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Background:

There are currently three tables within the General Specifications that detail incorrect minimum AIDC
marking levels for regulated healthcare products. These tables each detail the minimum marking level to
include the GTIN, Batch Number and Expiration Date when in fact the minimum marking level is for the GTIN
only.

Disclaimer:

GS1®, under its IP Policy, seeks to avoid uncertainty regarding intellectual property claims by requiring the participants in
the Work Group that developed this General Specifications Change Notification to agree to grant to GS1 members a
royalty-free licence or a RAND licence to Necessary Claims, as that term is defined in the GS1 IP Policy. Furthermore,
attention is drawn to the possibility that an implementation of one or more features of this Specification may be the subject
of a patent or other intellectual property right that does not involve a Necessary Claim. Any such patent or other
intellectual property right is not subject to the licencing obligations of GS1. Moreover, the agreement to grant licences
provided under the GS1 IP Policy does not include IP rights and any claims of third parties who were not participants in the
Work Group.

Accordingly, GS1 recommends that any organisation developing an implementation designed to be in conformance with this
Specification should determine whether there are any patents that may encompass a specific implementation that the
organisation is developing in compliance with the Specification and whether a licence under a patent or other intellectual
property right is needed. Such a determination of a need for licencing should be made in view of the details of the specific
system designed by the organisation in consultation with their own patent counsel.

THIS DOCUMENT IS PROVIDED “AS IS” WITH NO WARRANTIES WHATSOEVER, INCLUDING ANY WARRANTY OF
MERCHANTABILITY, NONINFRINGEMENT, FITNESS FOR PARTICULAR PURPOSE, OR ANY WARRANTY OTHER WISE ARISING
OUT OF THIS SPECIFICATION. GS1 disclaims all liability for any damages arising from use or misuse of this Standard,
whether special, indirect, consequential, or compensatory damages, and including liability for infringement of any
intellectual property rights, relating to use of information in or reliance upon this document.

GS1 retains the right to make changes to this document at any time, without notice. GS1 makes no warranty for the use of
this document and assumes no responsibility for any errors which may appear in the document, nor does it make a
commitment to update the information contained herein.GS1 and the GS1 logo are registered trademarks of GS1 AISBL.
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2.1.6 Healthcare secondary packaging (regulated healthcare retail consumer trade
items)
A regulated healthcare retail consumer trade item trade item not intended to be scanned in high

volumes per consumer transaction at retail, but does require additional data beyond GTIN to
support regulatory requirements. This means, these trade items support:

= GTIN-8, GTIN-12, or GTIN-13 data structures.
= GTIN attributes such as batch/lot number, expiration dates, or serial numbers.

They may be marked with 2D matrix barcodes that require imaging-based scanners or linear
symbologies such as GS1 DataBar or GS1-128. If an item is a general retail consumer trade item
and regulated healthcare retail consumer trade item, then the barcode marking for general retail is
required at a minimum.

GS1 key

Required

The allowed key formats for this application are:
= GTIN-8

= GTIN-12

= GTIN-13

GS1 firmly endorses the use of GTIN in all markets, however there are instances where GS1
Member Organisations have allocated a portion of their numbering capacity to identification schemes
administered nationally by external agencies.

These coding schemes while recognised within the GS1 system framework by the assignment of a
GS1 Prefix are defined, in Healthcare, as National Trade Items Numbers (NTINs) rather than Global
Trade item Numbers (GTINs). NTINs are unique with respect to GTINs as their values are a subset
of all possible values of GTIN. However, their definition, allocation and lifecycle rules are defined by
an organisation external to GS1.

The degree to which NTIN definitions and rules are compatible with those of GTIN is specific to each
national definition. Whilst NTIN will always provide globally unique identification within the GTIN
pool of nhumbers, this does not mean NTIN provides the same level of interoperability as GTIN with
other GS1 standards, such as GDSN and ONS. In markets where NTIN is adopted exclusively of
GTIN, the reciprocal nature of GTIN identification and marking across markets is lost and becomes
problematic where one package which should serve multiple markets (e.g., common language)
requires multiple NTINs rather than one GTIN.

Rules
See the GTIN rules in section 4.3.

Attributes

Required

Figure 2.1.6-1. Overview of required attributes

AIDC marking level Batch/lot Expiration Serial number -
for regulated number - date - AL Al (21)

healthcare trade Al (10) (17)
items

Minimum - GTIN-8, GTIN- ¥esNo ¥esNo No None
Pharmaceutical & 12, or GTIN-13
medical device
Enhanced - GTIN-8, GTIN- Yes Yes No None

Pharmaceutical & 12, or GTIN-13
medical device
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Attributes
Required

For regulated healthcare consumer trade items the following levels of AIDC marking are specified.

Figure 2.1.7.1-1. Overview of required attributes
AIDC marking level for Batch/lot Expiration SEGE]

regulated healthcare trade number - date - AI (17) = number
jitems | JATO) [ [SAT@L
Minimum GTIN-8, ¥esNo ¥esNo No None
GTIN-12,
GTIN-13, or
GTIN-14
Enhanced GTIN-8, Yes Yes No None
GTIN-12,
GTIN-13, or
GTIN-14
Highest - Brand owner GTIN-8, Yes Yes Yes Potency AI (7004) for
AIDC marking GTIN-12, pharmaceutical, and for
GTIN-13, or medical device kits with
GTIN-14 pharmaceutical (cases only
for both situations)
Highest - Hospital AIDC GTIN-8, No Al (7003) for Yes None
marking of pharmaceutical GTIN-12, short-life
GTIN-13, or products
GTIN-14
Hospital AIDC marking of No No No No None
medical devices

To manage healthcare data requirements within EPC/RFID tags, see section 3.11 and the most
recent version of the EPC Tag Data Standard.

Optional
Not applicable
Rules

Not applicable

Data carrier specification
Carrier choices

= Symbols from the EAN/UPC symbology family (UPC-A, UPC-E, may be used to encode the GTIN-
12, EAN-13 to encode the GTIN-13 and, if the size requirements are met, EAN-8 to encode the
GTIN-8 of the trade item that is a single product).

= ITF-14 symbols may be used where printing conditions require the application of a less
demanding symbology. ITF-14 symbols can encode the GTIN-12, or GTIN-13 of the item.

= A GS1-128 barcode or GS1 DataBar barcode with GS1 Application Identifier (01) may be used to
encode a GTIN that identifies the trade item if the printing conditions allow. The choice of one of
these symbologies is particularly relevant if there is a need to encode attribute information in
addition to the identification number.

Some scanning systems may be able to handle 2D barcodes as well as linear barcodes. In these
environments, GS1 2D symbols may be used in addition to linear symbols. For information on how
to manage multiple barcodes see section 4.16.

For trade items used in manufacturing and maintenance, repair & overhaul (MRO) processes the
following data carrier choices take precedence over the carrier choices above: GS1-128, GS1
DataMatrix, GS1 QR Code and EPC/RFID.

For healthcare, the following carrier selections take precedence over the carrier choices above and
apply to all regulated healthcare retail consumer trade items.
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Rules
All the GTIN rules described in section 4.

Attributes
Required
For regulated healthcare consumer trade items the following levels of AIDC marking are specified:

Figure 2.1.7.2-3. Required attributes

AIDC marking level for Key Batch/lot Expiration Serial Other
regulated healthcare number - date - AI number - AI
trade items Al (10)
Minimum GTIN-8, GTIN- ¥esNo ¥esNo No None
12, GTIN-13, or
GTIN-14
Enhanced GTIN-8, GTIN- Yes Yes No None
12, GTIN-13, or
GTIN-14
Highest - Brand owner GTIN-8, GTIN- Yes Yes Yes Potency Al (7004) for
AIDC marking 12, GTIN-13, or pharmaceutical, and for
GTIN-14 medical device kits with

pharmaceutical (cases
only for both situations)

Highest - Hospital AIDC | GTIN-8, GTIN- No Al (7003) Yes None
marking of 12, GTIN-13, or for short-
pharmaceutical GTIN-14 life
products
Hospital AIDC marking No No No No None

of medical devices

To manage healthcare data requirements within EPC/RFID tags, see section 3.11 and the most
recent version of the EPC Tag Data Standard.

Optional
Not applicable
Rules

Not applicable

Data carrier specification
Carrier choices

= For multi-sector use symbols from the EAN/UPC symbology family (UPC-A, UPC-E; and EAN-13)
may be used to encode the GTIN-12 or GTIN-13 of the trade item grouping. If used, the GTIN-8
is encoded in an EAN-8 barcode. GTIN-8 can only be used when all other packaging size
constraints are met, see section 4.3.7.

= ITF-14 symbols may be used on trade item groupings where printing conditions require the
application of a less demanding symbology. ITF-14 symbols can encode the GTIN-12, GTIN-13,
or GTIN-14 of the item.

= A GS1-128 barcode or GS1 DataBar barcode with GS1 Application Identifier (01) may be used to
encode a GTIN-12, GTIN-13, or GTIN-14 that identifies the trade item if the printing conditions
allow. The choice of one of these symbologies is particularly relevant if there is a need to encode
attribute information in addition to the identification number.

Some scanning systems may be able to handle 2D barcodes as well as linear barcodes. In these
environments, GS1 2D symbols may be used in addition to linear symbols. For information on how
to manage multiple barcodes see section 4.16.

For trade items used in manufacturing and maintenance, repair & overhaul (MRO) processes the
following data carrier choices take precedence over the carrier choices above: GS1-128, GS1
DataMatrix, GS1 QR Code and EPC/RFID.
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