GSCN Name Effective Date

WR 23-291 Clarification of wording related to encoding GMN in a data carrier Dec 2023

Associated Work Request (WR) Number:

Background:
There is somewhat confusing and potentially conflicting guidance on when or if a GMN is encoded in a data
carrier. This request seeks to eliminate the confusion. The only change in this work request is deleting the
highlighted text. Other sections/text appear for context purposes.

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 organization 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, NONINFRINGMENT, 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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2.6.13 Global Model Number (GMN)

Application description

The GS1 Global Model Number (GMN) is the GS1 [identification key that may be used to identify a
product model (e.q., er-medical device product family, apparel style, consumer electronic model)
based on attributes common to the model e+family-as defined by the brand owner in accordance
with industry guidelines (where avaliable) or regulation. The A product model is the basis from

which related trade items are derived. GMN comprises the GS1 Company Prefix, a model reference //{ Cc ted [DM9]: WR23-070

and check character pair. The model reference utilises characters from GS1 Al encodable character
set 82 and its structure is left to the discretion of the brand owner who assigns it. (see section
3.9.13)

This GS1 identification key, once assigned to one product model ka%preduet—ﬁamﬂy, SHALL NOT be
reissued to another product model. The GMN SHALL NOT be used to identify a trade item. A GMN is
an attribute of a trade item identified with a GTIN. A GMN is directly correlated to one or more

GTINS, a GTIN SHALL only be associated with one GMN.] //{ Cc ted [DM10]: WR23-070

The Global Model Number can be used by any industry but for regulated healthcare medical devices
the following applies:
Regulated healthcare medical devices

For regulated healthcare medical devices, the GMN is the GS1 identification key to support the
implementation of the Basic UDI-DI requirements.

For regulated healthcare medical devices, the Basic UDI-DI serves as the key element in the UDI
regulatory database for medical devices.

By providing an identifier for a medical device product family, the GMN will link medical device trade
item(s) identified by GTIN(s) in the UDI database to pre-market and post-market activities (e.g.,
certificates, declaration of conformity, vigilance, market surveillance and clinical investigations).

The following points highlight the relationship between Basic UDI-DI (GMN) and UDI-DI (GTIN.)

= Basic UDI-DI (GMN) is used for medical device registration and is assigned independent of
packaging/labelling and is different from the identifier for trade items in the supply chain (UDI-
DI(GTIN)).

= All Basic UDI-DI (GMN) level attributes (in the UDI regulatory database) are common for all
GTINs associated with it.

= All attributes across all UDI-DIs (GTINs) associated with one Basic UDI-DI (GMN) may not be
common.

= The Basic UDI-DI (GMN) is used for device registration in the registration database. The UDI-DI
(GTIN) is used for trade item identification in the UDI database. UDI-DI (GTIN) and Basic UDI-
DI (GMN) allocation may occur before, in parallel, or after each other and attribution and/or
linkage between the entities is only possible once both entities exist. For this reason, allocation
of UDI-DI (GTIN) and Basic UDI-DI (GMN) shall be made independent of one another.

= Brand owners are responsible for the assignment of Basic UDI-DI (GMN) and UDI-DI (GTIN.)
GS1 key

Required
GMN
The GS1 Application Identifier to indicate the Global Model Number is AI (8013), see section 3.2.

Rules

See section 4.12.

= The Global Model Number SHALL NOT be used as a replacement for the GTIN.
= The GTIN SHALL NOT be used as a replacement for the Global Model Number.
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For regulated healthcare medical devices, the following applies:

= At any given time, the relationship between Basic UDI-DI (GMN) and UDI-DI (GTIN) is 1:n (can
be one to one or one to many), meaning a Basic UDI-DI (GMN) can be related to more than one
UDI-DI (GTIN).

= Basic UDI-DI (GMN) SHALL NOT be used for supply chain identification or transactional purposes
(e.g., labels, orders, deliveries, payments). Only the UDI-DI (GTIN) SHALL be used in the
supply chain.

= UDI-DI (GTIN) SHALL NOT be used as a replacement for Basic UDI-DI (GMN).

= In documentation, Basic UDI-DI (GMN) shall be displayed as a single data field, but formatting
such as bold or italics may be used within text representation of the identifier to increase
efficiency and accuracy of key-entry. Spaces are not permitted as characters in the Basic UDI-DI
(GMN).

= For construction industry, the following apply:

The Global Model Number may be processed as stand-alone information where applicable or
with a GTIN on the same item. See sections 2.1.7 and 4.15 for the use of the GMN together
with GTIN.

Attributes

Not applicable

Data carrier specification

GMN is a GS1 identification key not intended for use in a data carrier except for the construction
industry.

Carrier choices

For the construction industry the following carrier choices apply:

= GS1 DataMatrix

= GS1 QR Code

m  EPC/RFID (within user memory only)

O Note: If the item is also scanned as a retail trade item a barcode that conforms to retail
specifications is required.

Q Note: For regulated healthcare medical devices, the Basic UDI-DI (GMN) SHALL NOT be used
in any labelling, physical marking, or GS1 AIDC data carrier on trade items associated with
the Basic UDI-DI (GMN). The GMN MAY be included on documents or certificates, and in that
case the rules for data content, format and data title in 3.9.13 apply.

Symbol X-dimension, minimum symbol height and minimum symbol quality

See section 5.12.3.4, GS1 symbol specification table 4.

Symbol placement

Not applicable

Unique application processing requirements

For a description of processing requirements, see section 7.
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Figure 3.9.12-1. Format of the element string
GS1 Application

Software version

Identifier
8012 Xy ——variable length

> X20

The data transmitted by the barcode reader means that the element string denoting a software
version has been captured. As this element string is an attribute of a software trade item, it must be
processed with the GTIN of the software to which it is related (see section 4.13 Data relationships).
When indicating this element string in the non-HRI text section of a label, the following data title
SHOULD be used: VERSION

3.9.13 Global Model Number (GMN): AI (8013)
The GS1 Application Identifier (8013) indicates that the GS1 Application Identifier data field contains

a GMN (Global Model Number). The GMN is used for the unique identification of a product modeller
preduetforiyl —{ commented [DM24]: WR23-070

0 Note: This element string SHALL never be used to identify the entity as a trade item.

The GS1 Company Prefix (see section 1.4.4) is allocated by GS1 Member Organisations to the brand

o a egtiated-hea are-medicatde i G Clime.

owner that allocates the GMN. It makes the number unique worldwide.

. { Cc d [DM25]: WR23-070

The structure and content of the model reference is at the discretion of the brand owner. It may
contain all characters listed in figure 7.11-1.

The check character pair is explained in section 7.9.5. Its verification, which must be carried out in
the application software, ensures that the identifier is correctly composed.

The total length of the GMN including the check characters SHALL not exceed 25 characters.

Figure 3.9.13-1. Format of the element string
GS1 Global Model Number (GMN)

Application | Gs1 Company Prefix Model reference Check
Identifier _ > characters

8013 N1 N\ Xi+1 variable Iength Xj(j<=23) Xj+1 Xj+z

When indicating this element string in the non-HRI text section, the following data title SHOULD be
used: GMN

Regulated healthcare medical devices

For regulated healthcare medical devices, the GMN SHALL NOT be used in any labelling, physical
marking, or GS1 AIDC data carrier on associated trade items.

When indicating the Basic UDI-DI (GMN) on documents or certificates, the following data title
SHOULD be used: GMN. The Application Identifier (AI) 8013 SHALL be excluded in such documents
and certificates.

For medical devices that fall under the EU regulations (see section 2.6.13).

3.9.14 Global Service Relation Number (GSRN): Als (8017, 8018)

The GS1 Application Identifiers (8017, 8018) indicate that the GS1 Application Identifier data field
contains a GSRN (Global Service Relation Number). The GSRN is used to identify either the recipient
or individual provider of services in the context of a service relationship. In order to provide
identification for both roles in a service relationship, recipient and provider, two GSRN Als are
available. The resultant element string provides a means for the service provider to store data
relevant to services provided to the recipient and by the individual provider.
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