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Background:

A new application standard is being developed that explains how to use the GS1 identification keys and attributes for the
identification of investigational products in clinical trials, from the time of kit assembly to use, and if necessary,
destruction. The mission specific work group has identified the need for a new GS1 Application Identifier, in order to
identify the clinical trial study, generally referred to as the protocol ID or protocol number. The new Al will be used as an
attribute of the GTIN.

GS1 General Specification Change:
| The recommended changes are highlighted in blue, relative to GS1 General Specifications version 18.

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 I1S” 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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3.2 GS1 Application Identifiers in numerical order

Figure 3.2-1. GS1 Application Identifiers
Data Content Format (*) FNC1 Data title

required
(****)

7240 Protocol ID X..20 (FNC1) PROTOCOL

3.8 GS1 Application Identifiers starting with digit 7

3.8.1 Protocol ID: Al (7240)

The GS1 Application Identifier (7240) indicates that the GS1 Application Identifier data field contains
the identifier of a clinical trial protocol. The data is alphanumeric and may include all characters listed in
figure 7.11-1.

‘ Figure 3.8.1-1. Format of the element string

Application Protocol ID

Identifier

7240 X;—— > variable length —————> X5

The data transmitted from the barcode reader means that the element string denoting the protocol
ID has been captured. As this element string is an attribute of a trade item, it must be processed
together with the GTIN of the trade item to which it relates (see section 4.14.2).

When indicating this element string in the non-HRI text section of a barcode label, the following data
title SHOULD be used (see also section 3.2): PROTOCOL

4.14

4.14.2 Mandatory association of element strings

This section defines the element strings that mandate the appearance of another element string on
the same physical entity.

o Note: This does not necessarily mean that the element strings need to appear in the same
data carrier. For example, multiple GS1-128 barcode symbols may be used in combination on
a GS1 Logistic Label.

Some explanation on figure 4.14.2-1:

= The table is sorted by Al value, with the Al that is the trigger for the rule displayed in the first
column. This means that this table cannot be read in both directions. For example, a rule that
states Al (17) must be used together with Al (01), does not imply that Al (01) can only be used
together with Al (17), since it can also be used with other Als.
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Multiple Als may be listed in the first column, separated by commas. This means that the rule
applies to all of the listed Als (element strings).

The same Al can occur in the first column multiple times, in different rows. This means that
depending on the value of the element string different rules need to be applied.

When multiple Als are included in the third column, this is always done with an AND, OR or XOR
logical operator between them:

o AND means that both element strings SHALL appear on the physical entity
o OR means that one or both of the element strings SHALL appear on the physical entity.

o XOR means that one of the element strings SHALL appear on the physical entity, and the
other element string SHALL NOT.

Figure 4.14.2-1. Mandatory association of element strings

If element string Then

7240

mandatory
associated
element
string

Designation Al

Protocol ID 01 The protocol ID SHALL occur in combination with a GTIN.
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