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Grouping of rules — Old to New

Order of currently published rules

1 Introduction ............
1.1 Purpose and reg Y
1.2
1.3
1.4 Defining a new product compared to a product change
1.5 GTIN non-reuse..

2 GTIN Allocation Rules

2.1

New product introduction
2.1.1 Different language
Assignment of GTINS within a trade item hierarchy .
2.1.3 ingl terile devices/ iple devices never sold separately
Multi-use non-sterile devices.........ccocieiiinniiiinnnnns
Barrier packs - sealing inner through outer (SITO process).

2.2 Declared for ion or functi
2.2.1 Patient specific product ....
2.2.2  Configurable medical devices .
2.2.3 software as a medical device ...
2.3 Declared net content
2.4 Dimensional or gross weight change
2.5 Add or remove a certification mark..
2.6 Primary brand
2.7 Time critical or promotional product
2.8 Pack/case quantity...
2.8.1 Pallet as a trade item
2.9 Pre-defined assortment
2.9.1 Kits
2.10 Price on pack
3 Clinical Trials ...ccccascssraissessisssssssasssssans 31
4 Additional GTIN information .....c.ceeeeens 32
5 Glossary of terms........... 35

Proposed structure (order of rules)

1 Introduction...
1.1 Purpose and regulatory disclaimer .

1.2 ane
1.3 Guiding principles . -1
1.4 L L T = &

2 GTIN Allocation Rules....... ... e e e s cem e meen e s m e e e ee

2.1 Mew product introduction .7
Defining & new product compared to a product change .7

2.2 General rules: Product changes pertaining to packaging for both Madical Devices and

Pharmaceutical Products ... e e e e e e s s s e e e e e e e e T
2.2.1 Different language on packs and leaflets that are part of a trade itemu .. S

2.2.2 Manzgement of language and content changes of digital leaflets online.
2.2.3 Assignment of GTIMs within a trade item hierarchy
2.2.4 Dedared net content...
2.2.5 Crimensional or gross weight change
2.2.6 Pack/casze guantity
2.2.7 Pallet as a trade item...
2.2.8 Pre-defined assortment
2.2.9
2.2.10 Price on pack...
2.2.11 Primary brand..
2.3 Rules for product changes pertaining to Meadical Devices
2.3.1 Configurable medical devices ..

2.3.2 Software as a medical device ..

2.3.3 Add or remove a certification mark

2.3.4 Single-use non-sterile devices/multiple devices never sold separatehy.
2.3.5  Multi-use non-sterile devices.

2.3.6 Barrier packs — sealing inner through cuter [SITO process).

2.3.7 Dreclared formulation or functionality of a Medical Device ..
2.4 Rules for product changes pertaining to Pharmaceutical products.
2.4.1 Dreclared formulation of a Pharmaceutical preduct ...
2.5 Other rules pertaining to Madical Devices and Pharmaceutical products.
2.5.1 Time critical or promotional product.
2.5.2 Patient specific product
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Why have we separated some rules......

Medical Devices Pharmaceutical
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Deliver trusted digital content
(ePIL, IFU, videos,...) directly
& from the GS1 DataMatrix, with
Vel no packaging changes




GS1 brings trusted medical product
information to smartphones through
collaboration with Google

Launch of smartphone camera scanning of GSI
DataMatrix barcodes marks a global breakthrough
for patient safety.
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How it works

Simplified schematic of GS1 DM native scanning
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The existing GS1 DataMatrix
barcodes can now be scanned
natively using Google Lens on Android
devices and iOS devices - no changes
needed!

With this new functionality, patients,
caregivers, and healthcare
professionals will be able to use their
smartphones to scan a GS1
DataMatrix barcode and access
trusted product information,
including electronic patient
leaflets (ePILs)

The extent of accessible information
will depend on the readiness of the
systems and manufacturers
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Why it matters

This functionality requires no
changes in the existing GS1
DataMatrix printed on the packs:

v The Google functionality reads
the GTIN encoded in the GS1
DataMatrix and constructs a GS1
Digital Link URI

v The GS1 Digital Link URI created
redirects to TRVST resolver

@
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‘Patient-friendly’ access to
digital content

Industry alignment

Regulatory expectations

Global interoperability
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Project timeline - Where are we now e

« The project is shifting from collaboration announcement to execution
« Next steps are technical & operational

Collaboration Scale-up
announcement announcement

— Activation — Scale

WE ARE HERE!
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Project timeline - Where are we now

« The project is shifting from collaboration announcement to execution
« Next steps are technical & operational

Lots of work need to be done!
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Trial and set-up phase objectives

> Enable manufacturers* and MOs to participate in the trial and build the
foundations of a scalable, globally aligned digital-content ecosystem

Global Office GS1 MOs Manufacturers
v Provide clarity v Understand the project v Provide content or resolver links
v Provide toolkits v Start conversations locally, v Align internal tech/reg teams
v Assess technical flows where required v Escalate internally to remove
v Capture learnings v Support members technically multiple barcodes where
possible

v Join the trial
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® N.B. Manufacturers will be HCLT or GS1 Global Members in the Trial Phase
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Project headlines — January 2026

« Android functionality released November 2025
« 10S functionality available today

« Trial phase commence estimated late February 2026
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Engagement Toolkit™

- Demonstration video available today
- Demonstration scanning sheet available today
- Q&A available 25% Jan

- Slide deck to support discussions available post Global Foru

*accessible through your GS1 Member Organisation

@
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Demonstration barcodes
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Demonstration barcodes
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