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Figure  1. Bar code denotes donation identification number 
(upper left), blood group (upper right), collection (or production) 
date and time (middle), product code (lower left), and expiration 
date and time (lower right). The biohazard mark was placed 
correctly on the labels of products that were detected to pose 
infection risks.
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To the Editor,

The Foundation for the Accreditation of Cellular Therapy and 
the Joint Accreditation Committee-ISCT & EBMT (FACT-JACIE) 
demands the tracking of stem cell products, beginning from 
the harvesting of the product from the patient or donor and 
continuing until the time of use in stem cell transplantation 
centers [1]. Relevant follow-up stages for stem cell product 
bags and vials include harvesting, portioning, transportation, 
acceptance at the cell processing unit, processing, storage, 
recycling, release, acceptance at the clinical unit, infusion, 
and recall at the cellular processing unit [1,2,3,4]. Information 
Standard for Blood and Transplant (ISBT) 128 provides unique 
identification and traceability of stem cell products using an 
international coding system [5]. Although this system is required 
to be implemented in accredited centers, many centers could 
not yet begin using this system. Sufficient data are not available 
in the literature about whether this system has facilitated 
workflow or not. This study was planned in order to investigate 
the feasibility of the ISBT 128 coding system.

This is a single-center, cross-sectional, and prospective study 
conducted at a JACIE-accredited center between January 
2012 and December 2016. Cellular therapy production codes 
beginning with ‘S’ were checked against the International 
Council for Commonality in Blood Banking Automation 
registry and unique identifiers for patient, donor, and stem 
cell products were produced. The class, modifier, and additives 
for the product were defined using the terminology table [6]. 
ISBT-compatible software (Turunç v.0.2, Teknik Media, Adana, 
Turkey) was used as the medical recording system. The function 
and the continuity of the system were evaluated every 15 days. 
Time to reach the data of the stem cell product at a certain 
time between harvesting and infusion/disposal and system 
implementation problems were evaluated. For this purpose, cell 
product characteristics were evaluated at every stage for 20 
randomly selected products.

A total of 2703 records belonging to 467 patients/donors were 
analyzed. The distribution of record numbers according to stages 
of the cellular product’s journey were 712 for cell collection, 
1460 for cell processing, 2 for recall of the product, and 561 for 
disposal of the product. A sample of a final allogeneic label is 
shown in Figure 1. The biohazard mark and a written warning 
regarding infectious agents were placed correctly on the labels 
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of the infection-positive products. The time to reach data of 
cell content, portion number, storage location of bags, and 
storage location of vials were 6.1±1.1 s, 5.3±1 s, 6.4±0.9 s, and 
6.4±0.9 s, respectively. No deviation from quarantine procedure 
was identified. Only three label production errors were detected 
(0.097%). No torn labels were produced.

The coding system was seen to facilitate workflow by enabling 
communication between transplant units. Labels that were 
structured in accordance with ISBT 128 could be produced at 
appropriate stages [7,8]. Almost no mix-up error being found in 
our study is a striking result to ensure the safety and reliability 
of the system.

The ISBT 128 system was found to be effective for traceability 
of stem cell products during their journey from harvesting 
to infusion/disposal and it facilitates the workflow in clinical 
practice in transplant and cellular therapy centers.

Keywords: Hematopoietic stem and progenitor cells, Stem cell 
mobilization, Apheresis, ISBT 128, JACIE, Labeling, Traceability

Anahtar Sözcükler: Hematopoietik stem ve progenitor hücreler, 
Stem hücre mobilizasyonu, Aferez, ISBT 128, JACIE, Etiketleme, 
Takip edilebilirlik

Conflict of Interest: The authors of this paper have no conflicts 
of interest, including specific financial interests, relationships, 

and/or affiliations relevant to the subject matter or materials 
included.

References
1. International Standards for Hematopoietic Cellular Therapy Product 

Collection, Processing, and Administration. FACT-JACIE Hematopoietic 
Cellular Therapy Accreditation Manual. 6th ed. Omaha, FACT-JACIE, 2015.

2. American Association of Tissue Banks, American Red Cross, American 
Society for Blood and Marrow Transplantation, American Society for 
Apheresis, America’s Blood Centers, Foundation for the Accreditation of 
Cellular Therapy, ICCBBA Inc., International Society for Cellular Therapy, 
National Marrow Donor Program. Circular of Information for the Use of 
Cellular Therapy Products. Bethesda, AABB, 2005.

3. American Association of Blood. Standards for Cellular Therapy Product 
Standards, 2nd Edition. Bethesda, AABB, 2007.

4. Distler PB. ISBT 128: An internationally standardized means to label cellular 
therapy products. Pharmaceuticals Policy and Law 2007;9:421-430.

5. Distler P. ISBT 128: a global information standard. Cell Tissue Bank 
2010;11:365-373.

6. International Council for Commonality in Blood Banking Automation. ISBT 
128 Standard: Product Coding-Bounded Lists and Definitions, Version 3.3.x. 
Redlands, ICCBBA, 2007.

7. Strong DM, Shinozaki N. Coding and traceability for cells, tissues and organs 
for transplantation. Cell Tissue Bank 2010;11:305-323. 

8. Ashford P, Distler P, Gee A, Lankester A, Larsson S, Feller I, Loper K, 
Pamphilon D, Poston L, Rabe F, Slaper-Cortenbach I, Szczepiorkowski Z, 
Warkentin P; International Cellular Therapy Coding and Labeling Advisory 
Group. ISBT 128 implementation plan for cellular therapy products. J Clin 
Apher 2007;22:258-264.

Address for Correspondence/Yazışma Adresi: Can BOĞA, M.D.,
Başkent University Faculty of Medicine, Department of Hematology, Ankara, Turkey
Phone : +90 322 327 27 27-2162
E-mail : drcanboga@hotmail.com

Received/Geliş tarihi:  February 27, 2017
Accepted/Kabul tarihi: April 13, 2017

DOI: 10.4274/tjh.2017.0081

©Copyright 2017 by Turkish Society of Hematology
Turkish Journal of Hematology, Published by Galenos Publishing House


