mononuclear cells obtained by 
apheresis. 


MNC, UMBILICAL CORD 
TISSUE 


MNC, UMBILICAL CORD 
TISSUE 


A cell product containing 
mononuclear cells derived from 
umbilical cord tissue. 


NC, CORD BLOOD NC, CORD BLOOD 
A cell product containing 
nucleated cells obtained from cord 
blood. 


NC, MARROW NC, MARROW 
A cell product containing 
nucleated cells obtained from 
bone marrow.   


NC, MENSTRUAL BLOOD NC, MENSTRUAL BLOOD 
A cell product containing 
nucleated cells obtained from 
menstrual blood. 


NC, SYNOVIAL FLUID NC, SYNOVIAL FLUID 
A cell product containing 
nucleated cells obtained from 
synovial fluid. 


NC, WHOLE BLOOD NC, WHOLE BLOOD 
A cell product containing 
nucleated cells obtained from 
whole blood.  


Subcategory 2 


CHONDROCYTES, 
CARTILAGE  


CHONDROCYTES, 
CARTILAGE  


A cell product containing 
chondrocytes obtained from 
cartilage. 


DC, APHERESIS DC, APHERESIS A cell product containing dendritic 
cells obtained by apheresis.   
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Common Name ISBT 128 
Database Name Definition 


DC, CORD BLOOD DC, CORD BLOOD A cell product containing dendritic 
cells obtained from cord blood.   


DC, MARROW DC, MARROW A cell product containing dendritic 
cells obtained from bone marrow.   


DC, WHOLE BLOOD DC, WHOLE BLOOD A cell product containing dendritic 
cells obtained from whole blood.   


FIBROBLASTS, SKIN FIBROBLASTS, SKIN A cell product containing 
fibroblasts obtained from skin. 


INVESTIGATIONAL 
PRODUCT 


INVESTIGATIONAL 
PRODUCT 


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


KERATINOCYTES, SKIN KERATINOCYTES, SKIN A cell product containing 
keratinocytes obtained from skin. 


MALIGNANT CELLS, 
APHERESIS 


MALIGNANT CELLS, 
APHERESIS 


A cell product containing 
malignant cells obtained by 
apheresis. 


MALIGNANT CELLS, 
MARROW 


MALIGNANT CELLS, 
MARROW 


A cell product containing 
malignant cells obtained from 
marrow. 


MALIGNANT CELLS, 
TUMOR 


MALIGNANT CELLS, 
TUMOR 


A cell product containing 
malignant cells obtained from 
tumor. 


MALIGNANT CELLS, 
WHOLE BLOOD 


MALIGNANT CELLS, 
WHOLE BLOOD 


A cell product containing 
malignant cells obtained from 
whole blood. 


MSC, ADIPOSE TISSUE MSC, ADIPOSE TISSUE 
A cell product containing 
mesenchymal stromal cells 
derived from adipose tissue 


MSC, CORD BLOOD MSC, CORD BLOOD 
A cell product containing 
mesenchymal stromal cells 
derived from cord blood. 


MSC, DENTAL PULP MSC, DENTAL PULP 
A cell product containing 
mesenchymal stromal cells 
derived from dental pulp. 


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


MSC, WHARTON’S JELLY MSC, WHARTON’S JELLY 
A cell product containing 
mesenchymal stromal cells 
derived from Wharton’s jelly. 
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Common Name ISBT 128 
Database Name Definition 


NC, ADIPOSE TISSUE NC, ADIPOSE TISSUE 
A cell product containing 
nucleated cells obtained from 
adipose tissue. 


NK CELLS, APHERESIS NK CELLS, APHERESIS A cell product containing natural 
killer cells obtained by apheresis. 


NK CELLS, CORD BLOOD NK CELLS, CORD BLOOD 
A cell product containing natural 
killer cells obtained from cord 
blood. 


NK CELLS, MARROW NK CELLS, MARROW 
A cell product containing natural 
killer cells obtained from bone 
marrow. 


NK CELLS, WHOLE 
BLOOD 


NK CELLS, WHOLE 
BLOOD 


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


PANCREATIC ISLETS PANCREATIC ISLETS 
 
Isolated pancreatic islets. 
 


PANCREATIC ISLET 
RINSE SOLUTION 


PANCREATIC ISLET 
RINSE SOLUTION 


Solution used to flush lines and 
containers during Pancreatic Islet 
processing.  May contain 
Islets/cells.  Solution will always 
accompany a concurrently 
prepared Pancreatic Islet product. 
 


T CELLS, APHERESIS T CELLS, APHERESIS A cell product containing T cells 
obtained by apheresis.   


T CELLS, CORD BLOOD T CELLS, CORD BLOOD A cell product containing T cells 
obtained from cord blood.   


T CELLS, MARROW T CELLS, MARROW A cell product containing T cells 
obtained from bone marrow.   


T CELLS, TUMOR T CELLS, TUMOR A cell product containing T cells 
obtained from a tumor. 


T CELLS, WHOLE BLOOD T CELLS, WHOLE BLOOD A cell product containing T cells 
obtained from whole blood.   
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3.1.3 Abbreviations 


Abbreviations are sometimes needed in documents (published papers, SOPs, 
etc.).  The following abbreviations may be used for this purpose.  In some 
countries, regulations may permit the use of abbreviations on partial labels 
when space does not permit the use of a full name.  Users should consult 
national regulations for further information.  If abbreviations are used on the 
label, the accompanying documentation must include the full name of the 
product. 
 
No spaces should be present before the parentheses in these abbreviations.  
This will prevent separation of “HPC” from the parenthetical information when 
the abbreviation appears at the end of a printed line. 
 
 


 Class Name Abbreviation 


1 DC, APHERESIS DC(A) 


2 DC, CORD BLOOD DC(CB) 


3 DC, MARROW DC(M) 


4 DC, WHOLE BLOOD DC(WB) 


5 HPC, APHERESIS HPC(A) 


6 HPC, CORD BLOOD HPC(CB) 


7 HPC, MARROW HPC(M) 


8 HPC, WHOLE BLOOD HPC(WB) 


9 INVESTIGATIONAL 
PRODUCT INV PROD 


10 MALIGNANT CELLS, 
APHERESIS MALIG(A) 


11 MALIGNANT CELLS, 
MARROW MALIG(M) 


12 MALIGNANT CELLS, 
TUMOR MALIG(TM) 
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 Class Name Abbreviation 


13 MALIGNANT CELLS, 
WHOLE BLOOD MALIG(WB) 


14 MNC, APHERESIS MNC(A) 


15 MSC, ADIPOSE TISSUE MSC(AT) 


16 MSC, CORD BLOOD MSC(CB) 


17 MSC, DENTAL PULP MSC(DP) 


18 MSC, MARROW MSC(M) 


19 MSC, WHARTON’S 
JELLY MSC(WJ) 


20 NC, ADIPOSE TISSUE NC(AT) 


21 NC, CORD BLOOD NC(CB) 


22 NC, MARROW NC(M) 


23 NC, MENSTRUAL 
BLOOD NC(MB) 


24 NC, WHOLE BLOOD NC(WB) 


25 NK CELLS, APHERESIS NK(A) 


26 NK CELLS, CORD 
BLOOD NK(CB) 


27 NK CELLS, MARROW NK(M) 


28 NK CELLS, WHOLE 
BLOOD NK(WB) 


29 T CELLS, APHERESIS T CELLS(A) 


30 T CELLS, CORD BLOOD T CELLS(CB) 


31 T CELLS, MARROW T CELLS(M) 


32 T CELLS, TUMOR T CELLS(TM) 
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  Class Name Abbreviation 


33 T CELLS, WHOLE 
BLOOD T CELLS(WB) 
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3.2 Attributes 


3.2.1 Core Conditions  


Core Conditions is the term used to describe three pieces of information:  
 
(1) The anticoagulant or additive solution 
“None” specifies that no significant amount of anticoagulant or additive is 
present. 
 
“NS” indicates that the anticoagulant and/or additive are not specified. 
 
(2) The nominal volume of the original product excluding anticoagulant 
“XX” specifies that the volume is variable and not provided as part of the core 
conditions of the product description. Other volume information may be given 
as additional label text. 
 
(3) The temperature at which the product should be stored. 
Specific temperatures are not always given in the description since differing 
specific temperature ranges must be adhered to within a given country. For 
example, refg (refrigerated) is used rather than a specific range, such as 1–4 C. 
When a specific temperature is given it is expressed in degrees Celsius. 


3.2.1.1 Core Conditions—Lists and Definitions 


First Position (anticoagulant/additive) – Bounded List 


 
Second Position (volume) – This list is not bounded, other volumes may be defined 


 
Common 


Name 
ISBT 128 


Database Name Definition 


XX XX Volume not specified in coding. 
 


Common 
Name 


ISBT 128 
Database Name Definition 


Citrate and 
Heparin Citrate + Heparin Combined use of citrate and heparin at any 


concentration in the anticoagulant medium. 


Citrate Citrate Any anticoagulant containing citrate used as the sole 
method of anticoagulation. 


Heparin Heparin Heparin used at any concentration as the sole method 
of anticoagulation. 


None None No anticoagulant. 
NS  NS  Anticoagulant not specified in coding. 
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Third Position (storage temperature) – This list is not bounded, other temperature ranges 
may be defined 
 


3.2.2 Groups and Variables 


Any additional manipulation or change to the product from its “core” state is 
reflected by the addition of one or more attributes from the groups and 
variables detailed below. Such additional manipulations or changes are 
indicated by a different Product Description Code. 


Common 
Name 


ISBT 128 
Database Name Definition 


Refrigerated refg Refrigerated (between 1 – 10 Celsius; narrower range 
may be nationally specified). 


Room 
Temperature rt Ambient room temperature (range may be nationally 


specified). 
10-20C 10-20C Between 10 and 20 degrees Celsius. 
≤ -18 C <=-18C Less than or equal to -18 Celsius. 
≤ -80 C <=-80C Less than or equal to -80 Celsius. 
≤ -120 C <=-120C Less than or equal to -120 Celsius. 
≤ -150 C <=-150C Less than or equal to -150 Celsius. 
Liquid Nitrogen N2 liquid Completely immersed in the liquid phase of nitrogen. 
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3.2.2.1 Groups:  Bounded Lists and Definitions 


Group Name Description 
Intended Use Describes the expected use of the product.  


Manipulation Describes processing applied to a product other than to enrich or 
reduce a cell population. 


Preparation — 
Cryoprotectant Active cryoprotectant in the product. 


Preparation – Blood 
Component from Third 
Party Donor 


Describes blood products from other donors used during 
processing, such as albumin, Fresh Frozen Plasma, AB serum, 
Red Blood Cells. 


Preparation – Other 
Additives 


Describes additives introduced other than as part of the 
anticoagulant solution at the time of collection. 


Genetically Modified Cells which have been modified by the insertion of exogenous 
genetic material. 


Irradiation Indicates whether or not the product has been irradiated. 


Modification Processing that changes the cellular milieu and maintains the 
integrity of the target cell population. 


Mobilization Indicates whether or not an agent was administered to the 
donor/patient to increase the yield of target cells collected. 


Pooled Single Donor 
Indicates whether or not the product is a combination of multiple 
collections of the same product type from the same donor or 
aliquots of the same collection. 


Cultured 
Indicates whether or not cells have been maintained ex vivo to 
activate, expand, or promote development of a specified cell 
population in the presence of specified additives. 


Enrichment Provides information on processing to enrich cell population 


Reduction Provides information on processing to reduce cell population or 
plasma 


 


3.2.2.2 Variables:  Bounded Lists and Definitions Tables 


3.2.2.2.1 Intended Use Group 


Common 
Name 


ISBT 128 
Database Name Definition 


Default For 
administration  


For patient use:  The product is intended for 
administration to patients. 


For further 
processing 


For further 
processing 


For further processing into a product that may be 
administered; not intended for direct administration. 


Not for 
administration Not for admin Not for patient use; a product that is not intended for use 


in patient treatment. 
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3.2.2.2.2 Manipulation Group 


Common 
Name 


ISBT 128 
Database Name Definition 


Default Not specified No information about processing is specified in this 
Attribute group. 


Electroporated Electroporated 
The use of an electric field to increase the permeability 
of the cell plasma membrane to introduce some 
substances (such as mRNA, drugs, etc.). 


Filtered Filtered Product after passage through a non-leukocyte reducing 
filter. 


Lysed Lysed The use of a process to disrupt the cell membranes 
(such as freezing cells without cryoprotectant, etc.). 


Pulsed Pulsed 
The loading of antigens (such as peptides, tumor 
antigens, etc.) on dendritic cells to increase the 
specificity of the immunotherapy. 


PUV treated PUV treated Cells treated with psoralen/ultra violet light. 
 


3.2.2.2.3 Cryoprotectant Group 


 


Common 
Name 


ISBT 128 
Database Name Definition 


Default No  
cryoprotectant  No cryoprotectant has been added. 


5% DMSO 5% DMSO The concentration of the final product contains 5% 
dimethylsulfoxide by volume as the cryoprotective agent. 


7.5% DMSO 7.5% DMSO The concentration of the final product contains 7.5% 
dimethylsulfoxide by volume as the cryoprotective agent. 


10% DMSO 10% DMSO The concentration of the final product contains 10% 
dimethylsulfoxide by volume as the cryoprotective agent. 


6% HES + 
5% DMSO 


6% HES + 5% 
DMSO 


The concentration of the final product contains 5% 
dimethylsulfoxide by volume and 6% hydroxyethyl starch 
as the cryoprotective agents. 


DMSO not 
specified NS DMSO 


The dimethylsulfoxide concentration of the final product is 
not specified in the coding.  Additional information 
concerning the approximate amount of dimethylsulfoxide 
present will appear as text on the affixed, attached, or 
accompanying labeling. 


NS HES + 
5% DMSO 


NS HES + 5% 
DMSO 


The concentration of the final product contains 5% 
dimethylsulfoxide by volume and hydroxyethyl starch 
(concentration not specified) as the cryoprotective agents. 
Concentration of hydroxyethyl starch may be specified in 
text on the affixed, attached, or accompanying label. 


NS HES + 
10% DMSO 


NS HES + 10% 
DMSO 


The concentration of the final product contains 10% 
dimethylsulfoxide by volume and hydroxyethyl starch 
(concentration not specified) as the cryoprotective agents. 
Concentration of hydroxyethyl starch may be specified in 
text on the affixed, attached, or accompanying label. 
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3.2.2.2.4 Blood Component from Third Party Donor Group* 


Common 
Name 


ISBT 128 
Database Name Definition 


Default 3rd Party 
Comp:No Default. No third party blood component added. 


3rd party 
component 
present 


3rd Party 
Comp:Yes 


Third party blood component added. See accompanying 
paperwork. 


 
3.2.2.2.5 Preparation:  Other Additives Group* 


Common 
Name 


ISBT 128 
Database Name Definition 


Default Other 
Additives:No 


Default.   No additives other than as part of the 
anticoagulant solution at the time of collection. 


Concurrent 
Plasma 


Concurrent 
Plasma 


Concurrently collected plasma has been added after 
collection to reduce cell concentration for transit, storage, 
processing, or cryopreservation. 


Concurrent 
plasma + 
other 


Concurrent 
plasma + other 


Concurrently collected plasma has been added after 
collection to reduce cell concentration for transit, storage, 
processing, or cryopreservation. Other additives are also 
present (see accompanying documentation). 


Other 
additives 
present 


Other 
Additives:Yes Other additives. See accompanying paperwork. 


Other 
Additives 
including 
animal source 


Other 
Additives:Yes incl 
animal src 


Other additives present including animal source material.  
See accompanying paperwork. 


 
3.2.2.2.6 Genetically Modified Group* 


 
* Note: The default values of the groups Blood Component from Third Party Donor, Other 
Additives, and Genetically Modified have changed from those originally published.  When 
initially published, “Not Specified” was the default value.  The default value has been changed to 
that shown above to reflect the most common condition (that which would be expected unless 
otherwise noted). 


Common 
Name 


ISBT 128 
Database Name Definition 


Default Genetically 
Modified:No Default. Not genetically modified. 


Genetically 
modified 


Genetically 
Modified:Yes 


Genetically modified by the insertion of exogenous 
genetic material. See accompanying paperwork. 
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3.2.2.2.7 Irradiation Group 


 
3.2.2.2.8 Modification Group 


Common 
Name 


ISBT 128 
Database Name Definition 


Default Not specified Modifications are not specified in the coding.  


Cryopreserved Cryopreserved Applies to cells in the frozen state after the addition of 
cryoprotectant(s). 


Thawed Thawed Applies to cryopreserved cells that have been thawed 
without washing prior to final issue for administration. 


Thawed 
Washed Thawed Washed 


Applies to cryopreserved cells that have been thawed 
and subsequently washed to remove cryoprotectant or 
other solution(s). 


Washed Washed 
Applies to cells from a non-cryopreserved product that 
have been washed to reduce the amount of plasma, 
anticoagulant, and/or other solution(s). 


 
3.2.2.2.9 Mobilization Group 


Common 
Name 


ISBT 128 
Database Name Definition 


Default Not specified Mobilization is not specified in the coding. 


Mobilized Mobilized 
Applies to cells that have been obtained from a donor 
treated with an agent to increase the concentration of 
the target cell population(s)  


Non-mobilized Non-mobilized 
Applies to cells that have been obtained from a donor 
not treated with an agent to increase the concentration 
of the target cell population(s). 


 
3.2.2.2.10 Pooled Single Donor Group 


 
 


Common 
Name 


ISBT 128 
Database Name Definition 


Default Irradiation:No Product was not irradiated. 


Irradiation:Yes Irradiation:Yes Product was irradiated. 


Common 
Name 


ISBT 128 
Database Name Definition 


Default Not specified Information about product pooling is not specified in the 
coding. 


Pooled Single 
Donor: Yes 


Pooled Single 
Donor: Yes 


Product is a combination of multiple collections of the 
same product type from the same donor or aliquots 
from the same collection. 
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3.2.2.2.11 Cultured Group 


Common 
Name 


ISBT 128 
Database Name Definition 


Default Cultured:No Product was not cultured. 


Cultured:Yes Cultured:Yes 
Cells that have been maintained ex vivo to activate, 
expand, or promote development of a specified cell 
population in the presence of specified additive(s). 


 
3.2.2.2.12 Manipulation, Enrichment Group 


Common 
Name 


ISBT 128 
Database Name Definition 


Default Not specified No information about cell enrichment is specified in the 
coding. 


Buffy coat 
enriched 


Buffy coat 
enriched 


Cells remaining after reduction of mature erythrocytes 
and plasma. 


CD4 enriched CD4 enriched Product in which the CD4 cells have been enriched. 
CD34 enriched CD34 enriched Product in which the CD34 cells have been enriched. 
CD56 enriched CD56 enriched Product in which the CD56 cells have been enriched. 
CD133 
enriched CD133 enriched Product in which the CD133 cells have been enriched. 


CTL enriched CTL enriched Product in which the cytotoxic T lymphocytes have 
been enriched. 


Monocyte 
enriched 


Monocyte 
enriched Product in which the monocytes have been enriched. 


Mononuclear 
cell enriched 


Mononuclear cell 
enriched 


Product in which the mononuclear cells have been 
enriched. 


T Reg 
enriched T Reg enriched Product in which the T regulatory lymphocytes have 


been enriched. 


TIL enriched TIL enriched 
A product in which autologous tumor infiltrating 
lymphocytes (TIL) have been enriched from the 
patient’s tumor and cultured. 


 
3.2.2.2.13 Manipulation, Reduction Group 


Common 
Name 


ISBT 128 
Database Name Definition 


Default Not specified No information about cell or plasma reduction is 
specified in the coding. 


αβ T cell 
reduced 


Alpha Beta T cell 
reduced 


The cells remaining after the Alpha Beta T cells have 
been reduced. 


αβ T/B cell 
reduced 


Alpha Beta  T+B 
cell reduced 


The cells remaining after the Alpha Beta T cells and B 
cells have been reduced. 


B cell reduced B cell reduced The cells remaining after B cells have been reduced. 
CD8 reduced CD8 reduced The cells remaining after CD8 cells have been reduced. 
Plasma 
reduced Plasma reduced The cells remaining after a portion of the plasma has 


been depleted by sedimentation or centrifugation. 


RBC reduced RBC reduced The cells remaining after reduction of mature 
erythrocytes. 
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Common 
Name 


ISBT 128 
Database Name Definition 


T cell reduced T cell reduced The cells remaining after T cells have been reduced. 
T/B cell 
reduced T+B cell reduced The cells remaining after T cells and B cells have been 


reduced. 
Tumor cells 
reduced 


Tumor cells 
reduced Cells remaining after tumor cells have been reduced. 







 
Standard Terminology for Blood, Cellular Therapy, and Tissue Product Descriptions v4.29 41 


© ICCBBA 2013 All rights reserved www.iccbba.org 


 


4 Tissues 
4.1 Class  


4.1.1 Cardio/Vascular Bounded List and Definitions  


Common Name ISBT 128 
Database Name Definition 


ABDOMINAL 
BIFURCATION 


ABDOMINAL 
BIFURCATION 


The lower section of the abdominal aorta and up to 
5cm of each iliac artery. 


AORTIC ARCH AORTIC ARCH 
A section of the aorta, including branches of the 
brachiocephalic, left common carotid and left 
subclavian arteries. 


AORTIC NON-
VALVED 
CONDUIT 


AORTIC NON-
VALVED 
CONDUIT 


A section of aortic conduit, not containing a valve. 


AORTIC PATCH AORTIC PATCH A piece of the aorta. 


BLOOD VESSEL BLOOD VESSEL A tube in the body carrying blood to (vein) or from 
(artery) the heart. 


COMMON ILIAC 
ARTERY 


COMMON ILIAC 
ARTERY 


An artery between the aortic bifurcation and inguinal 
ligament. 


FEMORAL 
ARTERY 


FEMORAL 
ARTERY 


An artery between the inguinal ligament and 
trifurcation of artery at the popliteal area. 


HEART HEART Whole heart or block from the heart including the 
aortic and/or pulmonary valves (start product). 


PERICARDIAL 
PATCH 


PERICARDIAL 
PATCH 


Pericardium, cut into a piece – surface area indicated 
on the packaging. 


PERICARDIUM PERICARDIUM Conical membranous sac that normally surrounds the 
heart. 


PULMONARY 
PATCH 


PULMONARY 
PATCH A section of the pulmonary trunk. 


SAPHENOUS 
VEIN 


SAPHENOUS 
VEIN A segment of a saphenous vein. 


SUPERFICIAL 
FEMORAL 
ARTERY 


SUPERFICIAL 
FEMORAL 
ARTERY 


A section of the femoral artery from the 
bifurcation of the common femoral artery with the 
profunda femoris artery to the popliteral artery. 


THORACIC 
AORTA 


THORACIC 
AORTA 


A section of the aorta from the second sternocostal 
articulation to the forth thoracic vertebra, including 
branches of the brachiocephalic, left common carotid 
and left subclavian arteries. 


VALVE, AORTIC VALVE, AORTIC An aortic cardiac valve, comprising the valve leaflets 
with a specified annular diameter. 


VALVE, MITRAL VALVE, MITRAL A mitral cardiac valve, comprising the valve leaflets 
with a specified annular diameter. 
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Common Name ISBT 128 
Database Name Definition 


VALVE, 
PULMONARY 


VALVE, 
PULMONARY 


A pulmonary cardiac valve, comprising the valve 
leaflets with a specified length of pulmonary artery, 
including lengths and diameters of bifurcations where 
appropriate and muscle skirt below and of specified 
diameter. 


VENA CAVA 
INFERIOR 


VENA CAVA 
INFERIOR 


The vein adjacent to the descending thoracic and 
descending abdominal aorta. The largest vein in 
abdominal and thoracic cavity. 


4.1.2 Musculo/Skeletal Bounded List and Definitions 


Common 
Name 


ISBT 128 
Database Name Definition 


ANKLE ANKLE 
The hinge joint between the distal ends of the tibia and 
fibula in the lower limb and the proximal end of the talus 
bone in the foot; talocrural joint. 


BONE BONE Bone, not further specified. Porous rigid tissue making 
up the skeleton.   


CADAVERIC 
CANCELLOUS 
BONE 


CADAVERIC 
CANCELLOUS 
BONE 


Cancellous bone from a cadaveric donor. 


CADAVERIC 
CORTICAL 
BONE 


CADAVERIC 
CORTICAL 
BONE 


Cortical bone from a cadaveric donor. 


CALCAR 
FEMORALE 


CALCAR 
FEMORALE 


Vertically oriented bone that originates in posteromedial 
portion of femoral shaft under lesser trochanter which 
radiates laterally toward posterior aspect of greater 
trochanter. 


CANCELLOUS 
BONE CHIPS 


CANCELLOUS 
BONE CHIPS 


Cancellous bone, cut in pieces of nominally 6mm x 6mm 
x 30mm. 


CANCELLOUS 
BONE CUBES 


CANCELLOUS 
BONE CUBES Cancellous bone, cut in cubes of nominally 1cm. 


CANCELLOUS 
BONE DOWEL 


CANCELLOUS 
BONE DOWEL 


A cancellous bone cylinder of 9–11mm length and 14–
16mm diameter. 


CANCELLOUS 
BONE PEG 


CANCELLOUS 
BONE PEG 


Cancellous bone, cut as a single piece of nominally 15 x 
15 x 30mm. 


CANCELLOUS 
FEMORAL 
KNEE SLICE 


CANCELLOUS 
FEMORAL KNEE 
SLICE 


Slice taken across the distal femur in the medial, lateral 
plane: depth nominally 1cm. 


CANCELLOUS 
TIBIAL KNEE 
SLICE 


CANCELLOUS 
TIBIAL KNEE 
SLICE 


Slice taken across the proximal tibia in the medial, lateral 
plane: depth nominally 1cm. 


CORTICAL 
BONE, 
GROUND, 
PASTE 


CORTICAL 
BONE, 
GROUND, 
PASTE 


Predominantly cortical bone reduced to a powder and 
with the addition of an agent or agents to create a 
smooth viscous mixture. 
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Common 
Name 


ISBT 128 
Database Name Definition 


CORTICAL 
BONE, 
GROUND, 
PUTTY 


CORTICAL 
BONE, 
GROUND, 
PUTTY 


Predominantly cortical bone reduced to a powder and 
with the addition of an agent or agents to create a thick 
mixture or cement with a dough-like consistency. 


CORTICAL 
FEMORAL 
BONE RING 


CORTICAL 
FEMORAL BONE 
RING 


A hollow cylinder of cortical bone, cut from the central 
portion of the shaft of a femur — depth in mm indicated 
on packaging. 


CORTICAL 
FEMORAL 
BONE STRIP 


CORTICAL 
FEMORAL BONE 
STRIP 


A length of the central part of the femur, cut in narrow 
strips of varying width, usually 5–20mm in the proximal 
distal plane — length in cm indicated on packaging. 


CORTICAL 
SHEET 


CORTICAL 
SHEET Cortical bone, cut in sheets of 100–300μm thickness. 


CORTICO-
CANCELLOUS 
BONE, 
CRUSHED 


CORTICO-
CANCELLOUS 
BONE, 
CRUSHED 


Corticocancellous bone subjected to crushing action 
(force) to yield varying sizes of bone fragments. 


CORTICO-
CANCELLOUS 
BONE, 
GROUND 


CORTICO-
CANCELLOUS 
BONE, GROUND 


Corticocancellous bone ground to varying sizes through 
mill action. 


CORTICO-
CANCELLOUS 
FEMORAL 
BONE RING 


CORTICO-
CANCELLOUS 
FEMORAL BONE 
RING 


A cylinder of cortical bone, enclosing a cylinder of 
cancellous bone, cut from the distal or proximal part of 
the femur — depth in mm indicated on packaging. 


CORTICO-
CANCELLOUS 
FEMORAL 
BONE STRIP 


CORTICO-
CANCELLOUS 
FEMORAL BONE 
STRIP 


Distal or proximal part of femoral shaft, including cortical 
and cancellous bone, cut in the proximal, distal plane in 
narrow strips of varying width, usually 5–20mm — length 
in cm indicated on packaging. 


COSTAL 
CARTILAGE 


COSTAL 
CARTILAGE 


Tough elastic tissue extensions from the ribs towards the 
front of the chest. 


COSTAL 
CARTILAGE 
PIECES 


COSTAL 
CARTILAGE 
PIECES 


Costal cartilage transected from sterno-costal joint of 
sternum — length in cm indicated on packaging. 


CRANIAL 
PLATE CRANIAL PLATE Piece of bone from the cranium component of the skull. 


FASCIA LATA FASCIA LATA The recovered portion of the fascia lata. 
FEMORAL 
CONDYLE, 
LATERAL, 
LEFT 


FEMORAL 
CONDYLE, 
LATERAL, LEFT 


Lateral lower extremity of the left femur inclusive of 
cartilaginous surface transected with 1-2cm cancellous 
bone. 


FEMORAL 
CONDYLE, 
LATERAL, 
RIGHT 


FEMORAL 
CONDYLE, 
LATERAL, 
RIGHT 


Lateral lower extremity of the right femur inclusive of 
cartilaginous surface transected with 1-2cm cancellous 
bone. 


FEMORAL 
CONDYLE, 
MEDIAL, LEFT 


FEMORAL 
CONDYLE, 
MEDIAL, LEFT 


Medial lower extremity of the left femur inclusive of 
cartilaginous surface transected with 1-2cm cancellous 
bone. 







 
Standard Terminology for Blood, Cellular Therapy, and Tissue Product Descriptions v4.29 44 


© ICCBBA 2013 All rights reserved www.iccbba.org 


Common 
Name 


ISBT 128 
Database Name Definition 


FEMORAL 
CONDYLE, 
MEDIAL, 
RIGHT 


FEMORAL 
CONDYLE, 
MEDIAL, RIGHT 


Medial lower extremity of the right femur inclusive of 
cartilaginous surface transected with 1-2cm cancellous 
bone. 


FEMORAL 
HEAD FEMORAL HEAD Proximal head of the femur. 


FEMORAL 
HEAD, HALF 


FEMORAL 
HEAD, HALF 


Either half of a femoral head bisected in the distal 
proximal plane. 


FEMORAL 
HEAD, LEFT 


FEMORAL 
HEAD, LEFT 


Proximal head of the femur removed from the left femur 
by transecting the femoral neck. 


FEMORAL 
HEAD, 
QUARTER 


FEMORAL 
HEAD, 
QUARTER 


A quartered proximal head of the femur. 


FEMORAL 
HEAD, RIGHT 


FEMORAL 
HEAD, RIGHT 


Proximal head of the femur removed from the right femur 
by transecting the femoral neck. 


FEMORAL 
HEAD SLICE 


FEMORAL HEAD 
SLICE 


A slice of the femoral head, taken in the distal proximal 
plane 4–8mm deep. 


FEMORAL 
SHAFT, LEFT 


FEMORAL 
SHAFT, LEFT 


The mid-portion of the left femur removed by transecting 
the femur just below the tuberosities and just above the 
distal joint. 


FEMORAL 
SHAFT, 
RIGHT 


FEMORAL 
SHAFT, RIGHT 


The mid-portion of the right femur removed by 
transecting the femur just below the tuberosities and just 
above the distal joint. 


FEMUR, 
DISTAL, LEFT 


FEMUR, DISTAL, 
LEFT 


Distal portion of the left femur, including the femoral 
condyles and part of the femoral shaft, removed by 
transecting the shaft in the mid-portion. 


FEMUR, 
DISTAL, 
RIGHT 


FEMUR, DISTAL, 
RIGHT 


Distal portion of the right femur, including the femoral 
condyles and part of the femoral shaft, removed by 
transecting the shaft in the mid-portion. 


FEMUR, 
PROXIMAL, 
LEFT 


FEMUR, 
PROXIMAL, 
LEFT 


Proximal part of the femur, including the head, 
tuberosities and part of the shaft removed by transecting 
the left femoral shaft in the mid-portion. 


FEMUR, 
PROXIMAL, 
RIGHT 


FEMUR, 
PROXIMAL, 
RIGHT 


Proximal part of the femur, including the head, 
tuberosities and part of the shaft removed by transecting 
the right femoral shaft in the mid-portion. 


FIBULA FIBULA The lateral and narrower of two bones of the lower limb. 
GROUND 
BONE GROUND BONE Predominantly cancellous bone morcellized and free of 


cartilage. 
HAMSTRING HAMSTRING The prominent tendons at the back of the knee 


HUMERUS HUMERUS The bone of the upper limb between the shoulder and 
the elbow. 


HUMERUS, 
DISTAL 


HUMERUS, 
DISTAL 


The distal portion of the humerus including a portion of 
the shaft and the distal epiphysis. 


HUMERUS, 
PROXIMAL 


HUMERUS, 
PROXIMAL 


The proximal portion of the humerus including a portion 
of the shaft and the proximal epiphysis. 


ILIAC CREST ILIAC CREST Pieces of iliac crest (start product). 
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Common 
Name 


ISBT 128 
Database Name Definition 


KNEE JOINT, 
LEFT 


KNEE JOINT, 
LEFT 


The distal femur still attached to the proximal tibia of the 
left leg removed by transecting the femur above the joint 
and the tibia below the joint. 


KNEE JOINT, 
RIGHT 


KNEE JOINT, 
RIGHT 


The distal femur still attached to the proximal tibia of the 
right leg removed by transecting the femur above the 
joint and the tibia below the joint. 


KNEE 
TRIMMINGS 


KNEE 
TRIMMINGS 


Assorted pieces of cortical and cancellous bone and 
cartilage removed from the distal femur and proximal 
tibia during knee replacement surgery. 


LIGAMENT, 
ANTERIOR 
CRUCIATE, 
WITH BONE 
BLOCKS 


LIGAMENT, 
ANTERIOR 
CRUCIATE 
BONE BLK 


An anterior cruciate ligament, attached to a bone block 
from femur and a bone block from tibia. 


LIGAMENT, 
MEDIAL 
COLLATERAL, 
WITH BONE 
BLOCKS 


LIGAMENT, 
MEDIAL 
COLLATERAL 
BONE BLK 


A medial collateral ligament, attached to a bone block 
from the tibia and a bone block from the femur. 


LIGAMENT, 
POSTERIOR 
CRUCIATE, 
WITH BONE 
BLOCKS 


LIGAMENT, 
POSTERIOR 
CRUCIATE BNE 
BLK 


A posterior cruciate ligament, attached to a bone block 
from femur and a bone block from tibia. 


MENISCI MENISCI Both the lateral and medial meniscus dissected together 
from the knee joint. 


MENISCUS, 
LATERAL 


MENISCUS, 
LATERAL A lateral meniscus dissected from the knee joint. 


MENISCUS, 
LATERAL, 
WITH TIBIA 
PLATEAU 


MENISCUS, 
LATERAL, W 
TIBIA PLATEAU 


A lateral meniscus, attached to plateau from the tibia. 


MENISCUS, 
MEDIAL 


MENISCUS, 
MEDIAL A medial meniscus dissected from the knee joint. 


MENISCUS, 
MEDIAL, 
WITH TIBIA 
PLATEAU 


MENISCUS, 
MEDIAL, W TIBIA 
PLATEAU 


A medial meniscus, attached to plateau from the tibia. 


OSTEOCHON
DRAL 


OSTEOCHONDR
AL 


Tissue comprising bone and cartilage from an 
articulating joint. 


PATELLA 
BONE BLOCK 


PATELLA BONE 
BLOCK 


An entire patella inclusive of cartilaginous posterior 
surface, tendon removed from points of insertion. 


PELVIS, 
MASSIVE 
ALLOGRAFT, 
LEFT 


PELVIS, 
MASSIVE 
ALLOGRAFT, 
LEFT 


Massive allograft of left pelvis comprising the majority of 
the Os Innominatum (nameless bone). 
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Common 
Name 


ISBT 128 
Database Name Definition 


PELVIS, 
MASSIVE 
ALLOGRAFT, 
RIGHT 


PELVIS, 
MASSIVE 
ALLOGRAFT, 
RIGHT 


Massive allograft of right pelvis comprising the majority 
of the Os Innominatum (nameless bone). 


RIB RIB A long curved bone extending from the vertebral column 
to or toward the sternum. 


STRUT, 
NARROW 


STRUT, 
NARROW 


A length of the central part of the femur, cut in quarters 
in the proximal distal plane — length in cm indicated on 
packaging. 


STRUT, WIDE STRUT, WIDE 
A length of the central part of the femur, cut in halves in 
the proximal distal plane — length in cm indicated on 
packaging. 


TENDON, 
ACHILLES 
WITH BONE 
BLOCK 


TENDON, 
ACHILLES WITH 
BONE BLOCK 


Achilles tendon with bone block. 


TENDON, 
ACHILLES, 
WITH 
SHAPED 
BONE BLOCK 


TENDON, 
ACHILLES, W 
SHAPED BONE 
BLK 


Achilles tendon with bone block shaped to specifications. 


TENDON, 
BICEPS 
FEMORIS, 
WITH BONE 
BLOCK 


TENDON, 
BICEPS 
FEMORIS, W 
BONE BLK 


Tendon of the biceps femoris with bone block. 


TENDON, 
EXTENSOR 
DIGITORUM 
LONGUS  


TENDON, 
EXTENSOR 
DIGITORUM 
LONGUS 


Tendon of extensor digitorum longus muscle transected 
from the bone. 


TENDON, 
EXTENSOR 
HALLUCIS 
LONGUS 


TENDON, 
EXTENSOR 
HALLUCIS 
LONGUS 


Tendon of extensor hallucis longus muscle transected 
from the bone. 


TENDON, 
FLEXOR 
DIGITORUM 
LONGUS 


TENDON, 
FLEXOR 
DIGITORUM 
LONGUS 


Tendon of flexor digitorum longus muscle transected 
from the bone. 


TENDON, 
FLEXOR 
HALLUCIS 
LONGUS 


TENDON, 
FLEXOR 
HALLUCIS 
LONGUS 


Tendon of flexor hallucis longus muscle transected from 
the bone. 


TENDON, 
GRACILIS 


TENDON, 
GRACILIS Tendon of gracilis muscle transected from the bone 


TENDON, 
ILIOTIBIALIS 


TENDON, 
ILIOTIBIALIS 


An iliotibial tract (tendon of tensor fascia lata and gluteus 
maximus) muscle transected from the bone. 
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Common 
Name 


ISBT 128 
Database Name Definition 


TENDON, 
PATELLAR 
BISECTED 
WITH BONE 
BLOCKS 


TENDON, 
PATELLAR, 
BISECTED 
BONE BLK 


A patellar tendon (sometimes called patellar ligament) 
cut in half, with two bone blocks. Also referred to as 
Patellar Tendon – Hemi. 


TENDON, 
PATELLAR, 
BISECTED 
WITH 
SHAPED 
BONE 
BLOCKS 


TENDON, 
PATELLAR, 
BISECT, 
SHAPED BLK 


A patellar tendon (sometimes called patellar ligament) 
cut in half, with two bone blocks shaped to 
specifications. Also referred to as Patellar Tendon – 
Hemi, Shaped. 


TENDON, 
PATELLAR 
WITH BONE 
BLOCKS  


TENDON, 
PATELLAR W 
BONE BLK 


A patellar tendon (sometimes called patellar ligament) 
with two bone blocks. 


TENDON, 
PATELLAR 
WITH 
PROXIMAL 
TIBIA 


TENDON, 
PATELLAR WITH 
PROXIMAL TIBIA 


A patellar tendon (sometimes called patellar ligament) 
with proximal portion of the tibia and patellar bone block 
attached. May also be called Tibia, Proximal with 
Patellar Tendon. 


TENDON, 
PATELLAR 
WITH BONE 
BLOCKS AND 
QUAD 


TENDON, 
PATELLAR W 
BONE BLK AND 
QUAD 


A patellar tendon (sometimes called patellar ligament) 
with two bone blocks and the quadriceps tendon 
attached. 


TENDON, 
PATELLAR 
WITH 
SHAPED 
BONE 
BLOCKS 


TENDON, 
PATELLAR W 
SHAPED BONE 
BLK 


A patellar tendon (sometimes called patellar ligament) 
with two bone blocks shaped to specifications. 


TENDON 
PATELLAR 
WITH WHOLE 
PATELLA AND 
TIBIA BONE 
BLOCK 


TENDON,PATEL
LAR W 
PATELLA, TIBIA 
BLK 


A patellar tendon (sometimes called patellar ligament) 
with a whole patella and tibia bone block attached.  


TENDON, 
PATELLAR 
WITH WHOLE 
TIBIA AND 
PATELLAR 
BONE BLOCK 


TENDON,PATEL
LAR W TIBIA, 
PATELLA BLK 


A patellar tendon (sometimes called patellar ligament) 
with whole tibia and patellar bone block attached. May 
also be called Tibia, Whole with Patellar Tendon. 


TENDON, 
PERONEUS 
BREVIS 


TENDON, 
PERONEUS 
BREVIS 


Tendon of peroneus brevis muscle transected from the 
bone. 
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Common 
Name 


ISBT 128 
Database Name Definition 


TENDON, 
PERONEUS 
LONGUS  


TENDON, 
PERONEUS 
LONGUS  


Tendon of peroneus longus muscle transected from the 
bone. 


TENDON, 
PERONEUS 
LONGUS 
WITH BONE 
BLOCK 


TENDON, 
PERONEUS 
LONGUS W 
BONE BLK 


Tendon of peroneus longus muscle with bone block. 


TENDON, 
PLANTARIS 


TENDON, 
PLANTARIS Tendon of plantaris muscle transected from the bone.   


TENDON, 
QUADRICEP 


TENDON, 
QUADRICEP 


Tendon of the quadriceps femoris muscle transected 
from the bone. 


TENDON, 
QUADRICEPS
, WITH BONE 
BLOCK 


TENDON, 
QUADRICEPS, 
W BONE BLK 


Tendon of the quadriceps femoris muscle with bone 
block. 


TENDON, 
QUADRICEPS
, WITH 
SHAPED 
BONE BLOCK 


TENDON, QUAD, 
W SHAPED 
BONE BLK 


Tendon of the quadriceps femoris muscle with bone 
block shaped to specifications. 


TENDON, 
ROTATOR 
CUFF 


TENDON, 
ROTATOR CUFF Tendons of the rotator cuff transected from the bone. 


TENDON, 
SEMITENDIN
OSUS 


TENDON, 
SEMITENDINOS
US 


Tendon of the semitendinosus muscle transected from 
the bone. (This may sometimes be referred to informally 
as hamstring.) 


TENDON, 
SEMITENDIN
OSUS/ 
GRACILIS 


TENDON, 
SEMITENDINOS
US/ GRACILIS 


Tendons of semitendinosus and gracilis muscles 
transected from the bone and packaged together. 


TENDON, 
TIBIALIS, 
ANTERIOR 


TENDON, 
TIBIALIS, 
ANTERIOR 


Tendon of tibialis anterior muscle transected from the 
bone.  


TENDON, 
TIBIALIS 
ANTERIOR, 
WITH BONE 
BLOCK 


TENDON, 
TIBIALIS 
ANTERIOR W 
BONE BLK 


Tendon of tibialis anterior muscle with bone block. 


TENDON, 
TIBIALIS, 
POSTERIOR 


TENDON, 
TIBIALIS, 
POSTERIOR 


Tendon of tibialis posterior muscle transected from the 
bone. 


TENDON, 
TIBIALIS 
POSTERIOR, 
WITH BONE 
BLOCK 


TENDON, 
TIBIALIS 
POSTERIOR W 
BNE BLK 


Tendon of tibialis posterior muscle with bone block. 
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Common 
Name 


ISBT 128 
Database Name Definition 


TIBIA TIBIA The medial and larger of the two bones of the lower limb, 
between the knee and ankle. 


TIBIA, 
PROXIMAL, 
LATERAL, 
LEFT 


TIBIA, 
PROXIMAL, 
LATERAL, LEFT 


Lateral upper extremity of the left tibia inclusive of 
cartilaginous surface transected with 1-2cm cancellous 
bone. 


TIBIA, 
PROXIMAL, 
LATERAL, 
RIGHT 


TIBIA, 
PROXIMAL, 
LATERAL, 
RIGHT 


Lateral upper extremity of the right tibia inclusive of 
cartilaginous surface transected with 1-2cm cancellous 
bone. 


TIBIA, 
PROXIMAL, 
LEFT 


TIBIA, 
PROXIMAL, 
LEFT 


Proximal part of the left tibia, including the tibial plateau 
and part of the tibial shaft, without cartilage, removed by 
transecting the tibial shaft in the mid-portion. 


TIBIA, 
PROXIMAL, 
MEDIAL, LEFT 


TIBIA, 
PROXIMAL, 
MEDIAL, LEFT 


Medial upper extremity of the left tibia inclusive of 
cartilaginous surface transected with 1-2cm cancellous 
bone. 


TIBIA, 
PROXIMAL, 
MEDIAL, 
RIGHT 


TIBIA, 
PROXIMAL, 
MEDIAL, RIGHT 


Medial upper extremity of the right tibia inclusive of 
cartilaginous surface transected with 1-2cm cancellous 
bone. 


TIBIA, 
PROXIMAL, 
RIGHT 


TIBIA, 
PROXIMAL, 
RIGHT 


Proximal part of the right tibia, including the tibial plateau 
and part of the tibial shaft, without cartilage, removed by 
transecting the tibial shaft in the mid-portion. 


TIBIA SHAFT TIBIA SHAFT A section of the mid shaft of the tibia, removed by 
transecting. 


TRI-
CORTICAL 
WEDGE 


TRI-CORTICAL 
WEDGE 


Section of iliac crest, with three facets covered by cortex, 
cut 30mm in length perpendicular to and 15mm along 
superior iliac spine. 


ULNA ULNA The whole ulna with joint cartilage, tendons, and 
ligaments removed. 


WHOLE KNEE 
JOINT, LEFT 


WHOLE KNEE 
JOINT, LEFT 


The distal femur still attached to the proximal tibia of the 
left leg (the femur transected above the joint, the tibia 
transected below the joint), inclusive of the patella 
tendon, meniscus with intact synovial fluid compartment. 


WHOLE KNEE 
JOINT, RIGHT 


WHOLE KNEE 
JOINT, RIGHT 


The distal femur still attached to the proximal tibia of the 
right leg (the femur transected above the joint, the tibia 
transected below the joint), inclusive of the patella 
tendon, meniscus with intact synovial fluid compartment. 


4.1.3 Skin Bounded List and Definitions 


Common 
Name 


ISBT 128 
Database Name Definition 


DERMIS DERMIS Skin from which the epidermis and subcutaneous tissue 
have been removed leaving only the dermal layer. 


SKIN, FULL SKIN, FULL Full thickness skin (epidermis and whole dermis) 
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Common 
Name 


ISBT 128 
Database Name Definition 


SKIN, FULL 
WITH 
HYPODERMIS 


SKIN, FULL 
WITH 
HYPODERMIS 


Full thickness skin with subcutaneous tissue (epidermis, 
dermis, and hypodermis). 


SKIN, SPLIT SKIN, SPLIT Split thickness skin (epidermis and upper part of dermis) 


4.1.4 Other Bounded Lists and Definitions 


Common Name ISBT 128 
Database Name Definition 


ADIPOSE TISSUE ADIPOSE 
TISSUE Recovered adipose tissue. 


AMNIOTIC 
MEMBRANE 


AMNIOTIC 
MEMBRANE Amniotic membrane not specified as to size. 


AMNIOTIC 
MEMBRANE, 
LARGE 


AMNIOTIC 
MEMBRANE, 
LARGE 


Amniotic membrane graft, cut in pieces larger than 
3cm x 3cm – surface area indicated on packaging. 


AMNIOTIC 
MEMBRANE 
SHEET 


AMNIOTIC 
MEMBRANE 
SHEET 


Amniotic membrane graft, cut into pieces larger than 
12cm x 20cm. 


AMNIOTIC 
MEMBRANE, 
SMALL 


AMNIOTIC 
MEMBRANE, 
SMALL 


Amniotic membrane graft, cut in squares of 3 x 3cm 
or less – surface area indicated on packaging. 


FETAL 
MEMBRANES 


FETAL 
MEMBRANES Amnion and chorion laeves. 


PLACENTA PLACENTA Chorion frondosum (villi) & decidua basalis covered 
by a portion of the amnion. 


PLACENTA 
WITH UMBILICAL 
CORD 


PLACENTA 
WITH CORD 
 


Placenta together with umbilical cord. 


PLACENTA 
WITH UMBILICAL 
CORD AND 
FETAL 
MEMBRANES 


PLACENTA, 
CORD AND 
MEMBRANES 
 


Placenta together with umbilical cord and fetal 
membranes. 


PARATHYROIID 
GLANDS 


PARATHYROID 
GLANDS Parathyroid gland(s). 


TISSUE TISSUE Human tissue not otherwise specified. 


TRACHEA TRACHEA Full trachea. 


TRACHEA WITH 
BIFURCATION 


TRACHEA 
WITH 
BIFURCATION 


Full trachea with bifurcation including at least one ring 
from right and left main bronchus. 
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Common Name ISBT 128 
Database Name Definition 


TRACHEA, PART TRACHEA, 
PART At least one ring from the trachea. 


TRACHEA, PART 
WITH 
BIFURCATION  


TRACHEA, 
PART WITH 
BIFURCATION 


At least one ring from the trachea and at least one 
ring from right and left main bronchus. 


UMBILICAL 
CORD TISSUE 


UMBILICAL 
CORD TISSUE Recovered umbilical cord tissue. 
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4.2 Modifier  


4.2.1 Bounded List and Definitions 


 


Common Name ISBT 128 
Database Name Definition 


Cleaned Frozen 
Acellular 


Cleaned Frozen 
Acellular 


Processed to remove extraneous tissue and treated 
to deplete cell, cell remnant and nucleic acid content. 


Cleaned Frozen Cleaned Frozen 
Processed to remove extraneous tissue and, in the 
case of bone, to deplete blood and bone marrow. 
Frozen to, and stored at or below –20°C. 


Cryopreserved Cryopreserved 
Processed to remove extraneous tissue and bacterial 
and fungal contaminants. Cryopreserved using a 
cryoprotective agent and stored below -135°C. 


Decontaminated 
Frozen 


Decontaminated 
Frozen 


Chemically decontaminated and free of viable 
bacteria and fungi by culture. Frozen to, and stored 
at, below -40°C. 


Demineralized Demineralized Bone that has been acid-treated. 
Demineralized 
Freeze Dried 


Demineralized 
Freeze Dried 


Bone that has been acid-treated and then freeze-
dried to less than 5% residual moisture. 


Demineralized 
Pooled Single 
Donor 


Demineralized 
Pooled Single 
Donor 


Tissue from a single donor processed as a single 
batch that has been acid-treated. 


Freeze Dried Freeze Dried 
Processed to remove extraneous tissue and, in the 
case of bone, to deplete trabecular bone marrow. 
Freeze-dried to less than 5% residual moisture. 


Frozen Frozen Frozen to, and stored at, below -40°C. 


Glycerolized Glycerolized 
Disinfected and preserved using high concentration 
(>90%) glycerol. Free of viable bacteria and fungi by 
culture. Stored at 2-8°C. 


Pooled Multiple 
Donor 


Pooled Multiple 
Donor 


Tissue from more than one donor to be processed, or 
in process, as a single batch. 


Pooled Single 
Donor 


Pooled Single 
Donor 


Tissue from a single donor to be processed, or in 
process, as a single batch. 


Refrigerated Refrigerated Refrigerated (between 1 to 10°C; narrower range may 
be nationally-specified). 
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Note:  As part of an overall process to simplify coding, tissue Product Descriptions are being 
restructured to discontinue use of Modifiers.  As a result, the terms Frozen, Cryopreserved, 
Freeze Dried, and Refrigerated, which were previously Modifiers, have become variables within 
the Type of Preservation Attribute group.  Other terms currently classified as Modifiers will also 
become Attributes, and this will be done in a step-wise way.  
   


• In the first step, new tissue Product Description Codes will be issued using these terms 
as Attributes.  Existing Product Description Codes containing these terms as Modifiers 
will not be changed.  While the Type of Preservation Attribute group was introduced in 
April 2012, it will take additional time to change the remaining Modifiers to Attributes. 


 
• In the second step, when all Modifier terms have equivalent Attribute codes, the older 


(currently existing) Product Description Codes that have Modifiers will be addressed.  
The product descriptions and the formulas of these Product Description Codes will be 
restructured to change Modifiers into Attributes.  At that time, only the descriptions and 
formulas will change, not the actual Product Description Codes.  For example:  


 
T0232 currently is coded as:  T0232 = Cryopreserved VALVE, AORTIC|Single and has 
the formula T146TX2  
   
This would change to:  T0232 = VALVE, AORTIC|Cryopreserved|Single and have the 
formula T145TT3TX2  


 
There will be a transition period when such terms would be found in the Product Description 
Code Database as both Modifiers (older Product Description Codes) and as Attributes 
(newer Product Description Codes).   This transition period is needed to allow facilities that 
utilize the formulas to make any needed changes and will last approximately 3 years.  
   
As always, ICCBBA staff will assist users requesting new codes to select the appropriate 
terms.  
 
Concerns should be addressed to the ICCBBA office at techdir@iccbba.org. 



mailto:techdir@iccbba.org�





 
Standard Terminology for Blood, Cellular Therapy, and Tissue Product Descriptions v4.29 54 


© ICCBBA 2013 All rights reserved www.iccbba.org 


4.3 Attribute  


4.3.1 Core Conditions  


Core Conditions are not used in the definition of Tissues 


4.3.2 Groups and Variables  


Any additional manipulation or change to the product is reflected by the addition 
of one or more attributes from the groups and variables detailed below. Such 
additional manipulations or changes are indicated by a different Product 
Description Code. 


4.3.2.1 Groups – bounded list and definitions 


 
Group Name Description 


Additional 
Processing 


Describes additional tissue 
processing. 


Donor-Intended 
Recipient 
Relationship 


Describes the relationship between 
the donor and the intended recipient. 
 


Meshed 
Describes the degree to which the 
surface area of the skin has been 
increased by creating a net or web. 


Storage Solution Describes the solution in which the 
tissue is stored. 


Type of 
Preservation 


Describes the technique used to 
preserve the tissue. 


Processed to 
Reduce Cellular 
Components 


Indicates whether or not the product 
has been decellularized. 


Anatomical 
Position 


Describes the relative position of the 
tissue in the donor’s body prior to 
tissue procurement. 


Processing Status  Indicates if a product is being held for 
further processing. 


Unit of Issue Describes the packaging of the 
product. 


Pathogen 
Reduction 


Describes the method of sterilization 
or decontamination of the product. 


Nominal Granule 
Size 


Describes the size range of the 
product. 
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4.3.2.2 Variables – bounded lists and definitions  


4.3.2.2.1 Additional Processing  


Common 
Name 


ISBT 128 
Database 


Name 
Definition 


Default Default:         
Not specified 


Additional processing not specified. 


Marrow 
depleted 


Marrow depleted Processed to deplete marrow. 


Cleaned Cleaned Processed to remove extraneous tissue. 


 


4.3.2.2.2 Donor-Intended Recipient Relationship 


Common 
Name 


ISBT 128 
Database 


Name 
Definition 


Default Default:         
Not specified 


No information about relationship between donor and 
intended recipient is provided. 


Allogeneic Allogeneic Donor and intended recipient are different individuals.  


Autologous Autologous Donor and intended recipient are the same individual. 


 
4.3.2.2.3 Meshed  (This group only applies to skin 


terminology) 


Common 
Name 


ISBT 128 
Database 


Name 
Definition 


Default 
 
Default:         
Not specified 


Either this attribute group does not apply (tissue class is 
not skin) or no information about whether the skin has 
been meshed is provided. 


Meshed 1:1 Meshed 1:1 The skin has been through a mesher to facilitate 
stretching. 


Meshed 1:1.5 Meshed 1:1.5 Surface area of the skin is increased by creating a net or 
web to an expansion ratio of 1:1.5.   


Meshed 1:2 Meshed 1:2 Surface area of the skin is increased by creating a net or 
web to an expansion ratio of 1:2.   
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Common 
Name 


ISBT 128 
Database 


Name 
Definition 


Meshed 1:3 Meshed 1:3 Surface area of the skin is increased by creating a net or 
web to an expansion ratio of 1:3.   


Not meshed Not meshed The skin has not been meshed.  


 
4.3.2.2.4 Storage Solution 


Common 
Name 


ISBT 128 
Database 


Name 
Definition 


Default Default:         
Not specified No information is provided about storage solution. 


DMSO DMSO 


Cryopreserved using dimethylsulfoxide as the 
cryoprotectant.  Dimethylsulfoxide is usually in the range 5-
10%. A more specific concentration may be stated in text 
on the label or in the accompanying documentation. 


Low 
Concentration 
Glycerol  


Glycerol (low 
conc) 


Cryopreserved using low concentration glycerol as the 
cryoprotectant.  Glycerol is usually in the range of 5-10%. 
A more specific concentration may be stated in text on the 
label or in the accompanying documentation. 


 
4.3.2.2.5 Type of Preservation  


Common 
Name 


ISBT 128 
Database 


Name 
Definition 


Default Default:  
Not specified 


No coded information is provided about the type of 
preservation.  Details about the type of preservation may 
appear as text on the tissue container label or in 
accompanying documentation.   


 
Cryopreserved 


 
Cryopreserved 


Preserved by freezing in the presence of a cryoprotectant 
and using a method validated to maintain cellular viability 
and/or preserve tissue matrix structure. The cryoprotectant 
may be specified using the storage solutions attribute 
group or may appear in text on the label. 


 
Freeze dried 


 
Freeze dried 


(Lyophilized)  Preserved in a dried state achieved by 
freezing followed by sublimation of water under vacuum to 
very low residual moisture contents.  


Frozen Frozen 
Preserved by freezing, but without additives specifically to 
protect cells/matrix and/or without the controlled freezing 
conditions required for cryopreservation. 


High 
Concentration 
Glycerol 


Glycerol (high 
conc) 


Immersed in sterile glycerol with a concentration of at least 
85%. 
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Common 
Name 


ISBT 128 
Database 


Name 
Definition 


 
Refrigerated  


 
Refrigerated  


Preserved by refrigeration.  The tissue may be immersed 
in a storage solution.  The storage solution may be 
specified using the storage solutions attribute group or 
may appear in text on the label. 
N.B. This value should not be used where the type of 
preservation is Glycerol (high concentration).   


 
Solvent 
Dehydrated 


 
Solvent 
dehydrated 


Preserved in a dehydrated state achieved through a 
multistate treatment with an organic solvent. Water is 
removed by the solvent resulting in very low residual 
moisture content. 


 
 
 
 


4.3.2.2.6 Processed to Reduce Cellular Components 


Common 
Name 


ISBT 128 
Database Name Definition 


Default Default:           
Not specified 


No information is provided regarding a process intended to 
reduce cellular components. 


Cell 
reduction 
process 


Cell reduction 
process:Yes 


Product has undergone a processing step intended to reduce 
cellular components.  Details may be provided in accompanying 
documentation. 


No cell 
reduction 
process 


Cell reduction 
process:No 


Product has not undergone a processing step intended to 
reduce cellular components. 


 
4.3.2.2.7 Anatomical Position (see note below) 


Common 
Name 


ISBT 128 
Database Name Definition 


Default Default:  
Not specified 


No information is provided as to the relative position of the 
tissue in the donor’s body prior to tissue procurement. 


Left Left Product derived from donated tissue from the left side of the 
donor’s midsagittal plane. 


Right Right Product derived from donated tissue from the right side of the 
donor’s midsagittal plane. 


 
Note:  Prior to the introduction of the Anatomical Position attribute group, the Left and Right 
descriptors only existed as part of the Class name.  It was recently determined that in general 
(see below for an exception*) such descriptors would be better managed as attributes rather 
than part of the Class name.   
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Initially, the use of these Left and Right attributes will be restricted to new product description 
codes that require left/right designations.   


 
The existing product description codes with Left and Right in the Class names would not 
change; however, eventually the Product Description formula for these codes would change.  
That is, Frozen FEMORAL HEAD, LEFT would continue to have T0173 as its product 
description code; however, its formula would eventually change so that “left” was coded as an 
attribute instead of being part of the class name. 
   
The retirement and issue of replacement classes and the re-coding of the class and attributes in 
existing product codes (changing product description formulas) is scheduled in the future to 
allow time for vendors to update their software to accommodate this change.   
 
There will be a transition period in which some product codes will have the Left and Right 
descriptors as part of the class name, and some product codes will have these descriptors as 
an attribute. 
 


 While in general right and left are best handled as attributes, a notable exception exists.  Left 
and right will be attributes when this is the sole difference between the two products. If this is 
not the case, for example the heart left and right atrium, then left and right will remain a part of 
the class. 


4.3.2.2.8 Processing Status    


Common 
Name 


ISBT 128 
Database Name Definition 


Default Default:           
Not defined No information is provided as to the status of the product. 


For further 
processing 


For further 
processing 


Product produced as an intermediate stage. Not suitable for 
clinical use without further processing. 


 
4.3.2.2.9 Unit of Issue 


Common 
Name 


ISBT 128 
Database Name Definition 


Default Default:           
Not defined No information is provided as to the packaging of the product. 


Pack Pack Issued as a pack of multiple items – number of items not 
encoded, but may be specified on packaging. 


Pack of 2 Pack2 Issued as a pack containing 2 items. 


Pack of 4 Pack4 Issued as a pack containing 4 items. 


Single Single Issued as a single item. 
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4.3.2.2.10 Pathogen Reduction  


Common Name ISBT 128 
Database Name Definition 


Default Default:                 
Not specified  No information about pathogen reduction is provided. 


Antibiotics Antibiotics Treated with antibiotics as a decontamination step. 


Combined 
process Combined process 


Multiple methods of sterilization or decontamination 
used.  Further details available in accompanying 
documentation. 


ETO ETO Sterilized by exposure to ethylene oxide gas in 
accordance with a validated sterilization process. 


No pathogen 
reduction 


No pathogen 
reduction No pathogen reduction steps have been performed. 


Pathogen 
reduced but 
method not 
specified 


Pathogen reduced: 
method NS 


Tissue subjected to pathogen reduction process, 
method not specified.  Details about pathogen 
reduction method may appear in text on the label. 


Peracetic acid Peracetic acid Exposure to peracetic acid in accordance with a 
validated sterilization process. 


Radiation 
sterilization 


Radiation 
sterilization 


Exposed to ionizing radiation in accordance with a 
validated sterilization process. 


 
4.3.2.2.11 Nominal Granule Size 


Common Name ISBT 128 
Database Name Definition 


Default Default:  
Not defined No information as to granule size is provided. 


Coarse > 4mm  
≤ 6 mm Coarse >4<=6 mm Granule size is greater than 4 mm and less than or 


equal to 6 mm. 
Fine ≤ 2 mm Fine <=2 mm Granule size is less than or equal to 2 mm. 
Fine Powder  
> 0.1 mm  
< 1.2 mm 


Fine Powder 
>0.1<1.2mm 


Granule size is between 0.1 mm and 1.2 mm. More 
information may be specified on packaging. 


Medium > 2 mm 
≤ 4 mm Medium >2<=4 mm Granule size is greater than 2 mm and less than or 


equal to 4 mm. 
Medium Powder 
≥ 1.2 mm 
≤2.0mm 


Medium Powder 
>=1.2<=2.0mm 


Granule size is between 1.2 mm and 2 mm. More 
information may be specified on packaging. 


Mixed ≤ 4 mm Mixed <=4 mm Granule size is mixed up to 4 mm. 
Mixed ≤ 6 mm Mixed <=6 mm Granule size is mixed up to 6 mm. 
Ultrafine ≤ 1 mm Ultrafine <=1 mm Granule size is less than or equal to 1 mm. 
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5 Ocular Terminology 
5.1 Class 


Common 
Name 


ISBT 128 
Database 


Name 
Definition 


CONJUNCTIVA CONJUNCTIVA 
Transparent mucous membrane passing over the inner 
surface of the eyelids and reflected over the front part of 
the sclera. 


CORNEA CORNEA 


Transparent anterior part of the outer fibrous coat of the 
eye bounded by an outer stratified epithelium and an inner 
monolayer of endothelial cells. The major refractive 
component of the eye. 


LIMBAL 
TISSUE 


LIMBAL 
TISSUE 


Tissue bridging the junction between the cornea and 
sclera. 


SCLERA SCLERA 
Fibrous white outer part of the eye remaining after excision 
of the corneoscleral disc and removal of intraocular 
content and extraneous surface tissue. 


WHOLE EYE WHOLE EYE Whole eye which may include some conjunctiva. 


5.2 Attribute Groups 
Group Name Description 


Corneal Graft Specifies the type of corneal graft. 


Scleral Graft Specifies the type of scleral graft. 


Anatomical 
Position 


Describes the relative position of the tissue in the 
donor’s body prior to tissue procurement. 


Storage State Specifies the storage state of the tissue in the eye 
bank. Delivery conditions may vary. 


Storage Solution Specifies the solution in which the tissue is stored 
in the eye bank.  


Endothelial Cell 
Density 


An indicator of whether the endothelial cell density 
is included in the labeling. 


Pathogen 
Reduction 


Describes the method of sterilization, disinfection, 
or decontamination of the product. 
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Group Name Description 


Transport 
Solution 


Specifies the solution in which the tissue is 
transported from the eye bank. 


5.2.1 Attribute Variables 


5.2.1.1 Corneal Graft 


Common 
Name 


ISBT 128 
Database Name Definition 


Default 
Default:            
Not applicable or 
not specified 


Either this attribute group does not apply (tissue class is 
not Cornea) or the corneal graft type is not specified. 


Anterior and 
posterior 
layers 


Anterior and 
posterior layers 


A pre-cut cornea where both the anterior and posterior 
layers are present. 


Anterior layer Anterior layer Corneal stroma without endothelium. May include 
epithelium. 


Corneal 
button Corneal button Cornea with scleral rim removed. 


Corneoscleral 
disc Corneoscleral disc Cornea excised with scleral rim which may include 


some conjunctiva. 


Laser shaped Laser shaped Full-thickness cornea shaped to a specific edge profile 
using laser technology. 


Posterior 
layer Posterior layer Endothelium on Descemet’s membrane with or without 


a supporting layer of posterior stroma. 


5.2.1.2 Scleral Graft 


Common 
Name 


ISBT 128 
Database Name Definition 


Default 
Default:            
Not applicable or 
not specified 


Either this attribute group does not apply (tissue class 
is not Sclera) or the scleral graft type is not specified. 


Part sclera Part sclera A portion of the sclera from one eye. 


Whole sclera Whole sclera Complete sclera from one eye remaining after excision 
of corneoscleral disc. 
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5.2.1.3 Anatomical Position 


Common 
Name 


ISBT 128 
Database Name Definition 


Default Default:            
Not specified 


No information is provided as to the relative position of 
the tissue in the donor’s body prior to tissue 
procurement. 


Left Left Product originated from donated tissues from the left 
side of the donor’s midsagittal plane. 


Right Right Product originated from donated tissues from the right 
side of the donor’s midsagittal plane. 


 


5.2.1.4 Storage State 


Common 
Name 


ISBT 128 
Database Name Definition 


Default 
Default:              
No information 
provided 


No coded information about storage state is provided. 
Details may appear in text on the tissue container label 
or in accompanying documentation. 


Ambient 
storage Ambient storage Stored in a solution at ambient temperature. 


Cryopreserved Cryopreserved 


Preserved by freezing or vitrification in the presence of 
a cryoprotectant and using a method validated to 
maintain cellular viability and/or preserve tissue matrix 
structure. The information about the cryoprotectant may 
be specified using the storage solutions attribute group 
or on the tissue container label or in accompanying 
documentation. 


Freeze dried Freeze dried 
(Lyophilized) Preservation in the dried state achieved 
by freezing followed by sublimation of water under 
vacuum to very low residual moisture content. 


Frozen Frozen 


Stored in the frozen state, but without additives 
specifically to protect cells/matrix and/or without the 
controlled freezing conditions required for 
cryopreservation. 


Hypothermic 
storage 


Hypothermic 
storage Stored in a solution at 2 to 8°C. 


Moist chamber Moist chamber Whole eye stored at 2 to 8°C in a humid environment. 
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Common 
Name 


ISBT 128 
Database Name Definition 


Organ culture Organ culture Stored in a nutrient medium at 28 to 37°C. 


 


5.2.1.5 Storage Solution 


Common 
Name 


ISBT 128 
Database Name Definition 


Default 
Default:            


Not specified 


No coded information about the storage solution is 
provided. Details about the storage solution may 
appear as text on the tissue container label or in 
accompanying documentation. 


Cryoprotectant 
medium 


Cryoprotectant 
medium Medium containing a cryoprotectant compound. 


Ethanol Ethanol ≥70% ethanol. 


High 
Concentration 
Gylcerol 


Glycerol (high 
conc) Sterile glycerol with a concentration of at least 85%. 


None None No storage solution. 


Nutrient 
medium Nutrient medium Tissue culture medium. 


Saline Saline Isotonic saline or balanced salt solution that may 
include antibiotics. 


 


5.2.1.6  Endothelial Cell Density 


Common 
Name 


ISBT 128 
Database Name Definition 


Default 
Default:                                                                                                                                                                                                                                                                                                              
No information 
provided 


No information about the endothelial cell density is 
provided. 


Information 
provided 


Information 
provided 


Information about endothelial cell density is included in 
the labeling. 
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5.2.1.7 Pathogen Reduction 


Common 
Name 


ISBT 128 
Database Name Definition 


Default Default:             
No information No information about pathogen reduction is provided. 


No pathogen 
reduction 


No pathogen 
reduction No pathogen reduction steps have been performed. 


Pathogen 
Reduction:  
Method Not 
Specified 


Pathogen 
reduced:  method 
NS 


Tissue subjected to pathogen reduction process, 
method not specified. Details about pathogen 
reduction method may appear in text on the label. 


Radiation 
sterilization 


Radiation 
sterilization 


Exposed to ionizing radiation in accordance with a 
validated sterilization process. 


 
 


5.2.1.8 Transport Solution 


Common 
Name 


ISBT 128 
Database Name Definition 


Default Default:             
Not specified No transport solution is specified in the coding. 


Dextran Dextran Dextran. Concentration may be specified in the 
accompanying documentation. 
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6 Plasma Derivatives 
 
Plasma derivatives are defined as “A product that contains concentrated fractions of plasma 
proteins that have been separated using physico-chemical or other fractionation processes. It is 
made from pooling plasma from large numbers of donors and is traced based on the lot or batch 
number of the pooled product.”   
 
It is recommended that those products for which ABO blood group is not relevant (e.g., Rh 
Immune Globulin or Gamma Globulin) be labeled with GS1 bar codes.  Conversely, plasma 
derivatives for which the ABO blood group is relevant should be labeled with ISBT 128.  See 
Bar Coding Plasma Derivatives, Implementation Guide, Issue #1.0 
(http://www.gs1.org/sites/default/files/docs/barcodes/BD_Implementation_Guide_v1_0_24_aug_
2010.pdf) for further information. 
 


6.1 Class  


6.1.1 Bounded Lists and Definitions 


Common 
Name 


ISBT 128 
Database Name Definition 


SOLVENT 
DETERGENT 
POOLED 
PLASMA 


SOLVENT 
DETERGENT 
POOLED 
PLASMA  


Plasma that has been prepared by combining multiple 
units from single donors; pathogen-inactivating using 
a solvent detergent (SD) process with subsequent 
removal of the SD reagents; aliquotting into individual 
dose containers; and freezing by a process and to a 
temperature that will maintain the activity of labile 
protein fractions. 


 


6.2 Modifier 


6.2.1 Bounded Lists and Definitions 


Common 
Name 


ISBT 128 
Database Name Definition 


Thawed Thawed  A product that is currently in the liquid state but has 
been previously frozen. 



http://www.gs1.org/sites/default/files/docs/barcodes/BD_Implementation_Guide_v1_0_24_aug_2010.pdf�

http://www.gs1.org/sites/default/files/docs/barcodes/BD_Implementation_Guide_v1_0_24_aug_2010.pdf�
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6.3 Attribute  


6.3.1 Core Conditions  


Please see Section 2.3.1 for an explanation of Core Conditions. 
 


6.3.1.1 Core Conditions lists and definitions 


First Position (anticoagulant/additive) – bounded list  
 
Common 


Name 
ISBT 128 


Database Name Definition 


Not specified NS Not specified 
 
Second Position (volume) – This list is not bounded, other volumes may be defined 
 
Common 


Name 
ISBT 128 


Database Name Definition 


Not specified NS Not specified 
 


 
Third Position (storage temperature) – This list is not bounded, other temperature ranges 
may be defined 


 
Common 


Name 
ISBT 128 


Database Name Definition 


≤ -18 C <=-18C Less than or equal to -18 Celsius. 


Refrigerated refg Refrigerated (between 1 to 10 Celsius; narrower 
range may be nationally specified). 
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6.3.2 Groups and Variables  


Additional information about a product is supplied as attributes. Such attributes 
are indicated by a different Product Description Code. 


6.3.2.1 Groups:  Bounded list and definitions 


Group 
Name Description 


Blood Group Specifies ABO Blood Group and/or RhD 
type. 


 


6.3.2.2 Variables – bounded lists and definitions  


6.3.2.2.1  Blood Group  


 


 


Common Name ISBT 128 
Database Name Definition 


Default Default:  
Not specified The blood group is not specified. 


O O The product is prepared from Group O 
donations. 


A A The product is prepared from Group A 
donations. 


B B The product is prepared from Group B 
donations. 


AB AB The product is prepared from Group AB 
donations. 
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7 Other Therapies 
7.1 Class 


7.1.1 Human Milk 


Common 
Name 


ISBT 128 
Database Name Definition 


HUMAN 
MILK 


HUMAN MILK  Milk from a human donor. 


 


7.1.2 Topical Products of Human Origin 


Common 
Name 


ISBT 128 
Database Name Definition 


SERUM EYE 
DROPS 


SERUM EYE 
DROPS 


A product containing serum intended for treatment of the 
ocular surface. 


 


7.1.3 Fecal Microbiota 


Common 
Name 


ISBT 128 
Database Name Definition 


FECAL 
MICROBIOTA 


FECAL 
MICROBIOTA 


A product containing fecal microorganisms from a human 
donor. 


 


7.2 Attribute Groups 
Group Name Description 


Storage Conditions Describes the temperature at which the product should be stored. 


Pathogen Reduction 
Status 


Describes the status of sterilization or decontamination of the 
product. 


Processing Status Describes the status of the product in regard to its acceptability for 
use. 


Additives  Describes additives introduced during the processing of the product. 


Donor-Intended 
Recipient Relationship 


Describes the relationship between the donor and the intended 
recipient. 
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7.2.1 Storage Conditions 


Common 
Name 


ISBT 128 
Database Name Definition 


Default Default: 
Not specified 


Storage conditions not encoded.  May be present in text on 
the label. 


Refrigerated Refg Stored between 1 and 10 C; range may be less depending 
on national requirements. 


≤-30 C <=-30C Product stored at <=-30 C. 


≤-20 C <=-20C Product stored at <=-20 C. 


20-24 C 20-24C Stored between 20-24 C. 


≤-18 C <=-18C Product stored at <=-18 C. 


 


7.2.2 Pathogen Reduction Status 


Common 
Name 


ISBT 128 
Database Name Definition 


Default Default:  
Not specified 


The pathogen reduction status of the product is not 
specified. 


Pasteurized Pasteurized The product has been pasteurized in accordance with 
national guidelines. 


Raw Raw No pathogen reduction process has been performed. 


 


7.2.3 Processing Status 


Common 
Name 


ISBT 128 
Database Name Definition 


Default Default:   
Not specified 


No information is provided as to the processing status of 
the product. 


For further 
processing 


For further 
processing 


The product is in an intermediate stage. Not suitable for 
use without further processing. 


For 
nutritional 
use 


For nutritional use The product is acceptable for nutritional use. 
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7.2.4 Additives 


Common 
Name 


ISBT 128 
Database Name Definition 


Default 
Default:   
Additive Not 
Present 


Additives are not present. 


Saline Saline 0.9% NaCl added 


 


7.2.5 Donor-Intended Recipient Relationship 


Common 
Name 


ISBT 128 
Database Name Definition 


Default Default:   
Allogeneic 


Donor and intended recipient are different individuals. 


Autologous Autologous Donor and intended recipient are the same individual. 


Maternal Maternal The donor is the mother of the intended recipient. 







 
Standard Terminology for Blood, Cellular Therapy, and Tissue Product Descriptions v4.29 71 


© ICCBBA 2013 All rights reserved www.iccbba.org 


8 Reproductive Terminology 
8.1 Class 


Common 
Name 


ISBT 128 
Database Name Definition 


EMBRYO EMBRYO A fertilized oocyte that has undergone at least one cell 
division. Includes zygote/fertilized oocyte. 


OOCYTE OOCYTE Oocyte. 


OVARIAN 
TISSUE 


OVARIAN 
TISSUE 


Fragment of the ovary. 


SPERM SPERM  Sperm. 


TESTICULAR 
TISSUE 


TESTICULAR 
TISSUE 


Recovered testicular tissue. 


 


8.2 Attribute Groups 
Group Name Description 


Donor-Intended 
Recipient Relationship 


Describes the relationship between the donor and the intended 
recipient. 


Processing Status Indicates if a product is being held for further processing. 


Type of Preservation Describes the technique used to preserve the tissue. 


Collection/Recovery 
Method 


Describes the method used to collect or recover product. 


 


8.2.1 Donor-Intended Recipient Relationship 


Common 
Name 


ISBT 128 
Database Name Definition 


Default Default:   
Not specified 


No information about relationship between donor and 
intended recipient is provided. 


Allogeneic Allogeneic Donor and intended recipient are different individuals. 
Autologous Autologous Donor and intended recipient are the same individual. 
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8.2.2 Processing Status 


Common 
Name 


ISBT 128 
Database Name Definition 


Default Default:   
Not defined No information is provided as to the status of the product. 


For further 
processing 


For further 
processing 


Product produced as an intermediate stage. Not suitable 
for clinical use without further processing. 


 


8.2.3 Type of Preservation 


Common 
Name 


ISBT 128 
Database 


Name 
Definition 


Default Default:   
Not specified 


No coded information is provided about the type of 
preservation. Details about the type of preservation may 
appear as text on the tissue container label or in 
accompanying documentation. 


Cryopreserved Cryopreserved 
Preserved by freezing in the presence of a cryoprotectant 
and using a method validated to maintain cellular viability 
and/or preserve tissue matrix structure.  


 


8.2.4 Collection/Recovery Method 


Common 
Name 


ISBT 128 
Database Name Definition 


Default Default:   
Not specified Collection or recovery method is not specified. 


Ejaculated Ejaculated Product procured from ejaculate. 


Extracted Extracted Product procured by aspiration or biopsy. 
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9 Organ Terminology 
9.1 Class 


Common Name ISBT 128 
Database Name Definition 


HEART HEART Heart. 


HEART LUNG HEART LUNG Heart with both lungs including bronchi and 
trachea. 


INTESTINE INTESTINE Intestine, any portion, without liver. 


KIDNEY, EN BLOC KIDNEY, EN BLOC Two kidneys connected by a common blood 
supply. 


KIDNEY, SINGLE KIDNEY, SINGLE A single kidney. 
LIVER, SPLIT LIVER, SPLIT Part of a liver.  Segments not specified. 


LIVER, SPLIT, LEFT LIVER, SPLIT, LEFT Left lobe of liver with left portal vein.  Any 
combination of segments 2, 3, 4. 


LIVER, SPLIT, RIGHT LIVER, SPLIT, 
RIGHT 


Right lobe of liver with right portal vein.  Any 
combination of segments 4, 5, 6, 7, 8. 


LUNG, DOUBLE LUNG, DOUBLE 
Right and left lungs including contiguous 
pulmonary artery, bronchi, trachea, and left 
atrial cuff. 


LUNG, LEFT LUNG, LEFT Left lung including contiguous pulmonary 
artery, left bronchus, and left atrial cuff. 


LUNG, RIGHT LUNG, RIGHT Right lung including contiguous pulmonary 
artery, right bronchus, and left atrial cuff. 


MULTIVISCERAL MULTIVISCERAL Liver with intestine (or portion).  May include 
stomach, pancreas, and/or spleen. 


PANCREAS PANCREAS Pancreas with duodenum, may include 
spleen and splenic artery. 


RECONSTRUCTION 
TISSUE 


RECONSTRUCTION 
TISSUE 


Other tissue recovered for reconstruction 
purposes. 


VESSELS FOR 
RECONSTRUCTION 


VESSELS FOR 
RECONSTRUCTION 


Vessels recovered for reconstruction 
purposes. 


WHOLE LIVER WHOLE LIVER Whole Liver graft (Segments 
1,2,3,4,5,6,7,8). 


 


9.2 Attribute Groups 
Group Name Description 


Anatomical Position Describes the relative position of the organ in the donor’s body prior to 
organ procurement. 


Donor Type Describes if the organ was procured from a living or deceased donor. 
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Group Name Description 


Intended Use Describes the intended use of the organ. 


Vessels Describes vessels recovered with an organ. 


 


9.2.1 Anatomical Position 


*This group applies to kidney only 
 


Note:  While in general right and left are best handled as attributes, a notable 
exception exists.  Left and right will be attributes when this is the sole difference 
between the two products.  If this is not the case, for example the left and right 
lung lobes, then left and right will remain a part of the class. 


 
Common 


Name 
ISBT 128 


Database Name Definition 


Default Default:   
Not specified 


The anatomical position of the organ is not specified in the 
coding. 


Left Left The organ originated from donated tissues from the left side 
of the donor’s midsagittal plane. 


Right Right The organ originated from donated tissues from the right 
side of the donor’s midsagittal plane. 


9.2.2 Donor Type 


*This group applies to kidney, liver, and lung 
 


Common 
Name 


ISBT 128 
Database Name Definition 


Default Default:  
Deceased The organ was obtained from a deceased donor. 


Living Living The organ was obtained from a living donor. 


9.2.3 Intended Use 


Common 
Name 


ISBT 128 
Database Name Definition 


Default Default: 
For transplant This organ is intended for transplant to a patient. 


For research 
only 


For research 
only 


The organ is not for transplant into a patient.  For 
research, investigation or repository use only. 


For cell 
isolation For cell isolation 


The organ is not for direct transplant into a patient.  For 
isolation of cells that may be used for treatment of 
patients. 
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9.2.4 Vessels 


Common 
Name 


ISBT 128 
Database Name Definition 


Default Default:   
NA or NS 


Not applicable (class is not Vessels for Reconstruction) or 
not specified. 


Artery, Iliac Artery, Iliac An iliac artery recovered with an organ for the purposes of 
reconstruction. 


Artery, 
Pulmonary 


Artery, 
Pulmonary 


A pulmonary artery recovered with an organ for the 
purposes of reconstruction. 


Vein, Iliac Vein, Iliac An iliac vein recovered with an organ for the purposes of 
reconstruction. 
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10 Retired Codes 
 
Over time, codes may become inappropriate, redundant, or errors may be discovered.  As a 
result, a mechanism must exist to discontinue future use of these codes.  However, because 
products may exist in inventories across the world, the codes must be retained in the database 
for backward compatibility. 
 
To accomplish this goal, a column exists in the Product Description Code database.  This 
“Retired Date” column indicates the date on which ICCBBA recommended the codes no longer 
be used for new products.  Software should be written to recognize these codes, but not assign 
them to newly created products.  It is understood that facilities must be given time to retire 
codes after ICCBBA has made its recommendation. 
 
Below are codes and their definitions that have been retired. 


10.1  Blood Codes 


10.1.1 Class 


Term Definition 


 
LYMPHOCYTES 


A product in which the major cellular component is lymphocytes. 
Unless otherwise specified the product has been obtained from 
Whole Blood. 


 
MONOCYTES 


A product in which the major cellular component is monocytes. 
Unless otherwise specified the product has been obtained from 
Whole Blood. 


  


10.1.2 Attribute 


10.1.2.1  Core Conditions 


Term Definition 
CP2D─AS3/XX/refg E@B0 
CP2DA/450mL/refg E@14 
DMSO/NS/<-80C E@CK 
None/NS/<=-18C E@BD 
None/NS/rt E@BF 
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10.1.2.2 Attributes: Groups 


10.1.3 Attributes:  Variables 


10.1.3.1 Platelet Count Group 


 
Default:  no 
information 


Platelet Count may or may not be 
specified 


Count not encoded Platelet count is provided in eye-
readable form only 


 


10.2 Cellular Therapy Codes 


10.2.1 Class 


Term Definition 


LYMPHOCYTES, 
Apheresis 


Lymphocytes obtained by appropriate manipulation of an 
apheresis collection 


MNC, Apheresis (from 
terminology prior to 2007); 
changed to Mononuclear 
Cells, Apheresis in 2013 


Mononuclear cells obtained by apheresis 


POOLED HPC, Apheresis Pool of multiple HPC Apheresis collections from the same donor 


TC-CTL, Apheresis (Not defined) 


TC-DC, Apheresis (Not defined) 


TC-DC, CORD (Not defined) 


TC-DC, MARROW (Not defined) 


T CELLS, Apheresis T cells obtained by appropriate manipulation of an apheresis 
collection 


T CELLS T cells obtained by appropriate manipulation of a Whole Blood 
collection 


TC-CTL, WHOLE BLOOD (Not defined) 


TC-T, Apheresis (Not defined) 


TC-T, WHOLE BLOOD (Not defined) 


TC-APC A cell product containing antigen presenting cells other than 
dendritic cells.  The product is intended for therapeutic use. 


Term Definition 


Platelet Count Specifies whether additional platelet 
count information is provided. 
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Term Definition 


TC-CTL A cell product containing cytotoxic lymphocytes.  The product is 
intended for therapeutic use. 


TC-DC A cell product containing dendritic cells.  The product is intended 
for therapeutic use. 


TC-INV 


A cell product for an investigational study that is accompanied by 
appropriate identifying study information. The product is intended 
for therapeutic use. 
This class is used for a specific product, not a product that is part 
of a blinded comparison study.  Throughout the study, products 
labeled as TC-INV will be the same product, although the dose 
may vary within a specified range defined by the study. 


TC-MSC A cell product containing mesenchymal stromal cells.  The 
product is intended for therapeutic use. 


TC-NK CELLS A cell product containing natural killer cells.  The product is 
intended for therapeutic use. 


TC-T CELLS A cell product from any source containing a quantified T cell 
population.  The product is intended for therapeutic use. 


TC, TUMOR DERIVED A product containing malignant cells or elements derived from 
them.  The product is intended for therapeutic use. 


TC-TIL 


A cell product containing autologous tumor infiltrating 
lymphocytes (TIL) which have been isolated from the patient’s 
tumor and cultured with lymphokines.  The product is intended 
for therapeutic use. 


TC-T REG CELLS A cell product containing T regulatory lymphocytes.  The product 
is intended for therapeutic use. 
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10.2.2 Modifiers 


10.2.2.1 Bounded Lists and Definitions 


 
Term Definition 


Cryopreserved Applies to cells in the frozen state after the addition of 
cryoprotectant(s). 


Cryopreserved Non-
Mobilized 


Applies to cells that have been obtained from a donor not treated 
with an agent to increase the concentration of the target cell 
population(s) and then frozen after the addition of cryoprotectant.  
[To be used only for HPC, Apheresis or HPC, Whole Blood]. 


Frozen Describes a product in the cryopreserved state at a designated 
temperature 


Heparinized 


Describes a product prepared by adding a variable amount of 
heparin to the anticoagulant before beginning the collection 
procedure, or in which heparin is the sole anticoagulant. 
Processing records should provide a record of the amount of 
heparin used; the label text should specify the amount of heparin 
in the final product. 


Mobilized 


Applies to cells that have been obtained from a donor treated 
with an agent to increase the concentration of the target cell 
population(s) [to be used only for TC, Apheresis or bone 
marrow]. 


Non-Mobilized 


Applies to cells that have been obtained from a donor not treated 
with an agent to increase the concentration of the target cell 
population(s)  [To be used only for HPC, Apheresis or HPC, 
Whole Blood]. 


Pooled, Single Donor Applies to the combination of multiple collections of the same 
product type from the same donor. 


Pooled, Single Donor 
Cryopreserved 


Applies to the combination of multiple collections of the same 
product type from the same donor and then frozen after the 
addition of cryoprotectant.   


Pooled, Single Donor 
Thawed Washed 


Applies to the combination of multiple collections of 
cryopreserved cells from the same donor of the same product 
type that have been thawed and washed to remove 
cryoprotectant or other solution(s). 


Thawed Applies to cryopreserved cells that have been thawed without 
washing prior to final issue for administration. 


Thawed Washed 
Applies to cryopreserved cells that have been thawed and 
subsequently washed to remove cryoprotectant or other 
solution(s). 


Thawed Washed Non-
Mobilized 


Applies to cells that have been obtained from a donor not treated 
with an agent to increase the concentration of the target cell 
population(s) then thawed and subsequently washed to remove 
cryoprotectant or other solution(s).  [To be used only for HPC, 
Apheresis or HPC, Whole Blood]. 


Washed  
Applies to cells from a non-cryopreserved product that have 
been washed to reduce the amount of plasma, anticoagulant, 
and/or other solution(s).  
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10.2.3 Attributes 


10.2.3.1 Core Conditions, First Position 


 
Term Definition 
ACD-A  Acid Citrate Dextrose, Formula A 
ACD-A+10% 
DMSO 


Acid Citrate Dextrose, Formula A – 10% 
Dimethylsulfoxide 


ACD-A + 
Heparin 


Acid Citrate Dextrose, Formula A – 
heparin 


ACD-A + 
Heparin+6% 
HES 


Acid Citrate Dextrose, Formula A – 
heparin – 6% Hydroxyethyl starch 


ACD-A + 
Heparin+6% 
HES + 10% 
DMSO 


Acid Citrate Dextrose, Formula A– 
Heparin – 6% Hydroxyethyl starch – 
10% Dimethylsulfoxide 


CPDA-1 Citrate Phosphate Dextrose Adenine 
CPDA-1+DMSO Citrate Phosphate Dextrose Adenine – 


Dimethylsulfoxide 
CPDA-1+10% 
DMSO+30% 
SSPP+10% 
plasma 


Citrate Phosphate Dextrose Adenine – 
10% Dimethylsulfoxide + 30% Isotonic 
Albumin + 10% plasma 


CPDA-1+10% 
DMSO+0.8% 
HES+1% 
dextran 


Citrate Phosphate Dextrose Adenine – 
10% Dimethylsulfoxide – 8% 
Hydroxyethyl starch + 1% Dextran 


CPD Citrate Phosphate Dextrose 
CPD+Heparin Citrate Phosphate Dextrose – heparin 
DMSO Dimethylsulfoxide 
HES-DMSO Hydroxyethyl starch – Dimethylsulfoxide 
PBS Phosphate Buffered Saline 
PBS+alb+4% 
NaCitrate 


Phosphate Buffered Saline – albumin – 
4% Sodium Citrate 


PBS+alb+4% 
NaCitrate+10% 
DMSO 


Phosphate Buffered Saline – albumin – 
4% Sodium Citrate – 10% 
Dimethylsulfoxide 
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10.2.4 Attributes: Groups 


 
Term Definition 


System Integrity Describes the microbiological integrity 
of the collection/storage system 


Preparation — 
Additional 
Information 


Provides supplementary information 
about the preparation of a product 


Final Product — 
Additional 
Information 


Provides additional information 
regarding the number of containers of 
final product prepared from a collection 


Further Processing Describes additional processing steps 
 


10.2.4.1 Attributes: Variables 


10.2.4.1.1 System Integrity Group 


 
Term Definition 


Default: Closed  


The product has been prepared in 
a closed system and the 
microbiological integrity of the 
system has not been 
compromised. 


Open 


Open System: the system has been 
opened and the microbiological 
integrity may have been 
compromised. 
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10.2.4.1.2 Preparation: Additional Information Group 


 
Term Definition 
Default: no 
preparation 
information 


There is no information about the 
preparation of the product. 


1.25% Albumin 
in saline added 


A product to which 1.25%  albumin 
in saline has been added 


6% HES + 5% 
DMSO 


Moved to Cryoprotectant Attribute 
group 


6% HES+5% 
DMSO-Plasma 
added 


A product to which hydroxyethyl 
starch, dimethylsulfoxide and 
plasma have been added 


10% DMSO Moved to Cryoprotectant Attribute 
group 


Dextran+Albumin 
added 


A product to which dextran and 
albumin have been added 


Donor 
erythrocytes 
added 


A product to which donor 
erythrocytes have been added 


Heparin added A product to which heparin has 
been added 


Plasma added A product to which plasma has 
been added 


Plasma reduced A product from which some of the 
plasma has been removed 


Plasma removed A product from which most of the 
plasma has been removed 
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10.2.4.1.3 Final Product: Additional Information Group 


 
Term Definition 


Default A single container of final product was 
prepared from the collection. 


 1st 
container 


The first of two or more containers holding 
a product prepared from one collection 


2nd 
container 


The second of two or more containers 
holding a product prepared from one 
collection 


3rd 
container  


The third of three or more containers 
holding a product prepared from collection 


4th 
container  


The fourth of four or more containers 
holding a product prepared from one 
collection 


5th 
container 


The fifth of five or more containers holding 
a product prepared from one collection 


6th 
container 


The sixth of six or more containers 
holding a product prepared from one 
collection 


7th 
container 


The seventh of seven or more containers 
holding a product prepared from one 
collection 


8th 
container 


The eighth of eight or more containers 
holding a product prepared from one 
collection 


9th 
container 


The ninth of nine or more containers 
holding a product prepared from one 
collection 


10th 
container 


The tenth of ten or more containers 
holding a product prepared from one 
collection 


11th 
container 


The eleventh of eleven or more containers 
holding a product prepared from one 
collection 


12th 
container 


The twelfth of twelve or more containers 
holding a product prepared from one 
collection 


13th 
container 


The thirteenth of thirteen or more 
containers holding a product prepared 
from one collection 


14th 
container 


The fourteenth of fourteen or more 
containers holding a product prepared 
from one collection 


15th 
container 


The fifteenth of fifteen or more containers 
holding a product prepared from one 
collection 
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Term Definition 


16th 
container 


The sixteenth of sixteen or more 
containers holding a product prepared 
from one collection 


 
 


10.2.4.1.4 Manipulation Group  


 
Term Definition 
AC133-
selected 


The AC133 cell population has been 
selected for by appropriate manipulation 


CD8-
depleted 


The CD8 cell population has been 
reduced by appropriate manipulation. 


CD34-
removed 


The CD34 cell population has been 
reduced by appropriate manipulation. 


Density 
enriched Not defined 


Extensive 
Extensively Manipulated: further positive 
or negative selection of specific fractions 
from a minimally manipulated product 


From buffy 
coat Not defined 


Minimal 


Minimally Manipulated: processed by 
centrifugation and/or density gradient 
fractionation to concentrate the 
mononuclear cell fraction [includes 
depletion of red blood cells and plasma] 


T-cells 
depleted 


T-cells have been removed from the 
product 


Alpha Beta 
T cell 
reduced* 


The cells remaining after the Alpha Beta 
T cells have been reduced. 


Alpha Beta 
T/B cell 
reduced* 


The cells remaining after the Alpha Beta 
T cells and B cells have been reduced. 


B cell 
reduced* 


Cells remaining after B cells have been 
reduced. 


Buffy coat 
enriched** 


Cells remaining after reduction of mature 
erythrocytes and plasma. 


CD4 
enriched** 


Product in which the CD4 cell population 
has been enriched. 


CD8 
reduced* 


Cells remaining after the CD8 cell 
population has been reduced. 


CD34 
enriched** 


Product in which the CD34 cell population 
has been enriched. 


CD56 
enriched** 


Product in which the CD56 cell population 
has been enriched. 


CD133 
enriched** 


A product in which the CD133 cell 
population has been enriched. 
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Term Definition 


Cultured*** 


Cells that have been maintained ex vivo 
to activate, expand, or promote 
development of a specified cell population 
in the presence of specified additive(s). 


Diluted 


A product to which an additional diluent 
(e.g. Concurrent Plasma) has been added 
after collection to reduce cell 
concentration for transit, storage, 
processing, or cryopreservation. 


Monocyte 
enriched** 


Product in which the monocyte cell 
population has been enriched. 


Mono-
nuclear 
cells 
enriched** 


Cells remaining after reduction or 
depletion of mature erythrocytes, 
granulocytes and plasma. 


Plasma 
reduced* 


Cells remaining after a portion of the 
plasma has been depleted by 
sedimentation or centrifugation. 


RBC 
reduced* 


Cells remaining after reduction of mature 
erythrocytes. 


T/B cell 
reduced* 


Cells remaining after T&B cells have been 
reduced. 


T cell 
reduced* 


Cells remaining after T cells have been 
reduced. 


Tumor 
cells 
reduced* 


An identified tumor cell population has 
been reduced. 


 
* These terms were retired from the Manipulation Group and moved into the Reduction 
Group. 
**These terms were retired from the Manipulation Group and moved into the Enrichment 
Group. 
***This term was retired from the Manipulation Group and moved into the Cultured Group. 
 
 


10.2.4.1.5 Further Processing Group 


 
Term Definition 
Default: no 
further 
processing 


(Not defined) 


Volume DMSO 
reduced (Not defined) 
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10.2.4.1.6 Cryoprotectant Group 


 
Term Definition 


DMSO reduced 


The cells were frozen using DMSO 
as a cryoprotective agent that has 
subsequently been partially removed 
using a wash procedure after 
thawing. 


 


10.3  Tissue Codes 


10.3.1 Class  


Term Definition 
EYE, LEFT A left eye removed from its socket. 
EYE, RIGHT A right eye removed from its socket 
SKIN Skin, not specified as to size. 


MENISCI, LEFT 
A single graft consisting of both the 
lateral and medial meniscus 
dissected from the left knee joint. 


MENISCI, 
RIGHT 


A single graft consisting of both the 
lateral and medial meniscus 
dissected from the right knee joint. 


MENISCUS A meniscus. 
MENISCUS, 
LATERAL, 
LEFT 


A lateral meniscus dissected from 
the left knee joint. 


MENISCUS, 
LATERAL, 
RIGHT 


A lateral meniscus dissected from 
the right knee joint. 


MENISCUS, 
MEDIAL, LEFT 


A medial meniscus dissected from 
the left knee joint. 


MENISCUS, 
MEDIAL, 
RIGHT 


A medial meniscus dissected from 
the right knee joint. 


OVARIAN 
TISSUE Fragment of the ovary. 


SKIN, LARGE 
Split thickness skin graft of greater 
than 10cm2 - surface area indicated 
on packaging. 


SKIN, SMALL 
Split thickness skin graft of 10cm2 or 
smaller - surface area indicated on 
packaging. 


TENDON 
A cord or band of tough tissue 
normally found attaching muscle to 
bone. 
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Term Definition 


TENDON, 
ACHILLES, 
LEFT 


An Achilles tendon, attached to the 
bone block from the left calcaneus: at 
least 15 cm in length, including bone 
block. 


TENDON, 
ACHILLES, 
RIGHT 


An Achilles tendon, attached to the 
bone block from the right calcaneus: 
at least 15 cm in length, including 
bone block. 


TENDON, 
PATELLA, 
LEFT 


A patella tendon attached to the 
whole left patella bone and a bone 
block from the left tibia. 


TENDON, 
PATELLA, 
RIGHT 


A patella tendon attached to the 
whole right patella bone and a bone 
block from the right tibia. 


TENDON, 
SEMITENDINO
SUS, LEFT 


A semitendinosus tendon at least 
20cm length, obtained from the left 
leg. 
 


TENDON, 
SEMITENDINO
SUS, RIGHT 


A semitendinosus tendon at least 
20cm length, obtained from the right 
leg. 


TENDON, TOE 
EXTENSOR 


A toe extensor tendon at least 9cm 
length. 
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11 Appendix A 
 


Terminology for Platelet Additive Solutions 
 
Introduction 
Platelet additive solutions (PASs) have been utilized for many years.  However, the variety and 
frequency of use of PASs continues to grow as research reveals formulations that yield 
improved platelet survival, decrease the amount of plasma transfused, and in some cases, allow 
for pathogen inactivation. 
 
There has been no consistent approach to terminology for these additive solutions.  The same 
formulation can have multiple commercial names, and, in some cases, a term may have more 
than one meaning. 
 
Terminology 
To ensure unambiguous labeling of products containing platelet additive solutions, ICCBBA has 
adopted a generic nomenclature (Ashford, et al).  The nomenclature has the format PAS-X, 
where X is an alpha character.  PASs will be defined in terms of their active ingredients. 
Therefore, ingredients common to all, such as Sodium Chloride, are not listed.  Similarly, 
Bicarbonate, that is added to some and is a metabolic end product of others, is not listed.  The 
percentage of plasma utilized and the exact amounts of each ingredient in the PAS are also not 
incorporated into the coding, but may be included as text on the label.  
 
By defining PASs in this generic manner, the system allows 


• Solutions with the same active ingredients from different commercial sources to be 
coded in the same manner 


• Ready expansion as new PASs are developed 
• Standardized, non-proprietary terminology for PASs 
• A common understanding of the ingredients present in a given PAS 


 
Label Text 
Because of different languages and regulations around the world, ISBT 128 does not define 
what text must appear on a blood product label.  Conventions for text terminology on the label 
are best determined at a national level.  The Standard, therefore, does not specify that the text 
used in the database for PASs appear on the label. For example, if a country has been labeling 
products with “PASIII” or “Intersol,” it may continue to do so.  However, it would be equally 
acceptable to use PAS-C as text on the label, and we would encourage this to achieve 
international consistency.   
 
As mentioned above, the percentage of plasma and quantities of each ingredient, as well as 
other information required by regulations, may be included in text on the label. 
 
New PAS Codes and Further Information 
Requests for further information or requests to add additional PAS solutions to the table should 
be sent to the ICCBBA technical director at tech.director@iccbba.org.  
 
Reference Ashford, P. , Gulliksson, H, et al.. Standard Terminology for Platelet Additive 
Solutions. Vox Sanguinis (2010) 98, 577-578. 
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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 the ISBT 128 Standard other than that ICCBBA 
agrees to furnish registered and licensed end-users with the most up-to-date information available. 
Successful implementation of the ISBT 128 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 
ICCBBA's liability is limited to that specified in the ICCBBA License Agreement which is available on 
the ICCBBA Website. Under no circumstances shall ICCBBA's liability exceed the current 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. 
 
ICCBBA manages the ISBT 128 Standard. ICCBBA is not an accrediting organization and is not 
responsible for adherence to the standard, the selection of Product Codes, or product labeling by 
facilities registered for its use. 


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 the Standard. 
 
This Guideline is intended for the use of those implementing ISBT 128, regulatory agencies, and 
software developers and other manufacturers that support end-users. National Guidelines describing 
its use in a particular country may be an additional source of information for the end-user. If such 
Guidelines exist, they must be consulted because there are options in ISBT 128, and country-specific 
information pertaining to the particular use of such options will only be found in such Guidelines. 
 
Any use of this Guideline, 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 is strictly forbidden. 
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1 Introduction 
1.1 Purpose 


The purpose of this document is to assist users and software developers to implement 
Data Matrix two-dimensional (2-D) symbology for delivery of ISBT 128 data structures 
for labeling of medical products of human origin as well as for patient wristbands. 
Labeling includes affixed, attached, and accompanying labeling.  
 


1.2 Scope 
This document provides background information and examples of the use of Data Matrix 
with ISBT 128 data structures. It provides supplementary information only and is 
therefore intended to be used in conjunction with the ISBT 128 Standard Technical 
Specification.  
 


1.3 Intended Audience 
This document is intended for staff (management, laboratory, quality, and information 
technology) of facilities using ISBT 128, software developers, and manufacturers of 
labels for medical products of human origin.  
 


1.4 Normative References 
ISBT 128 Standard Technical Specification (ST-001) 
 
ISO/IEC 16022:2006(E): Information technology—International symbology 
specification—Data Matrix  
 
ISO/IEC 15415:2204 Information technology -- Automatic identification and data capture 
techniques -- Bar code print quality test specification -- Two-dimensional symbols   
 
Knels R, Davis R, Ashford P, et al: Guidelines for the use of RFID technology in 
transfusion medicine. Vox Sang 2010; 98(s2):1-24. 
 


1.5 Other References 
Palmer, RC. The bar code book. Victoria: Trafford Publishing, 2007. 
 
Technical Bulletin 10: Valid and Invalid Bar Codes for Use in ISBT 128 Validations (IG-
013) 
 
Technical Bulletin 8, Specification for ISBT 128 Data Structures to Support the Secure 
Bedside Matching of Patient and Transfusion/Transplant Product Identification (IG-011) 
 


1.6 Background 
Code 128 symbology for linear bar codes was selected as the delivery mechanism for 
ISBT 128 in 1989 because it offered a variety of desirable features including: it was 
alphanumeric; it was widely supported; and it provided high density, flexibility, and high 
data security. As the use of ISBT 128 expanded to patient wristbands, tissues, and 
cellular therapy products, and as the amount of information to be conveyed increased, it 
became necessary to evaluate delivery mechanisms that allowed more information to be 
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encoded in a smaller space. Both two-dimensional (2-D) symbols and Radio Frequency 
Identification (RFID) tags offered this capacity.  
 
Information about the use of RFID is out of the scope of this document. Further 
information may be found in: 
Knels R, Davis R, Ashford P, et al: Guidelines for the use of RFID technology in 
transfusion medicine. Vox Sang 2010; 98(s2):1-24. 
 
There are a number of 2-D symbologies available. Requirements for the selection of a 2-
D symbology for ISBT 128 included:  


 It had to be capable of encoding up to 150 characters. 
 It had to support the full set of characters supported by Code 128 (full US ASCII 


character set). 
 The symbol had to fit on a space of 13 mm x 13 mm. (It was accepted that 2D 


bar codes may not meet the requirements of small containers with even less 
space.)   


 Reed-Solomon error-checking (or equivalent) mechanism had to be supported. 
 


Reading technology (scanners) had to be:  
 Cost-effective 
 Commonly available 
 Available as both handheld devices and fixed devices (found on automated 


testing equipment) 
 Able to read both the selected 2-D bar code and Code 128 
 It could be printed using commonly available printers. 
 The labels had to be readable on a variety of “challenging” surfaces: 


o Curved surfaces, such as a cylindrical vial 13 mm in diameter 
o Irregular surfaces (e.g., frozen product bag) 
o Wet or frosty surfaces (e.g., frozen product bag)  


 
After a careful analysis, Data Matrix (ECC 200) was chosen as the required 2-D symbol 
for ISBT 128 label applications for medical products of human origin. It is also 
recommended for non-label applications. Data Matrix was selected because it best met 
the criteria listed, especially the criterion of density. A 10 mm square Data Matrix symbol 
can encode as much information as five linear bar codes (see Figure 1, Page 8). 
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Figure 1  Comparison of the Size of Data Matrix and Code 128 Symbols 
 
  


Codabar Data Matrix 
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1.7 New in this Version 
Bolded items indicate changes to the ISBT 128 Standard or to guidance provided since 
Version 1.0.0 of this document. Items that are not bolded represent formatting changes to 
the document, additional information not representing changes, or clarifications. 


 
 Chapter, 


Section or 
Table in 
Version 1.0.0 


Chapter, 
Section or 
Table in 
Version 1.1.0 


Change Rationale 


1 Throughout Throughout Updated examples and text to 
reflect new cellular therapy 
terminology 


CTCLAG 
approve 
changes to 
move away from 
use of 
“Therapeutic 
Cells” (TC). 


2 2.4 2.4 The term “Eye Readable Text” 
has been changed to “Data 
Content Text” 


The term “Eye 
Readable” had a 
different meaning 
outside of ISBT 
128. The new 
term is therefore 
less confusing. 
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2 Use of Data Matrix with ISBT 128
 


2.1 Specifications for the Use of Data Matrix with ISBT 128 


2.1.1 General Requirements 


Data Matrix (ECC 200) shall be used as the 2-D symbology for ISBT 128 labels. 
The ISO/IEC 16022 Information technology—International symbology 
specification—Data Matrix shall be followed. 
 
For applications of ISBT 128 other than labels Data Matrix is recommended.  


2.1.2 Symbol Quality 


As described in ISO/IEC 15415, print quality shall be 1.5/6/670 where 1.5 is the 
overall quality, 6 is the measuring aperture reference number (corresponding to a 
0.15 mm diameter aperture) and 670 is the peak response wave length in 
nanometers. A 1.5 corresponds to a C grade in ANSI standard X3.182 – 1990. 


2.1.3 Symbol Dimensions 


X dimension: As large an X dimension as practical should be used, with a 
minimum nominal X dimension of 0.25 mm and a maximum nominal X dimension 
of 1 mm. 
 
Finder pattern: The width of the finder pattern shall equal X. 
 
Alignment pattern: The width of the alignment pattern shall equal 2X. 
 
Quiet zone: The minimum quiet zone is equal to X on all four sides. For 
applications with moderate to excessive reflected noise in close proximity to the 
symbol, a quiet zone of 2X to 4X is recommended. 


 


2.2 Scanners 
Data Matrix symbols must be read using an imaging scanner. These scanners create an 
image of the symbol and then decode the message from the image. While all imaging 
scanners can also read linear bar codes, the reverse is not true. That is, not all scanners 
that can read linear bar codes can read 2-D bar codes. Therefore, facilities may have to 
invest in new scanners in order to read Data Matrix symbols. 
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2.3 Encoding Information 
Because Data Matrix allows up to 2335 alphanumeric characters or 3116 numeric 
characters to be encoded, information from multiple data structures can be encoded into 
a single symbol. This is accomplished through the use of the Compound Message [Data 
Structure 023]. Details for use of this structure may be found in the ISBT 128 Standard 
Technical Specification. Its structure is: 
 


=+aabbb 
 
Where: 
 
=+ is the data identifier 


 
aa is the number of ISBT 128 data structures that follow; 
 
bbb is either: 
 
 a three digit number referencing an entry in an ICCBBA maintained table that defines 


the content of this structured compound message (see ISBT 128 Standard Technical 
Specification). 
 


 all zeros – indicating this is an undefined message, i.e. only the number of data 
structures is identified, but not what each one is;  


 
Data structures shall be combined with no intervening characters in the order shown on 
Table RT017 for the structured message selected, and each data structure shall begin 
with its data identifier characters. 
 
Any ICCBBA-defined data structure (but not nationally or locally defined data structures) 
may be included. 


 
ICCBBA structured compound messages are defined in Table W2, Structured 
Compound Messages (RT017) found on the ICCBBA Website. Requests for additional 
entries should be submitted to the ICCBBA office (tech.director@iccbba.org).  
 
Unstructured messages should ONLY be used where there is not an appropriate 
structured message and there is good reason why a structured message should not be 
created. Unstructured messages should be used when a message structure is needed 
only temporarily (will only be used once or a few times). If there is any uncertainty 
whether a structured message should be created, the user should contact the ICCBBA 
office. 
   
For example: 


 
A compound message using defined structured message 003 from Table RT017 
(Donation Identification Number [Data Structure 001], Blood Group [Data Structure 002], 
Product Code [Data Structure 003], and Expiration Date and Time [Data Structure 005]) 
would look like: 


 
=+04003=A99990612345600=%5100=<E0001000&>0060252359 


 







Use of Data Matrix Symbols with ISBT 128, v. 1.1.0   12 
 


© 2013 ICCBBA, All Rights Reserved   www.iccbba.org   


where 
 
=+04003 identifies this as a compound message of four data structures using the format 
defined for structured message type 003 (from Table RT017)  


 
=A99990612345600 is the donation identification number data structure 
 
=%5100 is the blood group code data structure 
 
=<E0001000 is the product code data structure 
 
&>0060252359 is the expiration date and time data structure 
 
 
An example of an undefined message is: 
 
=+03000=A99990612345600=%5100&(N0001 
 
where 
 
=+03000 identifies this as an undefined message structure containing three ISBT 128 
data structures. The three following data structures have to be parsed and identified on 
the basis of their data identifiers. 
 
In this case the three data structures encoded are Donation Identification Number [Data 
Structure 001], Blood Group Code [Data Structure 002], and Special Testing (general) 
[Data Structure 010]. 


 


2.4 Affixed Labels 


2.4.1 Text Terminology 


There are three types of text for ISBT 128 labels: 
 


 Data content text: The eye-readable representation of the data characters in 
a bar code printed left justified immediately below the bar code. Data content 
text is used routinely with linear bar codes. For two-dimensional symbols, 
data content text is generally only present for the Donation Identification 
Number and Product Code. 


 
 Bar code text: The interpretation of the data content of the bar code. 


 
 Additional text: All other information on the label that is not associated with a 


bar code. 
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Figure 2  Text Terminology 


 
 


 
 
 
 
 
 


 
 
 
 
 
 
 
 
 
 
 
 


2.4.2 Data Content Text 


Because there is so much information in such a small symbol, it is not possible to 
include corresponding data content text beneath each symbol as is required for 
linear bar codes. Further, it is not practical to manually enter the various codes 
within a compound message.  It is more practical to enter bar code text (that is, is 
it more practical to enter “A, RhD positive” than to enter the code “6200”). To 
support traceability, the Donation Identification Number and Product Code (both 
the product description code with the division/pack codes) shall be present in 
data content text. If Product Divisions [Data Structure 032] is used, it, too, shall 
be included in the data content text. 


 
 


Figure 3  2-D Symbol with Minimum Data Content 


  
 
 
 
 
 
 


 


2.4.3 Bar Code Text 


There may be insufficient space on the affixed label for all the associated bar 
code text to be displayed. In this case, some text may appear on attached or 
accompanying documentation provided that adequate controls are in place to 
ensure correct matching of this documentation to the labeled unit and that local 
regulations permit this.  


Data Matrix symbol includes 
DIN, Blood Group, Product 
Code, Expiration Date, and 
Collection Date.  Data content 
text includes only DIN and 
Product Code.   


Data content text 
corresponding to data 
content of symbol 


Bar code text 


Additional 
text 
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2.4.4 Small Label Examples 


Data Matrix symbols are ideal when small labels must be used because the 
product container is small; there is a great deal of information that must be 
carried on the label; or the symbol is to be used on a patient wristband.  


 
Figure 4  "Fold Over" Cellular Therapy Vertical Label 


 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 


Figure 5  “Fold Over” Cellular Therapy Horizontal Label 


 
 
 
 
 
 
 
 
 
 


Figure 6  Tissue Product Label 
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2.4.5 100 mm x 100 mm Affixed Labels 


Users may find it more efficient to scan a single 2-D bar code rather than multiple 
linear bar codes. For this reason, an additional 2-D bar code may be placed on a 
100 mm x 100 mm ISBT 128 label.  
 
The 2-D symbol is placed in the lower right quadrant of the label (see Figure 7). 
At a minimum, the 2-D symbol shall contain the same information as the required 
linear bar codes. 
 
Information encoded in optional linear bar codes present on the product label 
should also be included in the 2-D bar code. Appropriate control mechanisms 
shall be in place to ensure that all the information on the label (linear bar codes, 
2-D bar codes, and text) is consistent. 
 
For blood products, linear bar codes must still be present on the label (see Figure 
7). Labels for other medical products of human origin may use either linear or 2-
D symbols or both.  
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   Figure 7  100 mm x 100 mm Blood Label 


 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 


Figure 8  100 mm x 100 mm Cellular Therapy Product Label 


  
 


  







Use of Data Matrix Symbols with ISBT 128, v. 1.1.0   17 
 


© 2013 ICCBBA, All Rights Reserved   www.iccbba.org   


2.5 Attached or Accompanying Labeling  
Some ISBT 128 data structures, such as the Infectious Marker [Data Structure 027], are 
not intended to be used on affixed product labels. Additionally, some product containers 
are too small to include all the information needed to ensure patient safety. Data Matrix 
symbols can be used to encode such information into a machine-readable format on the 
accompanying or attached documents. This can be done most simply by printing a label 
on a standard label printer and affixing it to the document(s). Alternatively, software can 
be created to print forms with the appropriate 2-D symbols. 
 
Mechanisms must be in place to ensure such labeling is attached to the correct product.  
It is strongly recommended that the DIN be included in all messages. 
   


2.6 Patient Wristbands 
Data Matrix symbols are particularly useful on patient wristbands where curvature 
creates a problem for reading linear bar codes. ISBT 128 has data structures for Patient 
ID [Data Structure 025] and Patient Date of Birth [Data Structure 024] which are 
intended for use on patient wristbands. Technical Bulletin 8, Specification for ISBT 128 
Data Structures to Support the Secure Bedside Matching of Patient and 
Transfusion/Transplant Product Identification describes how ISBT 128 data structures 
can be used to increase patient safety. 
 
 


Figure 9  Patient Wristband 
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3 Example Messages and Symbols 
 
ICCBBA provides sample symbols for use in validation in Technical Bulletin 10 Valid and Invalid 
Bar Codes for use in ISBT 128 Validations, which may be found on the ICCBBA Website 
(www.iccbba.org). 
 


3.1 Example 1 
The Data Structures desired in a compound message are: 
 
 Donation Identification Number [Data Structure 001] 
 Blood Group [Data Structure 002] 
 Product Code [Data Structure 003] 
 Expiration Date and Time [Data Structure 005] 
 Special Testing: Red Cell Antigen – General  [Data Structure 012] 


 
Per Table W2  Data Structure 023  Structured Compound Messages [RT017] on the 
ICCBBA Website this is a standard compound message: 010. 


 
Table 1  Excerpt from RT017 


010 05 001;002;003;005;012Donation Identification Number [001];Blood Group 
[002];Product Code [003];Expiration Date and Time 
[005];Special Testing: Red Cell Antigen – General  
[012] 


 
 


The message desired is: 
 


Data Structure Information to transfer Data Identifier and Code 
Donation Identification 
Number 


W00001012345621 =W00001012345621 


Blood Group A, Rh Positive =%6200 
Product Code RED BLOOD 


CELLS|CP2D>AS3/500mL/refg 
from a volunteer blood donor, 
undivided. 


=<E0366V00 


Expiration Date and Time 31 JAN 2010, 23:59 &>0100312359 
Special Testing: Red Cell 
Antigen General 


C+, c-, E-, e+ =\699999999999999999 
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A compound message with this data would be: 


 
Data Characters Meaning of Data Characters 
=+ Data identifier 
05 There are five data structures in the message 
010 This is standard message 010 from Table RT017 
=W00001012345621 Data identifier and data content for DIN 
=%6200 A, Rh Positive 
=<E0366V00 E0336V00 
&>0100312359 31 JAN 2010, 23:59 
=\699999999999999999 C+, c-, E-, e+ 


 
The data string would therefore be: 
 
=+05010=W00001012345621=%6200=<E0366V00&>0100312359=\699999999999999
999 
 
 
The Data Matrix symbol would be:  
 


 
This symbol, created with an X dimension of approximately 0.3 mm, is 8 mm square. 


 


3.2 Example 2 
The Data Structures desired in the compound message are: 
 
 Donation Identification Number [Data Structure 001] 
 Blood Group [Data Structure 002] 
 Product Code [Data Structure 003] 
 Expiration Date and Time [Data Structure 005] 
 Special Testing: General  [Data Structure 010] 
 
Per Table W2  Data Structure 023  Structured Compound Messages [RT017] on the 
ICCBBA Website, this is a standard compound message: 009. 
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Table 2  Excerpt from RT017 


009 05 001;002;003;005;010 Donation Identification Number [001];Blood Group 
[002];Product Code [003];Expiration Date and Time 
[005];Special Testing General [010] 


 
The message desired is: 


 
Data Structure Information to transfer Data Identifier and Code 
Donation Identification 
Number 


W0000 10 123356 00 =W00001012335600 


Blood Group A, Rh Negative =%0600 
Product Code Apheresis PLATELETS|ACD-


A/XX/20-
24C|Irradiated|ResLeu:<1E6 
from a volunteer blood donor, 
undivided. 


=<E3929V00 


Expiration Date and Time 12 JAN 2010, 23:59 &>0100122359 
Special Testing: General CMV Seronegative &(N0008 


 
A compound message with this data would be: 


 
Data Characters Meaning of Data Characters 
=+ Data identifier 
05 There are five data structures in the message 
009 This is standard message 009 from Table RT017 
=W00001012335600 Data identifier and data content for DIN 
=%0600 A, Rh Negative 
=< E3929V00 E3929V00 
&>0100122359 12 JAN 2010, 23:59 
&(N0008 CMV seronegative 


 
The data string would therefore be: 
 
=+05009=W00001012335600=%0600=<E3929V00&>0100122359&(N0008 
 
 
 
The Data Matrix symbol would be:  
 
 
 
This symbol, created with an X dimension of approximately 0.3 mm, is 8 mm square. 
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3.3 Additional Examples of Data Matrix Symbols 
Compound Message 001:  Donation Identification Number [Data Structure 
001];Product Code [Data Structure 003] 


 
Data Structure Information to transfer Data Identifier and Code 
Donation Identification 
Number 


W00001022335624 =W00001022335624 


Product Code Apheresis FRESH FROZEN 
PLASMA|ACD-A/XX/<-25C 
from a volunteer blood donor, 
undivided. 


=<E3893V00 


 
Data String: =+02001=W00001022335624=<E3893V00 
 
 
 
Symbol:  


 
 


 
 
Compound Message 002: Donation Identification Number [Data Structure 001];Blood 
Group [Data Structure 002] 


 
Data Structure Information to transfer Data Identifier and Code 
Donation 
Identification Number 


W00001031335600 =W00001031335600 


Blood Group B, Rh Negative =%1700 
 
 


Data String: =+02002=W00001031335600=%1700 
 
 
 
Symbol:  
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Compound Message 003: Donation Identification Number [Data Structure 001];Blood 
Group [Data Structure 002];Product Code [Data Structure 003];Expiration Date and 
Time [Data Structure 005] 


 
Data Structure Information to transfer Data Identifier and Code 
Donation 
Identification Number 


W00001072335600 =W00001072335600 


Blood Group AB, Rh Negative =%2800 
Product Code RED BLOOD 


CELLS|CPD>AS5/450mL/refg, 
Volunteer donor, undivided 


=<E0385V00 


Expiration Date and 
time 


03 JUL 2010, 23:59 &>0101842359 


 
Data String: =+04003=W00001072335600=%2800=<E0385V00&>0101842359 
 
                 
 
Symbol:  


 
 
 


 
Compound Message 004: Donation Identification Number [Data Structure 
001];Product Code [Data Structure 003];Expiration Date and Time [Data Structure 
005] 


 
Data Structure Information to transfer Data Identifier and Code 
Donation Identification 
Number 


W00001072335700 =W00001072335700 


Product Code RED BLOOD 
CELLS|CPD>AS5/450mL/refg,
Volunteer donor, undivided 


=<E0385V00 


Expiration Date and 
Time 


08 JUL 2010, 23:59 &>0101892359 


 
Data String: =+03004=W00001072335700=<E0385V00&>0101892359 
                 
 
                 
Symbol:  
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Compound Message 006: Patient Birth Date Bar Code [Data Structure 024];Patient 
Hospital ID Number [Data Structure 025] 


 
Data Structure Information to transfer Data Identifier and Code 
Patient Date of Birth 03 JAN 1943 taken from the 


patient wristband 
=#0119430103 


Patient Hospital ID 
Number 


AB12345691 &#0110AB12345691 


 
Data String: =+02006=#0119430103&#0110AB12345691 
                      
                  
 
Symbol:  


 
 
 
 


Undefined Message (000): Donation Identification Number [Data Structure 
001];Production Date and Time [Data Structure 009] 


 
Data Structure Information to transfer Data Identifier and Code 
Donation Identification 
Number 


W00001072335900 =W00001072335900 


Production date and 
time 


1 April 2010 15:15 &}0100911515 


 
 


Data String: =+02000=W00001072335900&}0100911515 
                      
                   
 
Symbol:  


 
 
 
 


Additional examples of 2-D labels which may be used for validation are found in 
Technical Bulletin 10: Valid and Invalid Bar Codes for Use in ISBT 128 Validations, 
2009. This document may be found on the ICCBBA Website. 
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4 Notes for Software Developers 
 
Software should be written to ensure that the full data string matches the information that should 
be present according to the first 5 characters of the compound message data structure (i.e., the 
number of data structures which should be present and which data structures they are) and 
Table RT017. Additionally when the source of the information is identified using Table RT018 
[Data Structures 024 and 025], the software should confirm that there is consistency (i.e., both 
data structures identify the same source).  
 
Once verification is complete, the data string can be parsed into its individual data structure 
elements and handled in the same way as the corresponding linear bar code entry. In this way 
software can operate independently of the input format and products labeled with linear and 2-D 
codes can be handled simultaneously. 
 
Each data structure in the string should be verified individually in the same way that their linear 
counterparts are verified. 
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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 
ICCBBA's liability is limited to that specified in the ICCBBA License Agreement which is available on 
the ICCBBA Website.  Under no circumstances shall ICCBBA's liability exceed the current 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. 
 
ICCBBA manages the ISBT 128 Standard.  ICCBBA is not an accrediting organization and is not 
responsible for adherence to the standard, the selection of Product Codes, or product labeling by 
facilities registered for its use. 
 
 


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 Guideline is intended for the use of those implementing ISBT 128, regulatory agencies, and 
software developers and other manufacturers that support end-users.  National Guidelines describing 
its use in a particular country may be an additional source of information for the end-user. If such 
Guidelines exist, they must be consulted because there are options in ISBT 128, and country-specific 
information pertaining to the particular use of such options will only be found in such Guidelines. 
 
Any use of this Guideline, 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 is strictly forbidden. 
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1 Introduction 


1.1 Purpose 


The purpose of this document is to provide guidance in the use of Product Divisions 
[Data Structure 032] so that software may be developed to support it.     


1.2 Scope 


This document is a guidance document to be used in conjunction with the ISBT 128 
Standard Technical Specification.  It provides information about the format and use of 
the Product Divisions [Data Structure 032] when used in conjunction with the Product 
Code [Data Structure 003].  Additionally, it provides some guidance for software 
developers in creating software that utilizes this data structure. 
 
Because the use of the Product Divisions [Data Structure 032] is currently restricted to 
cellular therapy products, this document discusses only cellular therapy coding and 
labeling.   
 
The use of the Product Divisions data structure in conjunction with the Processor 
Product Identification Code [Data Structure 034] is discussed in Implementation Guide: 
Coding and Labeling of Medical Devices Using ISBT I28. 


1.3 Intended Audience 


This document is intended for staff (management, laboratory, quality, validation and 
information technology) of facilities using ISBT 128 and software developers.  This data 
structure is initially intended for cellular therapy facilities only; however there have been 
comments from blood bank users that the data structure might be useful for blood 
labeling.  For that reason, blood bank users may also find this document of interest. 


1.4 Normative Reference 


ISBT 128 Standard Technical Specification (ST-001) 


1.5 Other References 


Implementation Guide: Use of Product Code [Data Structure 003] - Cellular Therapy (IG-
022) 
Implementation Guide: Use of Data Matrix Symbols with ISBT 128 (IG-014) 
Implementation Guide: Coding and Labeling of Medical Devices Using ISBT I28 (IG-030) 
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1.6 Background 


The Product Code [Data Structure 003] encodes the number of divisions of a product.   
 
• For blood and cellular therapy Product Description Codes, it allows up to 26 first 


level divisions and 26 second level divisions.  This is accomplished using a two 
character code in the 7th and 8th positions of the Product Code (see 2.1 and ISBT 
128 Standard Technical Specification for details).  Supporting 26 first and second 
level divisions has not been adequate for cellular therapy products.  Therefore a 
new mechanism for encoding more than 26 divisions at each level was needed.  


 
For blood, the number of divisions at each level is adequate, however some users 
have indicated a third level of division would be useful.  That is, these users have 
indicated a need to support the situation in which blood products are divided first 
into large aliquots, then into smaller aliquots, and finally into syringe aliquots, to 
accommodate pediatric transfusion.  While Data Structure 032 would meet this 
need, at this time the Technical Advisory Groups for blood have not voted to utilize 
this data structure for blood components.  
  


• For other products (tissue, ocular tissue, reproductive tissue, organs, and human 
milk), the Product Code Data Structure allows up to 999 divisions, which is currently 
adequate. 


 


1.7 Implementation Time Line 
Because this data structure becomes part of the unique identification of a product, 
implementation of the data structure must be coordinated so that computer systems of 
facilities receiving the product are able to scan and interpret the codes. Therefore, this 
data structure shall not be used for cellular therapy products in general distribution at 
this time. Technical Advisory Groups will determine when it is acceptable to use it for 
labeling products and the rules for its use (e.g., 2-D bar code). This document will be 
updated when the decision has been made. At this time, it is presented for the benefit of 
software developers to update software to support its use. 
 
The data structure may be used sooner if: 
• A product will remain in a facility.  
• There is an agreement between supplier and receiver of a product to utilize this data 


structure sooner. 
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2  Data Structures 
The Product Divisions Data Structure must be used in conjunction with the Product Code [Data 
Structure 003].  Therefore, information about both of these data structures is included in this 
section. 


2.1 Product Code [Data Structure 003] 


Purpose: Data Structure 003 shall: 
• identify a product intended for human use according to the ISBT 128 


scheme of Class, Modifier, and Attribute(s) 
• optionally encode information about the type of donation or collection, 


and  
• encode whether or not the product has been divided 


 
Structure: =<αooootds 


 


Element Length Type 


= 1 data identifier, first character 


< 1 data identifier, second character 


α 1 alphabetic {A–Z} 


oooo 4 numeric {0–9} 


t 1 
alphanumeric {A–Z; a–z; 0–9} 
(depends on value of α, see below) 


d 1 
alphanumeric {A–Z; 0–9}, (depends on 
value of α, see below) 


s 1 
alphanumeric {a–z; 0–9} (depends on 
value of α, see below) 


 
The eight (8)-character data content string, αooootds shall be encoded and interpreted 
as follows. 


 
αoooo  shall specify the Product Description Code and shall be 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. 


 
α shall specify the category of products.  The full list of α values is 
found in the ISBT 128 Standard Technical Specification.  Because 
the use of the Product Divisions Data Structure is currently 
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restricted to cellular therapy products, this document describes 
coding pertaining only to cellular therapy products.  


 
• S – cellular therapy products  
• A-D – national or local codes (see below). 


 
oooo shall be interpreted through reference to the Product 
Description Code database 
 


A-D National or Local Codes 
 
The block of Product Description Codes A0000-D9999 shall be reserved for use as 
nationally or facility defined Product Description Codes. There shall be no international 
interpretation associated with these values.  See ISBT 128 Standard Technical 
Specification for more information on the use of these codes. 
  
The encoding and interpretation of tds shall depend upon the value of α.  
 
The scope of this document is limited to cellular therapy products, where α is S.  For 
information about other values of α, see the ISBT 128 Standard Technical Specification. 
 
If α is S, then: 


 
t  shall specify the type of donation and shall be encoded and interpreted by 


reference to Table RT008 in the ISBT 128 Standard Technical 
Specification. 
 


ds shall specify information as to whether the unit has been divided.  
 
• If the unit has not been divided, ds shall be set to the default value of 


00 (zero, zero). 
 


• If the Product Divisions [Data Structure 032] is used, ds shall be set to 
99.    Software shall require that when a 99 appears in positions 7 and 
8 of the Product Code [Data Structure 003], the Divisions Data 
Structure shall be scanned and recorded. 


 
• If divisions are encoded in the Product Code: 


 
d  shall encode the first level division. First level divisions (up 


to 26) of the primary collection shall be encoded using 
capital letters 
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s  shall encode the second level division. Second level 
subdivisions (up to 26) shall be encoded using lower-case 
letters 


 
Note: Divisions need not be equal and this nomenclature does 
not require this. 


 
Note:  Until the Product Divisions [Data Structure 032] is implemented if α is S, d 
and s may be used to uniquely identify divisions without regard to hierarchal 
level. Facilities utilizing this option shall ensure that each product is uniquely 
identified (i.e., multiple products with the same DIN and Product Description 
Code shall have a unique division code). 
 


Figure 1  Product Code [Data Structure 003] for Blood and Cellular Products 


 


 


 


 


 


 


 
 


Division Code 
 
Units made by the division of a single container of a product into two or more parts that 
are identical (at the time of division) except for volume are called “divided units.” Such 
units have the same Donation Identification Number and may have the same first six 
data characters of the eight-digit Product Code. The purpose of data characters seven 
and eight is to provide a mechanism to distinguish each part (division) uniquely for 
tracking purposes.  
 
The (undivided) primary collection will be encoded “00” (two zeros); this is the default 
value.  
 
First level divisions are encoded by the left-most of the two alphanumeric characters 
“ds”. The system provides for 26 first level divisions of the primary collection using 
capital letters followed by a zero, that is, “A0,” “B0,” “C0,” “D0,” “E0,” “F0,” etc.  
 
Second level divisions (up to 26) will be encoded using the letter of the first level division 
followed by a lower-case letter indicating the subdivision, for example: “A0” would be 
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subdivided as “Aa,” “Ab,” “Ac,” etc. “B0” would be subdivided as “Ba,” “Bb,” “Bc,” etc.   
See Figure 2 and, for further examples, Implementation Guide, Use of Product Code 
[Data Structure 003], Cellular Therapy. 
 
If more than 26 divisions are needed, ds shall be encoded as “99” indicating division 
information is encoded into the Product Divisions [Data Structure 032]. 
 


Figure 2  First and Second Level Divisions for Data Structure 003 
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2.2 Product Divisions [Data Structure 032]  


Purpose:  To allow encoding divisions of a product greater than 26 first level divisions 
and 26 second level divisions. 
 
Date of implementation:  
 
When used in conjunction with Data Structure 003: Because this data structure 
becomes part of the unique identification of a product, implementation of the data 
structure must be coordinated so that computer systems of facilities receiving the 
product are able to scan and interpret the codes. Therefore, this data structure shall 
not be used for cellular therapy product in general distribution at this time. 
Technical Advisory Groups will determine when it is acceptable to use it for labeling 
products and the rules for its use (e.g., 2-D bar code). This document will be updated 
when the decision has been made. At this time, it is presented for the benefit of software 
developers to update software to support its use. 
 
The data structure may be used sooner for cellular therapy products if: 


• A product will remain in a facility  
• There is an agreement between supplier and receiver of a product to utilize this 


data structure sooner  
 


Structure:  =,dddddd 
 


Element Length Type 
= 1  Data identifier, first character 
, 1 Data identifier, second character 
dddddd 6 Alphanumeric (A-Z, 0-9) 


 
The six character data content string dddddd shall be encoded and interpreted as 
follows: 


 
dddddd  shall specify the division code 


 
The division code allows for a high level of flexibility.  Digits shall be used 
where a single level of divisions is required (allowing up to 999,999 
divisions).  If it is desirable to show levels of divisions (to allow for divisions 
of divisions), alpha characters shall be used.  In this situation, the six 
character field may be split into three pairs, each allowing AA through to 
ZZ.  This provides up to three levels of division.    
 


When the Divisions Data Structure is used, “99” shall appear in the 7th and 8th positions 
of the Product Code [Data Structure 003].  See Section 2.  The Divisions Data Structure, 
when used, is essential for traceability.  Software shall require that when a 99 appears in 
positions 7 and 8 of the Product Code [Data Structure 003], the Divisions Data Structure 
shall be scanned and recorded.  If manual records are maintained, the Divisions Code 
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shall be recorded along with the Donation Identification Number and the Product Code 
for all records needed for traceability. 


Each Product Divisions code shall be unique for a given Product Code and DIN.   
 
 


Figure 3  Division Code in Product Code when Data Structure 032 is Used 
 
 
 
 
 
 
 
 
 
 
 
 
 
  


“99” in the 7th and 8th 
positions of the 
Product Code [Data 
Structure 003] 
indicate the Product 
Divisions [Data 
Structure 032] is 
used 
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3 Usage 


3.1 Coding Divisions 


The Product Divisions Data Structure allows for a high level of flexibility in coding of 
divisions. 


3.1.1 Single Level of Divisions 


Digits will be used where a simple single level of divisions is required:  
000001 to 999999 should be used. 


3.1.2 Hierarchal Levels of Divisions 


To support hierarchal levels of divisions (to allow for divisions of divisions), 
alpha characters should be used.  The six character field will be split into 
three pairs, each allowing AA through to ZZ.     


 
The first level divisions are identified by changing the first two characters of 
the six character code from 00 to letters (AA to ZZ):  First, the first position 
changes to an A, with the second position changing from A through Z. 


 
AA0000 
AB0000 
AC0000 
Through AZ0000 
 
Then, if more than 26 first level divisions are needed, the first position 
changes to B, with the second position changing from A through Z. 
 
BA0000 
BB0000 
BC0000 
Through BZ0000 
 
If additional first level divisions are needed, the first position goes from C 
through Z.  The last group of first level division codes, if all possibilities are 
used, is: 
 
ZX0000 
ZY0000 
ZZ0000 







Implementation Guide Use of the Product Divisions [Data Structure 032] v1.0.0  13 
 


© 2013 ICCBBA, All rights reserved  www.iccbba.org 


Each of these divisions may be divided again (second level division) by 
changing the second pair of character to letters in the same way (AA to ZZ).  
For example, AA0000 may be divided up to 676 times: 


 
AAAA00 
AAAB00 
AAAC00 
 
Through AAAZ00 
 
Then, 
AABA00 
AABB00 
AABC00 
Through AABZ00 
 
Up to 
AAZX00 
AAZY00 
AAZZ00 
 
Finally, each of the second level divisions can be divided again up to 676 
times (third level division) by changing the third pair of characters to letters 
(AA to ZZ).  For example, the division labeled AAAA00 may be divided 
again: 
 
AAAAAA 
AAAAAB 
AAAAAC 
Through: 
AAAAAZ 
 
Then: 
AAAABA 
AAAABB 
AAAABC 
Through: 
AAAABZ 
 
Up to: 
AAAAZX 
AAAAZY 
AAAAZZ 
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There are 676 possible divisions at each of the three division levels.  This 
enables 308,915,776 unique product division codes.
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Figure 4  Illustration of Division Codes Used with Product Divisions Data Structure 
 
 


First Level Divisions 
Encoded Using First Pair 
of Division Codes 


Second Level Divisions 
Encoded Using Second 
Pair of Division Codes 


Third Level Divisions 
Encoded Using Third Pair 
of Division Codes 


Division 
Code 


00 00 00


Division 
Code 


AA 00 00


Division 
Code 


AB 00 00


Division 
Code 


AC 00 00
Division 
Code 


ZX 00 00


Division 
Code 


ZY 00 00


Division 
Code 


ZZ 00 00


670 Additional First Level 
Divisions-- Products, Assigned 
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3.2 Uniqueness and Traceability 


3.2.1 Data Structures Required for Product Uniqueness 


This Divisions Data Structure, along with the Donation Identification 
Number (DIN) and Product Code, is one of the elements required for 
unique identification of the product.  These identifiers are required for 
traceability and must be recorded in all records (manual or automated) 
needed for traceability. 


3.2.2 Uniqueness for a given Product Code 


The Divisions Code must be unique for any given Product Code with the 
same DIN.  That is, for the DIN A9995 13 123456 and the Product 
Description Code S1122 (HPC, MARROW|NS/XX/<=-150C|10% 
DMSO|Cryopreserved), the Division Code AA0000 can only be assigned to 
one product.  Systems (manual or automated) must be designed to support 
this requirement for uniqueness. 


3.2.3 Subsequent Processing of Products that Carry a Division 
Code  


When a product labeled with a Product Divisions code is further modified, 
the division code must carry through to the modified product as illustrated in 
Figure 5.  For example: 
 
Starting Product:   
Donation Identification Number:  A9999 13 123789 
Product Code:  S1561499 (HPC, MARROW|Citrate/XX/rt|Plasma reduced 
from a designated donor, with code indicating the Divisions Data Structure 
is used) 
Product Divisions Code:  AB 00 00 
 
This product is subsequently modified by adding a product from a third 
party donor and other additives.  It is then cryopreserved using 5% DMSO.  
The new information for the modified product would be: 
 
Donation Identification Number:  A9999 13 123789 
Product Code:  S1563499 (HPC, MARROW|Citrate/XX/<=-150C|5% 
DMSO|3rd Party Comp:Yes|Other Additives:Yes|Cryopreserved) 
Product Divisions Code:  AB 00 00 
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Figure 5  Correct Labeling of Modified Products 
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If the Product Divisions Code is not associated with the new, modified 
product (S1563), then a product from another aliquot (e.g., AC 00 00) could 
end up with the same DIN and Product Description Code.  This can be 
seen in Figure 6 where the products resulting from modifying aliquots AA 
00 00 and AB 00 00 have the same DIN and Product Code. 
 


Figure 6  Incorrect Labeling of Modified Product 
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3.3 Labels 


It is recommended that this data structure be used in conjunction with a 2-D bar code to 
ensure that the information is encoded and scanned by the receiving facility.  Information 
about the use of the 2-D bar code and how data is encoded within it may be found in the 
document Implementation Guide, Use of Data Matrix Symbols with ISBT 128. 
 
100 mm x 100 mm label:  If linear bar codes are used, the new linear bar code would go 
beneath the current product code bar code to encourage scanning of both codes when 
“99” appears in Data Structure 003 (see example below).  Bar code height will likely 
need to be reduced, but should be at least 15% of the length of the bar code. 
 
It is expected that the bar code text on the product label (see last line of text in the lower 
left quadrant in Figure 7) would include only the significant digits of the division code.  
That is, the label text for 000002 would be 2.   Similarly, label text for the division code 
AC AA 00 would be AC AA.   


 


Figure 7  100 mm x 100 mm Label 
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Divisions Data Structure 
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Small labels:  It is likely only a 2-D bar code would be used and thus a different 
label design is not needed.  The data content of the Product Divisions Data 
Structure must appear in text, along with the DIN and Product Code, because it is 
required for traceability. 


 


Figure 8  Small Product Label with 2-D Bar Code 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 


In Figure 8 the data content text of Data Structure 032 includes only the significant 
characters.  If the bar code cannot be scanned for some reason, the information 
from Data Structure 032 may be entered using a keyboard and zeroes will have to 
be entered for non-significant figures if required by the software.  With a linear bar 
code, the full data content is shown just beneath the bar code in small print as 
shown in Figure 9. 
 


Figure 9  Data Content Text Beneath a Linear Bar Code 
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4 Software Developers 


4.1 Traceability 


When used with Data Structure 003, “ds” shall be set to 99 to indicate that division 
values are carried in the new data structure.  Currently, the only numerical values 
allowed in “ds” are 00.  When “ds” is set to 99, three data structures (DIN, Product Code, 
and Division Code) are required to uniquely identify the product.  While it is 
recommended that a 2-D data structure be used whenever the Divisions Data Structure 
is used to ensure all three data structures encoded and are read, linear bar codes may 
be used.  If linear bar codes are used, then software must be designed to require 
printing/reading/recording of the information in the Product Divisions [Data Structure 
032] if 99 appears in “ds” within the Product Code [Data Structure 003]. 
 
Software should prevent the same Product Divisions Code from being assigned to more 
than one product with the same DIN and Product Code.  See Section 3.2.2. 
 
If a product with a Product Divisions code is further modified, software should support 
assigning the Product Divisions Code to the resulting products even though they may 
have a different Product Code.  See Section 3.2.3. 


4.2 Blood Products 


At present, ICCBBA advisory committees have not approved the use of this data 
structure for blood because existing software does not support it.  However, it would be 
prudent to design future software for blood products to support this data structure 
because a need for third level divisions has been identified.  That is, users have 
indicated a need to support the situation in which blood products are divided first into 
large aliquots, then into smaller aliquots, and finally into syringe aliquots, to 
accommodate pediatric transfusion.   


4.3 Other Categories of Products 


Because values for “tds” within the Product Code of most categories of products 
(tissues, ocular tissue, reproductive tissue, and organs) are numerical, “99” is a valid 
value meaning the product is the 99th division.  Because of this, the Product Divisions 
Data Structure may not be used with these categories of products. 
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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 the Standard. 
 
This Guideline is intended for the use of those implementing ISBT 128, regulatory agencies, and 
software developers and other manufacturers that support end-users. National Guidelines describing 
its use in a particular country may be an additional source of information for the end-user. If such 
Guidelines exist, they must be consulted because there are options in ISBT 128, and country-specific 
information pertaining to the particular use of such options will only be found in such Guidelines. 
 
Any use of this Guideline, 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 is strictly forbidden. 
 


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 the ISBT 128 Standard other than that ICCBBA 
agrees to furnish registered and licensed end-users with the most up-to-date information available. 
Successful implementation of the ISBT 128 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 
ICCBBA's liability is limited to that specified in the ICCBBA License Agreement which is available on 
the ICCBBA Website. Under no circumstances shall ICCBBA's liability exceed the current 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. 
 
ICCBBA manages the ISBT 128 Standard. ICCBBA is not an accrediting organization and is not 
responsible for adherence to the standard, the selection of Product Codes, or product labeling by 
facilities registered for its use. 
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1 Introduction 


1.1 Purpose 


The purpose of this document is to provide guidance for the use of the Donation 
Identification Number [Data Structure 001]. 


1.2 Scope 


This document is a supplement to the ISBT 128 Standard Technical 
Specification. It provides specific guidance for facilities managing blood, cellular 
therapy, tissues (including ocular), human milk, derivatives, and organ products 
in the use of the Donation Identification Number [Data Structure 001]. This 
document also addresses some concerns for software developers. 


1.3 Intended Audience 


The intended audience of this document is the staff (management, information 
technology, quality, validation, and laboratory) of facilities involved with medical 
products of human origin, software developers, and label/software vendors.  


1.4 Normative Reference 


ISBT 128 Standard Technical Specification (ST-001) 
 
ISBT 128 Standard Labeling of Blood Components (ST-005) 
 
ISBT 128 Standard Labeling of Cellular Therapy Products (ST-004) 
 
ISBT 128 Standard Labeling of Human Tissues (ST-003)  
 
ISBT 128 Standard Terminology for Blood, Cellular Therapy, and Tissue Product 
Descriptions (ST-002) 


1.5 Other Reference 


ICCBBA Website (www.iccbba.org) 
 
Implementation Guide: Use of the Product Divisions [Data Structure 032] (IG-
023) 
 
Implementation Guide: Use of the Processing Facility Information Code [Data 
Structure 033] (IG-031) 
 
Technical Bulletin Number 7: Use of Flags in the Donation Identification Number 
for Process Control of Critical Points during Processing and Distribution (IG-010) 
 
Guidance Document: ISBT 128 Facility Identification Number (IG-034) 
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WMDA:  WMDA Position Paper: Introduction and Importance of a globally unique 
identify and labeling format (ISBT 128). http://www.worldmarrow.org (Found 
under Regulatory and Legal Affairs Committee tab)   


1.6 Background 


The Donation Identification Number (DIN) is a key element of traceability for 
medical products of human origin.  It provides globally unique identification of 
products from a donation event.  For full traceability of products, it must be used 
in conjunction with the Product Code [Data Structure 003], and in some cases 
with Product Divisions (Data Structure 032].  In the future, the Facility Information 
Code [Data Structure 033] may also be required for complete traceability of some 
categories of products.  See the ISBT 128 Standard Technical Specification and 
Implementation Guide: Use of the Processing Facility Information Code [Data 
Structure 033]. 
 
While the DIN applies to all categories of medical products of human origin, 
specifics of use vary among categories of products.    
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2 Donation Identification Number [Data Structure 
001] 


2.1 Structure 


Note: This is the only data structure in which the second character of the data 
identifier shall be part of the data content. 
 
Purpose: Data Structure 001 shall specify a Donation Identification Number 


that is a unique identification of a donation event [collection or 
recovery] or a product pool from anywhere in the world over a one 
hundred year period. 


 
Structure: =αppppyynnnnnnff 


 
 


Element Length Type 
 


 =  1 data identifier, first character 


 
α 


 
1 


data identifier, second character alphanumeric 
{A–N; P–Z; 1–9} 


 
pppp 


 
4 


First two characters alphanumeric {A-N, P-Z, 
0-9}; second two characters numeric {0–9}.  


 
Current usage is numeric for all four 
characters. Alpha characters may be 
introduced into positions 1 and 2 in the future  
(e.g., if α = A and pppp = BC12, the αpppp will 
be ABC12) 


 
yy 2 numeric {0–9},  


 
nnnnnn 6 numeric {0–9} 


 
ff 2 alphanumeric {0–9}, {A-H, J-N, P, R-Y} 


 
The fifteen (15)-character data content string, αppppyynnnnnnff, shall be 
encoded and interpreted as follows: 
 
αpppp  shall specify the Facility Identification Number (FIN) of the 


organization that assigned the DIN and shall be encoded and 
interpreted by reference to the ICCBBA Registered Facilities 
database published and maintained by ICCBBA in the password-
protected area of the ICCBBA Website. 


 
yy  shall specify the last two digits of the year in which the DIN was 


assigned.  
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nnnnnn shall specify a sequence number indicating the particular 
collection or recovery or product pool within the given year for the 
facility identified by the FIN. 


 
 


ff are “flag characters.” Use of flag characters “ff” shall conform to national 
guidelines, if such guidelines exist. There are three general types of usage: 


 
 Type 1: Two- character code used for process control and 


defined by ICCBBA, 
 


 Type 2: Two- character code used for process control, but 
locally defined, and 


 
 Type 3: A weighted ISO/IEC 7064 modulo 37-2 check 


character on the entire thirteen character DIN (see Section 3 
for method of calculation). The check character acts on the 
Donation Identification Number and acts as a secondary check 
within the bar code itself. 


 
When not used, the value of the flags shall be 00. 
 
Type 2 flag characters shall only be interpreted by the facility that has defined 
them or within the group of facilities that have agreed on a common definition. 
 
As shown in Figure 1 the combination, αppppyynnnnnn, forms the Donation 
Identification Number (DIN). Flag characters and the keyboard entry check 
character, while a part of the Donation Identification Number Data Structure, are 
not a part of the DIN itself. Both are intended for process control, not the unique 
identification of the product.  
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Figure 1 Donation Numbering  


 
 


 
 
 
 


 


 


 
 
 
 


2.2 Facility Identification Number 


ICCBBA assigns FINs to facilities licensed to use ISBT 128 to ensure uniqueness 
of the number.  See Guidance Document:  ISBT 128 Facility Identification 
Number. 
 
The Facility Identification Number (FIN) within the DIN identifies the facility that 
assigned the DIN.  Often, this will be the collection or recovery facility, but this is 
not always the case.  For example: 
 
Cord Blood Facilities: In the situation of cord blood facilities, a processing lab 
may be administratively responsible for collections and assignment of DINs. In 
this situation, the DIN that appears on the product may be that of the processing 
facility.   Ideally the DIN would be affixed at the time of collection, but if the DIN is 
not affixed until the donation reaches the processing laboratory, it is essential 
that suitable mechanisms be in place to ensure the accurate identification and 
traceability of the product prior to the application of the DIN. 


 
Tissue Facilities:  As ISBT 128 is adopted by organizations involved in tissue 
banking, it is possible that tissue processing facilities will adopt the Standard 
prior to recovery organizations.  In this transitional situation, the tissue processor 
may assign the DIN to the product.   In this situation, it is essential that suitable 
mechanisms be in place to ensure the accurate identification and traceability of 
the product prior to the application of the DIN. 
 
Plasma Derivatives:  ISBT 128 is used to label those plasma derivatives for 
which the ABO group is relevant.  At the present time, only solvent detergent 
plasma treated products have been labeled with ISBT 128.  These products 
comprise a large pool of plasmas that are processed and subsequently divided 
by a plasma fractionator.  The plasma fractionator (manufacturer) assigns the 
DIN to the product. 
 
Any Products:  A facility using ISBT 128 receives a product that is not labeled 
with an ISBT 128 DIN.  Because the donation identifier on the product may not 
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be unique, the receiving facility may decide to assign a DIN.  In this situation, the 
DIN would have the FIN of the receiving facility. 


2.3 Year Code 


In practice, this is the “nominal” year. To cut down on wastage, Donation 
Identification Number labels may be used for up to one month in the year before, 
and one month in the year after, the year shown on the label.  For example, 
labels bearing the year “15” may be used from December 1, 2014 through 
January 31, 2016.  The collection facility must have an accurate record of the 
actual date of collection, and must ensure that the combination of year code and 
sequence number remains unique.  This code does not in any way replace the 
expiration date (or collection date, as appropriate) on the label.  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.   
 
Facilities (and their auditors) should be reasonable in their approach to 
management of preprinted DIN sets in unusual situations.  DINs should be 
unique for a 100 year period, and beyond that, reason should prevail.  For 
example: 
 
Use of year code beyond January 31:  Occasionally facilities report to ICCBBA 
that staff have inadvertently used a DIN with the prior year’s code during the first 
few days or weeks after January 31.  As long as the DIN is unique, this should 
not be a problem.  Potential errors in re-labeling far outweigh the minor problem 
of having used the wrong year code.  Facilities may handle this as any error and 
follow their error management policies. 
 
Use of year code prior to December 1:  Facilities are expected to manage 
preprinted DIN sets to minimize wastage.  In doing so, should an unexpected 
high rate of usage (e.g., a disaster which results in a high turnout of donors) 
occur near the end of a calendar year, it is possible to run out of DINs with the 
appropriate year code before December 1.  If the facility has already received its 
DINs for the following year, it is permissible under such unusual circumstances to 
use the next year’s DINs prior to December 1. 


2.4 Sequence Number 


Facilities assign the sequence number.  While some facilities choose to start with 
0000001 at the time they change the year code and assign numbers sequentially 
thereafter, this is by no means required.  As long as the sequence number is 
unique for the FIN and year, the facility has complete freedom to use the 
sequence number in a way that is most beneficial to its operations. 
 
Assignment of blocks:  Facilities may choose to assign blocks of sequence 
numbers to various activities.  For example, a facility has multiple locations using 
a single FIN (i.e., satellite centers of a large regional blood center).  They assign 
blocks of numbers to their four facilities: 
 
Location 1:  000001 - 009999 
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Location 2:  010000 - 019999  
Location 3:  020000 - 029999 
Location 4:  030000 - 039999 
 
This same system of assignment of blocks might also be used with a transfusion 
service that shares FINs with a cellular therapy facility within the same 
organization. 


2.5 Flag Characters 


Flag Characters provide (1) process control by indicating the item on which a DIN 
appears or (2) a data transmission check character.  For convenience, the flag 
character reference table is shown in Table 1; however, the ISBT 128 Standard 
Technical Specification should be consulted for the latest version of the table. 
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Table 1  Data Structure 001: Donation Identification Number Flag Digits, ff [RT004] 


 
 
Value of ff 


 
Meaning When Used in the Donation Identification Number 


 
00 


 
Flag not used; null value 


 
01 


 
Container 1 of a set 


 
02 


 
Container 2 of a set 


 
03 


 
Container 3 of a set 


 
04 


 
Container 4 of a set 


 
05 


 
Second (or repeated) “demand-printed” label 


 
06 


 
Pilot tube label 


 
07 


 
Test tube label 


 
08 


 
Donor record label 


 
09 


 
Sample tube for NAT testing  


 
10 


 
Samples for bacterial testing 


11 Match with Unit label 
12 Affixed partial label 
13 Attached label (intended to be used with affixed partial label) 


 
 


 
 


 
14 


 
Reserved for future assignment 


 
 


 
 


 
15 


 
Container 5 of a set 


 
16 


 
Container 6 of a set 


 
17 


 
Container 7 of a set 


 
18 


 
Container 8 of a set 


 
19 


 
Container 9 of a set 


 
20-59 


 
Reserved for assignment and use by each local facility. Therefore the meaning and 
interpretation of flag values 20–59 may differ with each FIN and should not be 
interpreted at any other site 


 
60–96 


 
ISO/IEC 7064 modulo 37-2 check character on the preceding thirteen (13) data 
characters, αppppyynnnnnn including the FIN, year and the unit sequence number — 
value is assigned as 60 plus the modulo 37-2 checksum 


 
97–99, 


All codes 
with alpha 
characters 


 
Reserved for future assignment 


 
The eye-readable flag characters are printed rotated 90o clockwise so that they 
are easily differentiated from the DIN. 
 
Flag characters are used to identify the location (blood container, donor record, 
test tube, etc.) of a scanned DIN.  For example, using values from Table 1, flag 
characters in the DINs in Table 2 can be interpreted as shown.   
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Table 2 Example DIN Flag Character Interpretation 


 
 


 


 


 


 


 
 
 
 
 
As seen in Table 1, the values 20-59 are reserved for local assignment meaning 
each facility can use these flag characters to meet their internal operational 
needs.  Flag characters in this range should not be interpreted outside of the 
facility assigning them.  It should be noted that flag characters are not intended to 
convey divisions of products and should not be used for this purpose.  Coding of 
divisions is handled within the Product Code [Data Structure 003] or through the 
Product Divisions [Data Structure 032]. 


2.5.1 Examples of Flag Character Use: 


Example 1:  Cord Blood 
 
One unique use of local flag characters in cellular therapy facilities has been 
to differentiate between mother and infant samples for a cord blood 
collection. For example, both mother and infant samples have the same DIN, 
e.g., A9999 12 123456, but the flag characters will vary depending on the 
source of the sample. In the example below, the flag 21 is used to identify the 
mother’s sample and flag 22 is used to identify the infant’s sample.   


  


Flag Characters 
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Samples from the mother may be labeled: 
 


 
 


 


 


Samples from the infant may be labeled: 
 
 
 
 
 
 
 


Note:  In the situation of multiple births, the facility would need to create a 
means to link the mother’s sample to more than one Cord Blood DIN.   


 
Example 2:  Partial Labels 


 
Another potential use of flag characters is to link information from partial 
labels to full label information.  There are two standardized flag characters for 
this purpose: the value 12 is defined as “Affixed Partial Label” and 13 is 
defined as “Attached label (intended to be used with affixed partial label).”   


 
In practice, 12 would be assigned as the flag character for the partial label 
and 13 as the flag for the full label.  If the DIN is A9990 13 123457, the partial 
label would have: 


 
 
 
 
 
 


And the full label would have: 
 
 
 
 
 


Manual and computerized systems could be set up to ensure that the affixed 
label matches the attached label (except for the flag characters).  If software 
is used, it could require the processing facility scan the affixed label of the 
product.  If the flag character 12 is present, software could require a scan of 
the second label (the attached full label) with a flag character of 13. 
 
Alternatively, if the full label is scanned first, software could be designed to 
“see” the 13 flag and require a scan of a DIN with a 12 flag (an affixed label).  
Software could then confirm the two DINs and product codes agree. 
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A similar system could be used in the receiving facility to ensure the labels 
matched. 
 
Thus a full label would be securely associated with the product electronically 
as well as being physically attached in some way to the product. 
 
Verifying correct application of labels on modified products 


 
For a description of one way in which flags can be used within a processing 
laboratory see Technical Bulletin Number 7, Use of Flags in the Donation 
Identification Number for Process Control of Critical Points during Processing 
and Distribution available on the ICCBBA Website. 
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3 Check Character 


While keyboard entry is not recommended, it is sometimes essential.  The check character is 
used for process control to verify accurate keyboard entry of the DIN.  It is not a part of the data 
content of the DIN data structure and so is not included in the bar code.  This is because it is not 
intended for use when the DIN is scanned electronically.   
 
The check character is calculated on the 13-character DIN; the first character of the data 
identifier (=) and the flag characters are not included in the calculation.   


3.1 Lookup Tool 


A look-up tool for calculating a check character that is useful for validations is 
available on the ICCBBA Website.  It is found by going to the home page, 
selecting the Lookup Tools tab, then the Quick K Calculator, and then 
downloading the program onto a computer.  The program is used by entering a 
DIN into the search field with no spaces.  See Figure 2. 
 


Figure 2 Check Character Lookup Tool 


 
 
 
 


 
 
 
 
 
 


3.2 Calculation of Check Character 


ISBT 128 Donation Identification Numbers utilize checksum characters based on 
the ISO 7064 Mod 37-2 algorithm. Example below shows how to calculate the 
checksum character for any given Donation Identification Number. The 
calculation is based on the DIN thirteen (13)-character string (i.e., excluding the 
leading = symbol and the flag characters). 


 
The steps in the process are as follows: 


 
1. For each character in the string determine its check value as required by ISO 


7064 from Table 3; 
2. For each character in the string determine its weighted check value by 


multiplying the check value from Table 3 by the nth power of 2 where n is the 
position of the character from the right hand end of the string; 


3. Sum the weighted check values from step 2; 
4. Find the modulus 37 value of the sum from step 3 (the value remaining when 


the weighted sum is divided by 37); 
5. Subtract the value obtained in step 4 from 38; 
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6. Find the modulus 37 value of the result of step 5 (the value remaining when 
divided by 37);     


7. Using the value in Step 6, determine the check character by again referring to 
Table 3 (this time read the character from the value) — this is the modulo 37-
2 checksum character (referred to as K throughout this guidance document). 


 


Table 3 Mapping from Characters to ISO/IEC 7064 Check Values and Calculated Values 
to the Checksum Character [RT035] 


 
Character  0  1  2 3 4 5 6 7 8 9 A  B  C  


Value  0  1  2 3 4 5 6 7 8 9 10 11 12  


              


Character  D  E  F G H I  J K L M N  O  P  


Value  13 14 15 16 17 18 19 20 21 22 23 24 25  


              


Character  Q  R  S T U V W X Y Z *    


Value  26 27 28 29 30 31 32 33 34 35 36    
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3.3 Example of Calculation 


 Donation number G1234 12 654321 
 


Position 
from right 


(n) 
2n (a)  Character 


ISO 7064 
value (step 1) 


(b)  


Weighted 
value (step 2) 


(a x b)  


13  8192  G  16  131072  


12  4096  1  1  4096  


11  2048  2  2  4096  


10  1024  3  3  3072  


9  512  4  4  2048  


8  256  1  1  256  


7  128  2  2  256 


6  64  6  6  384  


5  32  5  5  160  


4  16  4  4  64  


3  8  3  3  24  


2  4  2  2  8  


1  2  1  1  2  


Step 3  sum of weighted values  145538  


Step 4  modulo 37 (first MOD)  17  


Step 5  subtract from 38  21  


Step 6  modulo 37 (second MOD)  21  


ISO/IEC 37-2 checksum  21  


ISBT 128 check character (K)  L  
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4 Text Associated with the DIN 


4.1 DIN  


The data content text for a Donation Identification Number is unique in that it is 
the sole means of presenting the data content of the bar code.  It shall be printed 
using a sans serif typeface. The font chosen should clearly differentiate between 
similar characters (e.g., O and 0; I and 1). 
 
A national authority should determine how it should be displayed, for example: 
 
A999913654321 
 
V0043 99 499999 
 
7004 203 123 456 
 
All data characters shall be printed (in this data structure only, the second data 
identifier character is also a data character). 
 
In some countries, emphasizing any part of the DIN (e.g., making the sequence 
number larger or in a different color) is not allowed.  Refer to national guidelines 
for more information. 


4.2 FIN 


Text pertaining to the FIN printed beneath the DIN should correspond to the FIN 
within the DIN.  That is, if the FIN is for “Accurate Blood Center”, text appearing 
beneath the FIN should also indicate “Accurate Blood Center” (see Figure 3).   
 


Figure 3 Text Related to Facility Identification Number 


 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 


Text corresponding to 
FIN encoded within 


the DIN 
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Text corresponding to the FIN is not required by the ISBT 128 Standard and 
there may be times when it is not desired.  For example: 
 
Facility Confidentiality with Matched Unrelated Donor Products: In general, 
eye-readable facility identifying information that corresponds to the FIN 
embedded in the DIN appears in the upper left quadrant beneath the DIN. 
However if the product is from a Matched Unrelated Donor, it may be acceptable 
to omit the eye readable facility information (see Figure 4). This may be required 
when shipping product into some countries and is recommended by the World 
Marrow Donor Association (WMDA) in their position paper (see section 1.5). This 
paper also includes other recommendations for preserving confidentiality of the 
facility.  
 


Figure 4 Upper Left Quadrant for Matched Unrelated Donor Product  


 
 
 
 
 
 
 
 
 
 
 
 
 
While the name of the facility corresponding to the FIN does not appear in an eye 
readable form, the facility may be identified from the FIN and the name should 
also be documented in the receiving facility’s records. 


 
Tissue Processing Facilities:  Tissue processing facilities that receive 
recovered products from a different facility may not want to routinely include the 
text name of the recovery organization on their product labels.  While the DIN 
itself is essential for rapid recall of products from a particular donor, the text 
name of the recovery organization may not be needed. 


4.3 Flag Characters 


Flag characters should be printed at a 90o angle, rotated clockwise, from the DIN 
or appear as an icon.   


 
Figure 5 Rotation of Flag Characters 


No text 
corresponding to 


facility that assigned 
the DIN 
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Figure 6 Icon Printed in Place of Flag Characters


 
 
 
 
If the default flag characters (00) are used, requirements vary.  In some 
countries, the default characters must be printed in text; in other countries they 
may be omitted from the text.  Refer to national guidelines for more information. 


4.4 Check Character 


The check character should be printed within a box as shown in Figure 7.   
 
 


Figure 7 Printing of Check Character 
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5 Traceability Issues 


Unique identification of a product with ISBT 128 requires both the DIN and the full Product Code 
(Product Description Code, Donation Type Code, and Divisions Code).  The entire 13-character 
DIN must be recorded in all records to ensure uniqueness.  Traceability requires the retention of 
these unique identifiers at all steps in the transfusion or transplantation pathway together with 
local records of interventions and appropriate mapping of identifiers between start and final 
products. 


5.1 Blood 


5.1.1 Collection 


Whole blood and apheresis products are generally assigned a DIN at the time 
of collection.  This DIN remains with the product through final disposition 
which supports a need for recall. However, this may not always be the case.  
For example, during transition periods within a country, there may be times 
when a facility using ISBT 128 receives a product that is not labeled with an 
ISBT 128 DIN.  Because the donation identifier on the product may not be 
unique, the receiving facility may decide to assign a DIN.  In this situation, the 
DIN would have the FIN of the receiving facility. 


5.1.2 Product Pools 


Pooled blood components should be given a unique DIN.  The DIN would be 
assigned by the pooling facility which may be different from the facility(ies) 
that collected the products within the pool.  The FIN within the DIN should be 
that of the facility that pools the products, assigns the DIN, and retains the 
records of the products contained in the pool. 


5.2 Cellular Therapy 


5.2.1 Collection 


Cellular therapy products are generally assigned a DIN at the time of 
collection.  This DIN remains with the product through final disposition which 
supports a need for recall.  However, this may not always be the case.  For 
example, as cellular therapy facilities around the globe implement ISBT 128, 
there may be times when a facility using ISBT 128 receives a product that is 
not labeled with an ISBT 128 DIN.  Because the donation identification 
number on the product may not be unique, the receiving facility may decide to 
assign a DIN.  In this situation, the DIN would have the FIN of the receiving 
facility. 
 
Regulations in some countries may require that anything that could allow 
identifying the collection facility for a matched unrelated donor be removed 
from the product label.  While there are a number of ways to approach this 
(see WMDA Position Paper listed in 1.5), a processing facility may need to 
assign a new DIN with its own FIN to meet requirements. 
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5.2.2 Product Pools 


While pools of products from more than one donor are generally not allowed 
in the field of cellular therapy, multiple products from the same donor may be 
pooled. 
 
Pooled products should be assigned a unique identification number in the 
same format as the DIN. This number should be assigned by the pooling 
facility and reflect its FIN. The name and location beneath the DIN bar code, 
should be that of the pooling facility. Facility records should reflect the 
identification numbers of the various units within the pooled product.  
 
Pooling often involves multiple products of the same Class from the same 
donor collected on different days (e.g., multiple units of HPC, Apheresis from 
the same donor collected on different days). 
 
Recombining aliquots from the same donation is also called pooling by some 
facilities.  When this occurs, a potential problem for uniquely identifying each 
pool may arise if the DIN from the original product is retained for the pooled 
products and more than one pooled product is prepared.  In this situation, two 
pooled products could share both a DIN and a Product Description Code.  To 
prevent the problem, one of two methods may be used: 
 
1. A new DIN may be assigned to the product pool (see Figure 8) 
2. A division code may be used within the Product Code (see Figure 9) 
 
Users should refer to national guidelines because some countries have 
determined which of these solutions is preferred. 
 
Note that in the situation where, as part of initial processing, a portion of the 
product is removed and added back, the product is not considered to be 
pooled.  For example, a portion of the original product is set aside before 
processing, T/B-cell depletion is performed on the remainder of the product, 
and at the end, based on the final T-cell dose required, the non-depleted part 
is added back to the final depleted product.  This is not considered “pooling” 
and the product is not assigned a new DIN. 
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Figure 8 Assigning a New DIN to Recombined Aliquots from Same Donation 
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Figure 9 Assigning a Division Code to Recombined Aliquots from Same Donation 
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5.2.3 Product Divisions [Data Structure 032] 


If the Product Divisions [Data Structure 032] is used it, along with the DIN and 
Product Code, is required for traceability and must be recorded in all records 
(manual and electronic) required for traceability. 


5.3 Tissues (Including Ocular) and Organs 


Tissue banking and organ transplant provide new challenges in that tissue and 
organs 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, cardio-vascular tissue to a specialist cardiovascular processing 
facility, and musculo-skeletal tissue to a third tissue facility.  Currently each of 
these facilities may identify the tissue or organs using their own identification 
numbers, resulting in tissue and organs from a single donor carrying more than 
one donation identification number. 
 
However, traceability and biovigilance will be best served by using a single DIN 
issued at the time of recovery/procurement to identify all organs and/or tissues 
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 is developing the 
ISBT 128 Standard to be compatible with the required changes to the traceability 
model through the introduction of the Facility Identification Number and Product 
Information Code [Data Structure 033]. 
 
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 with Data Structure 033, and this information 
will become an essential element of the traceability key data. 


5.4 Milk 


Labeling of human milk with ISBT 128 is just starting and process standardization 
has not been achieved.   
Figure 10 outlines the process used in a pilot study by the NHS Greater Glasgow 
and Clyde (GGC) Milk Bank in the United Kingdom.  In this process, the product 
is assigned a DIN at the time of harvest/expression.  Milk from the same donor is 
subsequently pooled and pasteurized and the product pool is assigned a new 
DIN.  The pooled product is subsequently divided and each aliquot retains the 
DIN of the pool and is assigned a division code within the Product Code to 
ensure each product is labeled uniquely. 
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Figure 10 NHS Greater Glasgow and Clyde (GGC) Milk Bank Process for Human Milk 
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5.5 Derivatives 


As discussed in 2.2, ISBT 128 is used to label those plasma derivatives for which 
the ABO group is relevant.  At the present time, only solvent detergent plasma 
treated products have been labeled with ISBT 128.  These products comprise a 
large pool of plasmas that are processed and subsequently divided by a plasma 
fractionator.   
 
Each individual product is given a unique DIN.  This means that products from 
the same pool having the same batch number will have different DINs so that 
they are uniquely identified. 
 
At this point, specific details of product labeling and traceability are determined at 
a national level between suppliers and facilities. 
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6 Software Developers 


6.1 Global Issues 


Because medical products of human origin have global distribution, software 
should be written to comply with variations allowed by the standard.  That is, 
software should be able to interpret DINs from any country and with both default 
flag characters and standardized flag characters. 


6.2 Check Characters 


6.2.1 Recognition of Keyboard Entry of DIN 


Software should be written to recognize when a DIN is entered via a 
keyboard (no data identifiers) and require the entry of the check character.  
Code examples for calculating the DIN check character are provided below. 


6.2.2 Code examples for Calculating the DIN Check Character 
Using ISO 7064 


This is an informative section designed to assist programmers by giving two 
representative methods for the calculation of the Donation Identification 
Number ISO 7064 modulo 37-2 check character. Both use the “Pure system 
recursive method” for calculation of the check character as documented in 
Section 7.1 of the ISO/IEC 7064 specification: “Information technology—
Security techniques—Check character systems.” 
 
Programmers must validate that their programs and algorithms comply 
with the normative ISO/IEC 7064 2003 specification and good 
programming practice. Prior to performing the check digit calculation 
software should verify that the input string meets all the format requirements 
for the data structure expected. 
 
The following PASCAL language function ISOmod37_2 calculates and/or 
validates the ISO 7064 Mod 37-2 pure check character: 


 
function ISOmod37_2(DonationInfo:string; K:integer) : char; 
(Calculate or validate ISO mode 37-2 pure check character} 
function ISOvalue(InputString:string; I:integer) : integer; 
begin {Convert ASCII character value to ISO 7064 value in range 0...36} 
case InputString[I] of 
'0' .. '9': ISOValue := (ord(InputString[I]) - 48); 
'A' .. 'Z': ISOValue := (ord(InputString[I]) - 55); 
'*': ISOValue := 36; 
end; 
end {function ISOvalue}; 
var 
J,Sum,CharValue,CheckValue : integer; 
const 
ISOCharTable : string[37] = '0123456789ABCDEFGHIJKLMNOPQRSTUVWXYZ*'; 
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begin 
Sum := 0; 
for J:= 1 to K do 
begin 
CharValue := ISOvalue(DonationInfo,J); 
Sum := ((Sum + CharValue)*2) mod 37; 
end; 
{Check character value is defined to be congruent to 1 mod 37} 
CheckValue := (38 - Sum) mod 37; 
ISOmod37_2 := ISOCharTable[CheckValue + 1]; 
end {function ISOmod 37_2}; 
 
The following ‘C’ language function CalculateMod37_2 also implements the “Pure 
system recursive method” documented in Section 7.1 of the ISO/IEC 7064: specification: 
 
int CalculateISO7064Mod37_2(char *inputString) 
{ 
int ch, sum, charValue, isDigit, isUpperAlpha; 
static char iso7064ValueToCharTable[] = 
"0123456789ABCDEFGHIJKLMNOPQRSTUVWXYZ*"; 
// Read the characters from left to right. 
for (sum = 0; ch = *inputString; inputString++) 
{ 
// Ignore invalid characters as per ISO 7064. 
isDigit = ((ch >= '0') && (ch <= '9')); 
isUpperAlpha = ((ch >= 'A') && (ch <= 'Z')); 
if (isDigit || isUpperAlpha) 
{ 
// Convert the character to its ISO 7064 value. 
if (isDigit) 
charValue = ch - '0'; 
else 
charValue = ch - 'A' + 10; 
// Add the character value to the accumulating sum, 
// multiply by two, and do an intermediate modulus to 
// prevent integer overflow. 
sum = ((sum + charValue) * 2) % 37; 
} 
} 
// Find the value, that when added to the result of the above 
// calculation, would result in a number who’s modulus 37 
// result is equal to 1. 
charValue = (38 - sum) % 37; 
// Convert the value to a character and return it. 
return (iso7064ValueToCharTable[charValue]); 
} 
 
 
ICCBBA thanks Dr Clive Hohberger, for providing the PASCAL function ISOmod37_2, 
and Mr. Harold Boe, for providing the C-language function CalculateISO7064Mod37_2. 
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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 the Standard. 
 
This Guideline is intended for the use of those implementing ISBT 128, regulatory agencies, and 
software developers and other manufacturers that support end-users. National Guidelines describing 
its use in a particular country may be an additional source of information for the end-user. If such 
Guidelines exist, they must be consulted because there are options in ISBT 128, and country-specific 
information pertaining to the particular use of such options will only be found in such Guidelines. 
 
Any use of this Guideline, 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 is strictly forbidden. 
 
 


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 the ISBT 128 Standard other than that ICCBBA 
agrees to furnish registered and licensed end-users with the most up-to-date information available. 
Successful implementation of the ISBT 128 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 
ICCBBA's liability is limited to that specified in the ICCBBA License Agreement which is available on 
the ICCBBA Website. Under no circumstances shall ICCBBA's liability exceed the current 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. 
 
ICCBBA manages the ISBT 128 Standard. ICCBBA is not an accrediting organization and is not 
responsible for adherence to the standard, the selection of Product Codes, or product labeling by 
facilities registered for its use. 
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1 Introduction 


1.1 Purpose 


The purpose of this document is to provide guidance for the use of Facility Identification 
Numbers found in a number of ISBT 128 data structures. 


1.2 Scope 


This document is a supplement to the ISBT 128 Standard Technical Specification.  It 
describes how the FIN is assigned and maintained, the database supporting the FIN, 
and how the FIN is used within ISBT 128 data structures to identify an organization 
responsible for an action. This document also addresses some concerns for software 
developers. 


1.3 Intended Audience 


The intended audience of this document is staff (management, information technology, 
quality, validation, and laboratory) of facilities involved with the collection, processing, 
testing, distribution, matching, and administration of medical products of human origin, 
as well as vendors of supplies and software utilized by these organizations.  


1.4 Normative Reference 


ISBT 128 Standard Technical Specification (ST-001) 


1.5 Other References 


ICCBBA Website (www.iccbba.org) 
 
Implementation Guide: Use of the Donation Identification Number [Data Structure 001] 
(ST-033) 
 
Implementation Guide:  Use of the Processing Facility Information Code [Data Structure 
033] (IG-031) 
 
Implementation Guide:  Coding and Labeling of Medical Devices Using ISBT I28 (IG-
030) 
 


1.6 Background 


ICCBBA assigns Facility Identification Numbers (FINs) to facilities that are licensed to 
use ISBT 128.  The FIN is a five-character alpha numeric code that can be used in a 
variety of ways to ensure uniqueness of an identification number and thus is essential to 
traceability.  It is currently used in the following data structures: 
 


 Donation Identification Number [001] 



http://www.iccbba.org/
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 Donor Identification Number [019] 
 Staff Member Identification Number [020] 
 Product Consignment [028] 
 Processing Facility Information Code [033] 
 Processor Product Identification Code [Data Structure 034] 


 
ICCBBA maintains a database that contains the names and locations of all ICCBBA 
registered facilities linking them to their assigned FINs.    The full list of facilities is made 
available to ICCBBA-registered facilities that are current in their licensing fees, while a 
FIN look-up program that can provide the name of the facility associated with a given 
FIN is available to everyone on the ICCBBA Website. 
 
Initially, ICCBBA assigned a block of FINs to each country.  Over time, countries merge 
or separate, new countries form, and borders change, making such historical 
assignments impossible to maintain.  Therefore, the FIN should be viewed today as 
simply a unique code assigned to a given facility without regard to country. 
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2 Format 


2.1 Current 


The current structure of the FIN is αpppp where: 
  


Element 
 
Length 


 
Type 


 
α 


 
1 


 
Alphanumeric {A–N; P–Z; 1–9} 


 
pppp 


 
4 


 
Numeric {0–9}.   


2.2 Future 


In the future, alpha characters may be introduced in additional positions, such that the 
following will apply: 
  


Element 
 
Length 


 
Type 


 
α 


 
1 


 
Alphanumeric {A–N; P–Z; 1–9} 


 
pppp 


 
4 


 
First two characters alphanumeric {A-N, P-Z, 
0-9}; second two characters numeric {0–9}.   


 
Note:  For the Donation Identification Number only, α is also the second character of the 
data identifier (see ISBT 128 Standard Technical Specification). 
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3 Usage 


3.1 Data Structures 


The FIN is currently used in six data structures.  More information about each data 
structure may be found in the ISBT 128 Standard Technical Specification. 


3.1.1 Donation Identification Number [001] 


The FIN comprises the first 5 characters of the 13-character Donation 
Identification Number (DIN).  It identifies the facility that assigned the DIN.  
See Figure 1. 
 
More information on this data structure can be found in Implementation 
Guide:  Use of the Donation Identification Number [Data Structure 001]. 
 
 


Figure 1  Donation Identification Number 


 
 
 
 
 
 
 
 
 
 
 
 
 


3.1.2 Donor Identification Number [019] 


The FIN comprises the first 5 characters of the 21-character Donor 
Identification Number.  It identifies the facility that assigned the donor number 
See Figure 2.  Alternatively, if the Donor Identification Number is nationally-
assigned using this data structure, a dedicated FIN may be assigned by 
ICCBBA to distinguish nationally- from facility-assigned numbers. To exercise 
this option, a national authority should contact the ICCBBA office 
(tech.director@iccbba.org).   
 
Note: There is an alternative nationally-defined data structure that may be 
used for a donor identification number (see the ISBT Standard Technical 
Specification).   
 
 
 
 



mailto:tech.director@iccbba.org
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Figure 2  Donor Identification Number 


 
 
 
 
 
 
 
 


3.1.3 Staff Member Identification Number [020] 


The FIN comprises the first 5 characters of the 11-character Staff Member 
Identification Number.  It identifies the organization that assigned the Staff 
Member Identification code.  See Figure 3. 
 


Figure 3  Staff Member Identification Number 


 
 
 
 
 
 
 
 


3.1.4 Product Consignment [028] 


The FIN comprises the first 5 characters of the 16-character Product 
Consignment number.  It identifies the facility that prepared the consignment.   
See Figure 4. 
 


Figure 4  Product Consignment 
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3.1.5 Processing Facility Information Code [033] 


The FIN comprises the first 5 characters of the 11-character Processing 
Facility Information code.  It identifies the facility that assigned the product 
code.  See Figure 5. 
 
More information on this data structure can be found in Implementation 
Guide:  Use of the Processing Facility Information Code [Data Structure 033]. 
 
 


Figure 5  Processing Facility Information Code 


 


 
 
 
 
 
 
 
 
 
 
 
 
 


3.1.6 Processor Product Identification Code [034] 


The FIN comprises the first 5 characters of the 16-character Processor 
Product Identification Code.  It identifies the facility that assigned the facility-
assigned product code and the standardized ICCBBA Product Description 
Code.  See Figure 6. 
 
More information on this data structure can be found in Coding and Labeling 
of Medical Devices Using ISBT I28 (IG-030). 
 


Figure 6  Processor Product Identification Code 
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4 FIN Database 


This  Microsoft Excel® spreadsheet contains the names and locations of all ICCBBA registered 
facilities. It is published in the password-protected area of the ICCBBA Website and is called: 
 


Registered Facilities – xls 
 
It is also available on the Website as a tab delimited text file (Registered Facilities – Text).  It 
contains the fields shown in Table 1. 
 
The FIN information held in the ICCBBA database is provided by the facility at the time of 
registration and it the responsibility of the facility to ensure that it remains accurate by notifying 
ICCBBA of any changes. 
 
 


Table 1  Registered Facilities [RT030] 


 


Field Name 
Field 
Size 


Field Description 


FIN 5  Facility Identification Number  


Firm Name  100 Legal name of facility 


City  60 Mailing address details of facility 


State/Province  20  Mailing address details of facility  


Country  20  Mailing address details of facility 


Postal Code  10  Mailing address details of facility  


Website 100 Website of the facility 
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5 FIN Look-up Program 


The ICCBBA Website has a look-up tool that can be used to identify the facility encoded in the 
FIN.  See Figure 7.  To utilize the program, type the FIN into the search field, click on the 
“Search” button, and the identity of the facility will appear in the Search Results field. 
 
 


Figure 7  FIN Look-up Tool 
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6 FIN Assignment and Maintenance 


ICCBBA routinely assigns one FIN to each organization that registers with it.  Registration 
requires completing and submitting a form found on the ICCBBA Website 
(http://www.iccbba.org/registration-licensing/how-to-register/facilities-registration-form) and 
paying registration and licensing fees.  Facilities must use the assigned FIN when using the 
data structures described in Section 3 in order to achieve global uniqueness for identifiers 
essential in tracing and tracking products.  


6.1 Requesting a FIN 


To obtain a FIN, organizations must register with ICCBBA and pay the one-time 
registration and annual licensing fees.  The form that must be completed is found on the 
ICCBBA Website at: 
http://www.iccbba.org/registration-licensing/how-to-register/facilities-registration-form 
With each registration, one FIN will routinely be assigned. 


6.1.1 Multiple FINs Assigned to One Organization 


Facilities may request more than one FIN if having multiple FINs is beneficial 
to their operation.  Examples of when more than one FIN might be useful 
include: 


 A blood center has multiple locations and wants to identify blood 
collected at each site through its FIN. 


 A medical center collects both blood and cellular therapy products.  
While both activities are within the same organization, they are under 
separate management and are located in different areas of the 
building.  Each activity area wants to manage its own FINs. 


 An organization has both cellular therapy and tissue operations.  It is 
beneficial from an operations standpoint to have different FINs for 
cells and tissues. 


 A facility collects 1,000,000 or more products a year. 
 
Multiple FINs can be linked to a single registration or each part of the facility 
may register separately.  Facilities can choose the method that works best for 
their operations. 


6.1.2 One FIN Assigned to Multiple Locations of an Organization 


Facilities at different locations but under the same ownership (e.g., hospitals 
within a hospital corporation) may register as a single entity and be assigned 
a single FIN.  If hospitals are not assigning FINs to products (that is, they are 
not collecting blood or cellular therapy products and are not pooling 
products), this may work well.  However, if FINs are used to label products, 
these facilities may find it easier to register as a single entity but request 
additional FINs for those hospitals labeling products.   
 
There may be national restrictions on the use of a single FIN for multiple 
locations.  Users should review national guidelines for any restrictions. 


 



http://www.iccbba.org/registration-licensing/how-to-register/facilities-registration-form

http://www.iccbba.org/registration-licensing/how-to-register/facilities-registration-form
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6.2 Requesting Additional FINs 


Additional FINs can be requested either at the time of the original application or later.  If 
the request is made at the time of the original application, one copy of Part B of the 
registration form (http://www.iccbba.org/registration-licensing/how-to-register/facilities-
registration-form) must be completed for each FIN requested. 


 
If the request for additional FINs is made after the original registration form is completed, 
Part A must be completed again in order to connect the new FIN with the past 
registration for the organization. 
 
There is a one-time fee for additional FINs.  See the ICCBBA Website for details. 


6.3 Inactivating a FIN 


If a FIN is no longer needed (e.g., the hospital closes or no longer modifies products), 
the FIN may be inactivated.  This means that the facility will no longer pay licensing fees 
and users will not have access to password-protected areas of the ICCBBA Website and 
may not request Product Description Codes.  However, the inactivated FIN will still be 
included in the FIN database and in the look-up program.  This is to ensure traceability 
for blood products which may have been labeled with this FIN. 
 
Facilities wishing to inactivate their FIN should contact the ICCBBA office 
(iccbba@iccbba.org).  They will be asked to complete a FIN Inactivation Request form 
prior to ICCBBA inactivating the FIN. 


6.4 Reactivating a FIN 


If the activities of a facility that has inactivated a FIN change such that they again need 
to register with ICCBBA, they may request their previous FIN.  If criteria for traceability 
are met, ICCBBA can reactivate the FIN.  The facility must again pay registration and 
licensing fees at the time the FIN is reactivated.  Contact the ICCBBA office 
(iccbba@iccbba.org) for more information 


6.5 Changing the Name Associated with a FIN 


If the legal status of an organization changes (e.g., a facility is acquired by a larger 
organization), the issue of reassignment of existing FINs may arise.  For example, a 
hospital is purchased by a large hospital corporation and it results in changing the name 
of the hospital.  This hospital pools products and uses its FIN to assign DINs to the 
product pools.  Because the name of the hospital has changed, the name corresponding 
to the FIN in the ICCBBA database needs to change or a new FIN needs to be assigned 
to the new entity.   
 
This example of an acquisition is just one example of what may happen.  Other 
examples include mergers, splits, reorganizations, and simple name changes.  
Organizations wishing to change the name associated with a FIN should contact the 
ICCBBA office (iccbba@iccbba.org).   
 



http://www.iccbba.org/registration-licensing/how-to-register/facilities-registration-form

http://www.iccbba.org/registration-licensing/how-to-register/facilities-registration-form

mailto:iccbba@iccbba.org

mailto:iccbba@iccbba.org

mailto:iccbba@iccbba.org
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Whether the name of the facility corresponding to the current FIN is changed or a new 
FIN is assigned depends on traceability issues.  Of major concern will be which facility 
retains records pertaining to products previously labeled with the FIN.  For example, a 
new FIN would be assigned to the hospital if records pertaining to products labeled with 
the previous FIN will not be retained by them.  On the other hand, the name associated 
with the FIN may be changed if the organization will retain such records, although other 
factors such as legal relationships are also considered.   
 
When asked to change the name associated with the FIN, ICCBBA will ask the 
requester to complete and submit a form titled “Request to Change Name of Facility 
Associated with FIN(s)” that documents information related to traceability of units.  
Based on the information obtained, ICCBBA will determine an appropriate course of 
action. 


6.6 Reserved FINs 


6.6.1 FINs Reserved for Validation Purposes 


A range of FINs has been reserved for purposes of validation testing.  This 
range is A9990 through A9999.  Facilities should use FINs within this range 
when performing validation testing.  This range may also be used for example 
labels when the use of an actual FIN is not recommended (e.g., a cellular 
therapy facility wanting to show an example label on a Website). 


6.6.2 FINs Reserved for Proficiency Testing Organizations 


A range of FINs has been reserved for assignment to Proficiency Testing 
Organizations for use on their samples.  This range is A9900 through A9989.  
Specimens with these FINs may be identified as proficiency testing samples. 
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7 Software Developers 


7.1 Database 


The FIN database is in two formats:  A Microsoft Excel® spreadsheet and a tab 
delimited file.  It is updated with new facilities and changes to existing facility information 
once a month.  A version control sheet updated at the time the database is posted 
identifies changes that have been made.  The database (in both formats) and the 
version control sheet are posted in the password-protected area of the ICCBBA Website. 


7.2 Traceability 


The FIN plays a key role in traceability since it ensures global uniqueness of an 
identification number as long as the facility-assigned portion is also unique for that FIN. 
 
While the FIN within the DIN identifies the facility that assigned the DIN, it should not be 
used by software to identify the supplier of the product.  Products may pass through 
multiple organizations and a complete supply chain record must exist.  That is, facility 
records must reflect the actual supplier of the product, as well as the facility to which a 
product was shipped. 
 
While the Processing Facility Information Code [Data Structure 033] is not required for 
traceability now, the FIN portion of this data structure may be required for traceability in 
the future (see Implementation Guide:  Use of the Processing Facility Information Code 
[Data Structure 033]).   This should be taken into consideration as software is developed 
or modified.  This data structure is currently used in the fields of cellular therapy and 
tissue, but this could expand. 


7.3 Global Requirements 


Medical products of human origin may have global distribution.  Even when global 
distribution is uncommon (e.g., blood components), such distribution may occur during a 
disaster or military operation.  Therefore, it is essential that software be written to accept 
products labeled in compliance with the Standard.  For example, software should not be 
written to accept only the α character used within the country utilizing the software.   
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FACILITY REGISTRATION FORM 
 
 REGISTRATION PROCESSING WILL TAKE APPROXIMATELY 2 – 4 WEEKS 
 PLEASE COMPLETE EACH SECTION IN PRINT OR TYPE 
 PAYMENT MUST ACCOMPANY FORM 
 PLEASE FOLLOW INSTRUCTIONS REGARDING SUBMITTING COMPLETED FORM IN THE 


PAYMENT OPTIONS SECTION 
 
If you need assistance with completing this form please contact our staff: 
 E-mail: gabriela.hernandez@iccbba.org  
 Fax: +1 909 793 6214 
 Telephone: +1 909 793 6516 
PART A: 
 
 
1. Facility’s Full Legal Name  
 
 
 
 
 
 
2. Primary contact person to whom mailings should be sent 
 


Last name:   First name:   


Job Title:   E-mail:   


 
 
 
3. Secondary contact person 


Last name:   First name:   


Job Title:   E-mail:   


 
 
 
4. Legal business address of firm 
 


Address:   


City:   State/Province:   


Country:   Postal code:   


 
 
 
 
 
 
 
 


 


ICCBBA 
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5. Telephone, Fax, and Internet 
 


Country code:   Tel:   Fax:   


Web site address:   


 
 
 


6. Billing address 
 


Department:   


Address:   


City:   State/Province:   


Country:   Postal code:   
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7. Specify Registration type (CHECK ALL THAT APPLY ) if multiple only one registration fee 
will apply:  


 
 Blood Collection Facility 


 
Registration Fee:  Initial one-time fee $200 includes the first Facility Identification Number 
 Additional $150 for each subsequent Facility Identification Number Requested (see section 8) 
 
Annual License Fee: Will be billed based on the total number of Donation Identification Numbers (DINs) assigned to 


each collection or pooling event. The annual bill is calculated as follows: 
 


Your facility has a volume of <1,000 products 
(collections/pools). 


Annual License Fee is US$213 


Your facility has a volume between 1,001 and 23,000 
(collections/pools) per year 


Annual License Fee is US$325 


Your facility has a volume of  > 23,000 products 
(collections/pools) per year 


Annual License Fee will be US$325 
plus $0.0138 for each unit over 
23,000  


 
 
Please complete section 7.1 


Blood Transfusion  
 
Registration Fee:  Initial one-time fee $200 includes the first Facility Identification Number 
  Additional $150 for each subsequent Facility Identification Number Requested (see section 8) 
 
 
*Please check the type of transfusion laboratory that applies to your facility. 
 


 Transfusion Laboratory (assigns ISBT 128 donation numbers) 
 
 
Annual License Fee:  Will be billed based on the total number of Donation Identification Numbers (DINs) assigned to 


each collection or pooling event. The annual bill is calculated as follows: 
 
 


Your facility assigns <1,000 DINs per year Annual License Fee is US$213 


Your facility assigns between 1,001 and 23,000 DINs per year Annual License Fee is US$325 


Your facility assigns > 23,000 DINs per year 
Annual License Fee will be US$325 
plus $0.0138 for each unit over 
23,000  


 
Please complete section 7.1 
 
 


 Transfusion Laboratory (not assigning ISBT 128 donation numbers) 
 
  
Annual License Fee: $186  (If payment of first year license fee is included with registration, check here   
 
Please skip to section 8 
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Cellular Therapy 
 
Registration Fee:  Initial one-time fee $200 includes the first Facility Identification Number. 


 Additional $150 for each subsequent Facility Identification Number Requested (see section 8) 
 
 
Annual License Fee: Will be billed based on the number of donations collected or processed.  The annual bill is 


calculated as follows: 
 


Your facility collects and / or process <1,000 per year Annual License Fee is US$220 


Your facility collects  and / or process  between 1,001 and 
23,000 per year 


Annual License Fee is US$335 


Your facility collects  and / or pools  > 23,000 per year 
Annual License Fee will be US$335 
plus $0.0140 for each product over 
23,000 


 
 
*Please check the types of cellular therapy facilities that apply to you 
 


 Cellular Therapy Collection Facility (Please complete section 7.2) 
 
 


 Cellular Therapy Processing Laboratory (Please complete section 7.2) 
 
 


 Cellular Therapy Infusion Center (Please skip to section 8) 
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Tissue  
 


 Tissues Collection/Processing/Distribution Facility 
 
Registration Fee:  Initial one-time fee $200 includes the first Facility Identification Number. 


Additional $150 for each subsequent Facility Identification Number Requested (see section 8) 
 
  
Annual License Fee: Will be billed based on the number of final labeled products produced. The annual bill is 


calculated as follows: 
 


Your facility labels <1,000 final products per year Annual License Fee is US$213 


Your facility labels between 1,001 and 5,000 final products 
per year 


Annual License Fee is US$325 


Your facility labels  > 5,000 final products per year 
Annual License Fee will be US$325 
plus $0.11 for each product over 
5,000  


 
 
Please complete section 7.3  
 


 Please check if your facility only distributes tissue. 
 
Note: For tissues collected with intent of being processed into a cellular therapy product please mark cellular 


therapy collection facility. 


HCT/P Medical Device 
 


 HCT/P Medical Device Manufacturer 
 
Registration Fee:  Initial one-time fee $200 includes the first Facility Identification Number. 


Additional $150 for each subsequent Facility Identification Number Requested (see section 8) 
 
  
Annual License Fee: Will be billed based on the number of final labeled products produced. The annual bill is 


calculated as follows: 
 


Your facility labels <1,000 HCT/P Medical Devices per year Annual License Fee is US$213 


Your facility labels between 1,001 and 5,000  HCT/P Medical 
Devices per year 


Annual License Fee is US$325 


Your facility labels  > 5,000  HCT/P Medical Devices per year 
Annual License Fee will be US$325 
plus $0.11 for each product over 
5,000  


 
 
Please complete section 7.4  
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Plasma Fractionator 
 
*Please check the type of plasma fractionator that applies to you 
 
 


 Plasma Fractionators who read and interpret ISBT 128 bar codes 
 


 
Plasma fractionators who read and interpret ISBT 128 donation identification numbers and/or product codes, whether 
originating from their own collection or from a third party supplier, are required to register with ICCBBA and pay an annual 
license fee. 
 
             Registration Fee: none 


 
Annual License Fee: $5,850 


 
 
Please skip to section 8 
 
 


 Plasma Fractionators who label plasma donations with ISBT 128 bar codes 
 
Plasma fractionators who want to use ISBT 128 donation numbers on the plasma that they collect will need to register as 
collection facilities and be assigned a facility identification number.  
 
Registration Fee:  Initial one-time fee $200 includes the first Facility Identification Number. 
 
 
Annual License Fee: Will be billed based on the number of units collected in the previous year. The fee is US$0.0138 per 


unit, with a minimum license fee of $325.  
 
 


Please complete section 7.5 
  
 
 


   Plasma Fractionators who label derivatives with ISBT 128 
 
Plasma fractionators who supply product labeled with ISBT 128 are required to register with ICCBBA and pay an annual 
license fee. 
 
             Registration Fee: none 
 
 
             Annual License Fee: Will be billed based on the number of containers (units) of final ISBT 128 labeled products 


issued by the fractionator in the previous year. For solvent detergent plasma products, the 
fee is US$325 plus $0.0138 for each unit over 23,000. For other plasma derivatives the fee 
has not yet been determined (contact the ICCBBA office for more information). 


 
Please complete section 7.5 
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Proficiency Testing 
 


 Proficiency Testing Organizations 
 
Registration Fee:  Initial one-time fee $200 includes the first Facility Identification Number. 


Additional $150 for each subsequent Facility Identification Number Requested (see section 8) 
 
  
 
Annual License Fee: $186 
 
 
Please skip to section 8 
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7. Activity 
  


Provide figures on activity in your facility for your last complete fiscal year (include all sites and 
provide one aggregate number). 
 
 
 


7.1  


Blood Facilities Number 


Whole Blood units collected- (excludes cord blood) 
 


 


Apheresis donation procedures performed (excludes cellular therapy 
collections) 


 


Blood product pools prepared 
 


 


 
 


7.2 


Cellular Therapy 
(e.g. apheresis, marrow, cord blood) 


Number 


Cellular Therapy collections 
 


 


Cellular Therapy products processed  


 
 


7.3 


Tissue Number 


Tissue Final Labeled Products 
 
 
(Note: for tissues collected with intent of being processed into cellular therapy 
product please fill out section 7.2 Cellular Therapy collections.) 


 


 
7.4 


HCT/P Medical Device Number 


HCT/P Medical Devices Labeled   


 
 
7.5 


Plasma Fractionators Number 


Units collected and labeled with ISBT 128 
 


 


Products distributed that are labeled with ISBT 128  
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8. Number of Facility Identification Numbers requested: ___________ 
 (Complete one Part B for each FIN requested) 
 
9. Signature of authorized person: 


I request registration of the above named firm by ICCBBA. I understand that an annual license 
fee (payable when invoiced) will be required to maintain this registration. 


 
 
 __________________________________________ _____________ 
 Signature      Date 


 
 
10. Payment Options: 
  
 US$ ___________ total registration fee accompanying form   
 


NO PURCHASE ORDERS 
 
NOTE: ADDRESS FOR RETURNING FORM DEPENDS UPON METHOD OF PAYMENT CHOSEN 
 


 
 Check 


 
Make payable to ICCBBA (in US$ ONLY drawn on a US bank)  
 
Send completed form and check to: P.O. Box 748016, Los Angeles, CA 90074-8016
 


 Credit Card (VISA, MasterCard, or American Express only)     
 
__________________________  ____-____ ____________________ 
Card number Expiry date (MM-YY) Credit Card Security Code 
 
 
 ____________________ _______                                         
Signature of authorized cardholder         Send completed form to: P.O. Box 11309, San Bernardino, CA 92423-1309 


or fax it to 909-793-6214 


 
 Bank Draft/Wire (non-US registrants ONLY) 


 
Transfer appropriate amount to:  Bank of America, Commercial Banking Department 
    3100 Tower Boulevard, Suite 910, Durham, NC 27707 
    Bank Number 053000196   BIC/SWIFT: BOFAUS3N 
 
Payable to:   ICCBBA, Account Number 000683127591  
 
*Record wire/draft transaction number here before submitting form: ______________________________ 
 
Send completed form to: P.O. Box 11309, San Bernardino, CA 92423-1309 


 
Human Development Index 
 
If your facility is in a country with MEDIUM HDI check here      and reduce the fee payable by 33% 
If your facility is in a country with LOW HDI check here          and reduce the fee payable by 66% 
 
* DOES NOT APPLY TO THE US 
 
Information on country HDI status is available from the United Nations at http://hdr.undp.org/en/statistics/  
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PART B: 


 
Information from this form will be used to assign Facility Identification Numbers (FIN) and create entries in 
the official ICCBBA Facility Identification Number database that is maintained on the ICCBBA Website. 
 
It is left to the discretion of the organization registering how many FINs are requested, and how they are 
assigned within the organization. One copy of this section must be submitted for each FIN requested. 
 
Complete the following section identifying the CONTACT LOCATION for the facility. This contact location 
will be associated with the Facility Identification Number in the ICCBBA database and should provide the 
information necessary to contact the facility if any questions arise about a product bearing the particular 
Facility Identification Number. 
 
 
 _________________________________________________________________________ 
 Full Legal Name of Facility Registering 
 
 __________________________________ _____________________________________  
 Address line 1      Address line 2 
 
 ________________________________ _____________________________________ 
 Address line 3      City 
 
 _______________________  _____________________ _________________ 
 State/Province, etc.   Country    Postal code 
 
 
 
 __________________________________________________________________________ 
 Web Site Address 
 
 
 


Telephone and Fax: 
 
 _____   __________________   __________________  
 Country code Telephone    Fax  
   
 
 
 
Reminder: If more than one FIN is requested, duplicate this page and provide the 
information above for each FIN requested. 
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FACILITY LICENSE AGREEMENT 
 
ICCBBA's Commitment to Registered and Licensed Facilities  
ICCBBA will make available documentation of all updates and extensions to ISBT 128 to each Registered 
and Licensed Facility. ICCBBA maintains a Website (http://www.iccbba.org) through which updates and 
extensions are first published. Licensed facilities may self-select a password to gain access to the 
password protected area of the ICCBBA Website in order to obtain these updates and extensions. 
ICCBBA attempts to make certain that all data in ICCBBA databases are accurate, and will immediately 
make available any corrections. Data provided in the Facility Identification Number and Manufacturer 
Identification Code tables can only be as accurate as the most recent information provided to ICCBBA. 
ICCBBA will provide Help Desk support to users to promote knowledge of, and correct implementation of, 
the ISBT 128 Standard.   
 
Facility's Commitment to Other Registered and Licensed Facilities 
A facility that has implemented ISBT 128 will follow the standard to ensure interoperability with other 
facilities using the coding system.   
If assistance is needed: 


 The facility will work with ICCBBA to correct any nonconformities that prevent interoperability 
with other organizations.   


 The facility will communicate to ICCBBA problems related to on-going nonconformance with the 
ISBT 128 Standard it encounters when receiving ISBT 128 labeled products from other facilities. 


 
 
ICCBBA's Grant of License 
 
What a Licensed Facility May Do 
Use ISBT 128 and any other material to which ICCBBA owns the copyright (data identifiers, data 
structures, databases, access to the password protected area of the ICCBBA Website). 
 
What a Licensed Facility May Not Do 
Make copies of any item marked as "Copyright © (year[s]) ICCBBA." without express written 
permission, with the single exception that one copy per licensed facility may be downloaded and stored 
for local access (copies are always available in the password protected section of the ICCBBA Website). 
Share ICCBBA materials with others who are not licensed users of ISBT 128. 
 
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. 
 
Liability 
ICCBBA's liability is limited solely to those items listed in the section "ICCBBA's Commitment to 
Registered and Licensed Facilities." Under no circumstances shall ICCBBA's liability exceed the current 
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. 
 
Termination 
This License Agreement is considered to be terminated in any year in which the annual license fee as 
established by the ICCBBA Board of Directors has not been paid thirty (30) days after the date stipulated 
on the fee invoice. When this License Agreement is terminated all documentation and databases supplied 
to the Licensed User must be returned to the ICCBBA office at its currently published address. 
 
Mediation/Arbitration 
Any controversy arising out of this License Agreement shall be settled by non-binding mediation in the 
first instance and, should that prove non-satisfactory, by arbitration in the Commonwealth of Virginia, in 
which state ICCBBA is incorporated, in accordance with the rules of the American Arbitration Association. 
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Jurisdiction 
Except for United States Licensed Users that are supported by state funds, any action with respect to this 
License Agreement must be brought in the Commonwealth of Virginia, in which state ICCBBA is 
incorporated. With regard to the exception noted above, Licensed Users supported by state funding may 
use a court within their state if such is required by the provision of state funds. 
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FACILITY LICENSE AGREEMENT 
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If assistance is needed: 


 The facility will work with ICCBBA to correct any nonconformities that prevent interoperability 
with other organizations.   
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December 16, 2013 
 
«First_Name» «Last_Name», «Title» 
«Firm_Name» 
«Address_line_1» 
«Address_line_2» 
«Address_line_3» 
«City», «StateProvince»  «Postal_Code» 
 
Dear Ms. «Last_Name» 
 
Thank you for registering with ICCBBA.  We have assigned to your facility the Facility 
Identification Number «FIN».  This number is unique to your facility and should be used 
in all correspondences with ICCBBA.  
 
Please note the following information: 
 
License Fees – An invoice for the 2014 Annual License Fee has been included in the 
email.  The license fee is billed on a calendar year basis and must be kept current in 
order to maintain access to the registered users’ section of the ICCBBA website. 
 
Password – It is important to know that ICCBBA only permits one user log-in and 
password per FIN; so please make sure all appropriate personnel are aware of this. 
You may share password information with other personnel and may be logged in 
simultaneously. You may request for a password to the ICCBBA website by going to 
the following link: http://www.iccbba.org/registration-licensing/request-password . 
 
Technical Publications – The email includes a guide to our technical publications 
which includes a list of documents such as the ISBT128 Standard Technical 
Specification as well as the US Industry Consensus Standard for the Uniform Labeling 
of Blood and Blood Components Using ISBT128. The guide also lists other technical 
documents such as bulletins and notes. 
 
Contact Information – Please review the contact information listed above as this is 
how it appears in our database. We do our best to make sure the information is 
accurate but if it is not, please complete the Update Contact Information Form on our 
website at http://www.iccbba.org/user_contactupdate.html . 
 
We look forward to working with you towards a successful implementation of ISBT 128.  
We use our website for the posting of all new information regarding ISBT 128 and 
ICCBBA, so please check the website often. 
 
 
Sincerely, 
 
 
Gabriela Hernandez 


ICCBBA 
P.O. Box 11309 


San Bernardino, CA 
92423-1309 


www.iccbba.org 
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