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APPENDIX Il
CELLULAR THERAPY PRODUCT LABELING
Each label shall include at least the elements detailed in the following table’:
Label at Label at Partial label at Label at
completion of completion of distribution f°'; distribution for
Element? collection processing administration administration
Unique numeric or alphanumeric identifier3 AF AF AF AF
Proper name of products’6 AF AF AF AF
Product code” AF AF AF AF
Product attributes® AC AC AC AF
Recipient name and/or identifier AT AT AC AT
Identity and address of collection facility or donor registry AT AC AC AC
Date, time collection ends, and (if applicable) time zone AT AC AC AC
Approximatevolume AF AF AF AF
Name and quantity of anticoagulant and other
additives AF AF AF AF
Recommended storagetemperature range AF AF AF AF
Donor identifier and (if applicable) name AT AT AC AF
Biohazard and/or Warning Labels (as applicable,
see CM7.4, C7.4, D7.4) AT AT AC AT
As applicable:
Statement “NOT EVALUATED FOR
INFECTIOUS SUBSTANCES” AT AT AC AT
Statement “WARNING: Advise Patient of Communicable
Disease Risks” AT AT AC AT
Statement“WARNING: Reactive TestResults for [name of
disease agent or disease]” AT AT AC AT
Identity and address of processing and distribution )
facility(ies) AC AC AC
Statement “Do Not Irradiate” - AT AC AF
Expiration Date (if applicable) - AC AC AF
Expiration Time (if applicable) - AC AC AC
ABO and Rh of donor (if applicable) - AC AC AC
RBC compatibility determination (if applicable) - - AC AC
Statement indicating that leukoreduction filters shall not be _ _
used AC AF
Statement"FORAUTOLOGOUS USE ONLY" (if
applicable) AT AT AC AF
Date of distribution - - AC AC

AF=Affix, AT=Attach or Affix, AC=Accompany, Attach or Affix
"Container and full package labeling requirements for licensed products or products under Investigational New Drug (IND) application shall follow
Applicable Law. In the U.S., see 21 CFR 312.6(a).
2Full implementation of ISBT 128 labeling requires compliance with the ISBT 128 Standard for the location of information on the label and/or the
accompanying documentation.
3Qverlay labels for supplementary identifiers shall not obscure the original identifier.
A partial label at distribution is a label that because of the size of the product container or other constraints, does not contain all of the required
information.
SProduct proper names and attributes must also be identified in words, and are listed in Chapter Three of the ISBT 128 Standard Terminology for
Blood, Cellular Therapy, and Tissue Product Descriptions. Available at: www.iccbba.org > Subject Area > Cellular Therapy > Standard Terminology.
This includes all potential attributes, in addition to the core attribute referenced in this table (Anticoagulant, Volume, Storage Temperature): Intended
Use, Manipulation, Cryoprotectant, Blood Component from Third Party Donor, Preparation, Genetically Modified, Irradiation, Modification,
Mobilization, Pooled Single, Cultured, Enrichment, and Reduction.
8 Proper name of product is also referred to as class name in the ISBT 128 Standard Terminology.
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