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GS1 Healthcare
Voluntary, Global Healthcare User Group

To lead the Healthcare sector to the successful development and 
implementation of global standards by bringing together 

experts in Healthcare to enhance patient safety and supply 
chain efficiencies.
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GS1 Standards in Healthcare … 
Our vision

GS1 Healthcare envisions a future where 
the healthcare sector utilises GS1 global 
standards for all items, locations, people 
and processes to drive patient safety and 
supply chain efficiency improvements--
starting with the manufacturer and ending 
with procedures or treatments for a specific 
patient.
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Leading healthcare 
organisations pave the way…

Corporate members of the global user group

http://www.alcon.com/index.asp�
http://www.cvs.com/corpInfo/index.html�
http://www.smiths-medical.com/�
http://www.cookmedical.com/�
http://www.gsk.com/index.htm�
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Leading healthcare 
organisations pave the way…

Healthcare providers and Group Purchasing 
Organisations going global

France

France

SwitzerlandHong KongNetherlandsGermany

Netherlands

USAGermanyGermany USAAustria

Ireland USA

http://www.premierinc.com/�
http://www.wienkav.at/�
http://www.hug-ge.ch/index.html�
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Global work groups

• AIDC Application Standards
• Global Data Synchronisation & Product 

Classification
• Traceability in Healthcare
• Public Policy

Meet bi-weekly via conference call 
and 3 times per year in the global conferences.
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GS1 Standards for Healthcare

 GTIN Allocation Rules for Healthcare

 AIDC Application Standards for 90% of medical 
products

AIDC Application Standards for small instruments

Healthcare extension in next GDSN release

Global Traceability Standard for Healthcare

Standards development continues, but global 
standards are ALREADY available to build on:
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GS1 Healthcare
Voluntary, Global Healthcare User Group

To be the recognised, open and neutral source for regulatory 
agencies, trade organisations and other similar stakeholders 

seeking input and direction for global standards in 
healthcare for patient safety, supply chain security & 

efficiency, traceability and accurate data synchronisation.



© 2010 GS1

Increasing global recognition

And many more…

http://www.moh.govt.nz/�
http://www.dh.gov.uk/en/index.htm�
http://www.premierinc.com/�
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Eucomed

12

“When developing a bar code strategy, 
reviewing a company’s existing bar code 
strategy or changing packaging and 
labelling configurations, Eucomed
recommends that its members consider 
the adoption, or increased use of GS1 
standards.”

Eucomed Guidance Document, September 2007
(European association representing 24 national 
medical technology associations and 62 medical 
technology companies) 
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UDI is the foundation, leading to improved process for...

Eucomed and UDI

UDI creates transparency, improves processes, increases efficiency
and makes isolated systems interoperable

Traceability
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Eucomed and UDI

UDI - Industry Key Messages (1):

► UDI is a key development for the Medical Technology Industry. For 

electronic health systems to work (patient records, traceability, 

reimbursement, registration, etc.) a Unique Device Identification 

system must first be defined, to provide an identifier (‘passport’) for 

each medical device 

► Medical Technology is a global industry and for UDI to work effectively 

identifiers must be globally unique. Globally accepted product 

identifiers are a key success factor; there should be NO local or 

national deviation as this would cause unacceptable fragmentation

► A risk-based approach is essential for machine-readable product 

identification (AIDC); not all medical devices need the same 

information at all packaging levels
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Eucomed and UDI

Industry recommends the following UDI requirements
(machine-readable identification of the product packaging)

Note:
(1) Technical feasibility prerequisite (space, substrate etc.)
(2) At the manufacturer’s discretion (e.g. for internal processes), but not to be used for regulatory purposes
(3) GTIN = Global Trade Item Number (GS1 terminology) = UDI code, static data

Does not exclude the use of production data, which is at the manufacture’s discretion
(4) Production Data = Expiry Date + Lot Number or Serial Number

It is at the manufacturer’s decision whether the product is ‘Lot Number’ or ‘Serial Number’ controlled
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Eucomed and UDI

UDI - Industry Key Messages (2):

► Implementation will be a vast undertaking for the healthcare 

industry and step-wise implementation is essential. At least 3 

years is needed by manufacturers for the first step, starting 

with the highest risk class first; for which the globally 

harmonised risk classification system should be used

► UDID (Unique Device Identification Database) should be the 

single global database (probably a network of databases) for 

Core Product Identification Attributes. This can be used further 

for other purposes such as migration to, integration with or 

replacement of other currently un-harmonised databases
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Eucomed and UDI

UDI - Industry Key Messages (3):

► There are suggestions that more data, than that needed for 

device identification, should be included in the data base. It is 

not clear how this can increase patient safety (for instance 

dynamic information, storage conditions etc.) 

► The true benefit, in terms of patient safety, can only be 

achieved if all stakeholders (from the manufacturer through to 

healthcare providers) use a harmonised UDI system



18www.eucomed.org

Eucomed and UDI

UDI - Industry Key Messages (4):

► Legislation is being developed which is directed at the 

manufacturer. However to achieve the public health objective, 

authorities must ensure that healthcare providers are under an 

equivalent obligation. If this is not done the whole exercise and 

the vast cost to industry will have been largely wasted

► A thorough Impact Assessment must be carried out. This is 

essential because the costs in terms of investment and 

implementation will be significant for both industry and 

healthcare systems. This will be the only way to assess the full 

effect and to achieve the full benefit of UDI 
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Eucomed and UDI

UDI - Industry Key Messages (5):

► There is an increasing requirement, in the EU, for more 

languages, more symbols for material content (e.g. DEHP, 

LATEX...), addresses, human readable information etc.. The 

question “what can be omitted from the labelling to meet the 

mandated UDI requirements for high risk devices, if there is 

insufficient space to include all this information?” needs to be 

addressed 

► For very small packs there might not be sufficient space to 

include UDI; therefore it will have to be omitted from labelling 

until technology can provide a solution
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Eucomed and UDI

UDI Database - Mandatory Core Attributes:

► From Eucomed’s perspective, the following 8 (eight) attributes, 

described in the GHTF Discussion Paper, are focusing on identification 

and should therefore be defined as the Mandatory Core Attributes:
 UDI code (static data)

 Manufacturer name

 Manufacturer contact information

 Nomenclature (e.g. GMDN*...)

 Device name (generic name)

 Trade name (brand name)

 Device model number (REF number)

 Regional authorised representatives (if applicable)

* There appear to be concerns about the use of GMDN in the Asia/Pacific region
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Eucomed and UDI

UDI will bring great benefits for: 
PATIENT SAFETY
 IMPROVED VIGILANCE & MARKET 

SURVEILLANCE
GLOBAL TRADE

BUT it is essential that
A pragmatic (risk-based) approach is adopted
Healthcare providers are fully resourced to respond
Regional authorities co-operate to ensure a truly

GLOBAL and HARMONISED UDI approach



Enabling AIDC solutions 
in healthcare worldwide 
Grant Hodgkins
Alcon Laboratories, Inc.
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Automatic Identification 
& Data Capture (AIDC)

“Automatic Identification and Data Capture (AIDC) 
refers to the methods of automatically identifying 
objects, collecting data about them, and entering 

those data directly into computer systems
(i.e., without human involvement).”

Wikipedia, 2009
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AIDC Application Standards

Defines 
the data to carry 

using specific data carriers 
for every healthcare product 

at every packaging level
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Scope: Data

Data – a few examples:
 Global Trade Item Number (GTIN)
 Expiry Date
 Batch / Lot
 Serial Number

(21)123
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Scope: Data carriers 

GS1-128 & 
GS1 DataBar

GS1 DataMatrix EPC / RFID

Of course, UPC and EAN formats will continue for retail channels

http://www.dreamstime.com/rfid-tags-image1763016�
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Pharma / Vaccine / Nutritional Medical devices

Retail Non-retail

Scope: All healthcare products
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Scope: All packaging levels

Directly
on the item

Primary
package

Secondary
package

Case /
Shipper

Pallet
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Scope: Risk-based solutions

Minimum

Enhanced

Highest

Cotton balls, bandages, patient exam gloves, …

Catheters, needles, … 
Pacemakers, hip replacements, …

AIDC Marking 
requirements
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AIDC and the “5 Patient Rights”

The right patient

The right dose

The right time

The right route

The right product
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AIDC and the “8 Patient Rights”

The right patient

The right time

The right procedure

The right location

The right device

The right user

The right anatomic site

The right condition
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AIDC for Healthcare…Vision

EVERY item has
ONE set of key identification data carried in

ONE data carrier
able to be scanned by EVERYONE

at every key process step…
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Nice words…What do they mean?

Baby Brennan Baby Collin

My twin nephews, 11 weeks premature, in NICU…Mar. 1
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Putting it all together

It often takes items from many companies,
sourced from all over the world,

to effectively treat ONE patient (or in this case, TWO) 

Now, imagine a world where:
• EVERY item is uniquely identified
• ONE data carrier contained all the key identification information
• ONE globally accessible repository provides data describing 

the item
• Picking, receiving, dispensing, billing, invoicing, EHR entries—

all completed electronically and without human error
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Version 1.12 – January 2010

201220112010

    

Plasma derivatives

AIDC Application Standards Phase 2 
(Scope TBD)

Multiple bar codes

Ratified standard Work finalised or near closure Work in progress or planned 

GTIN Allocation Rules

AIDC Application Standard
Phase 1 (90% of medical 

products)

AIDC Application Standard
Small instrument marking

Implementation 
guidelines

Location & legal entity ID

Roadmap to global standards

Key standards are completed!!

Others nearing completion…

Addresses ~90% of healthcare products
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GS1 General Specifications

The core standards document of 
the GS1 System

Now including AIDC Application 
Standards for Healthcare

And specific standards for marking 
re-usable surgical instruments

Contact your GS1 Member
Organisation for your copy!

Revised!
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AIDC Implementation Guide

How to implement AIDC for 
EVERY healthcare participant

Coming VERY soon!!

In final draft!
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AIDC for surgical instruments

43

Operating Room Sterilisation Unit

Stock

Transport

Preparation

Sterilisation

Cleaning
Dis-/assembling
Maintenance
Substitution
Set configuration
Completeness check

Creation of ‘Steri 
Batches‘ (e.g. 
labels)

Batch loading and 
release

Case carts

Instruments reprocessing cycle – Micro-logistics

Use

http://images.google.de/imgres?imgurl=http://www.hpnonline.com/inside/August04/Metro%20Case%20Carts%20-%20Group.jpg&imgrefurl=http://www.hpnonline.com/inside/August04/carts_carry_the_load.htm&h=2049&w=3308&sz=1503&tbnid=cMgMa951OQuY3M:&tbnh=92&tbnw=150&hl=de&start=12&prev=/images?q=Case+Carts&svnum=10&hl=de&lr=�
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Small instrument marking
GS1 General Specifications

• Data carrier: GS1 DataMatrix
• 2-D bar code

• Identification key: GTIN 
• Global Trade Item Number

• Attribute: Serial number

44
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Small instrument marking
GS1 General Specifications

• Data carrier: GS1 DataMatrix
• Target useable mark area of 2.5mm x 2.5mm
• One bar code on a single instrument
• Though not limited to, laser etching is recommended
• Mixed marking technologies within the same scanning 

environment should be avoided (ensures highest reading 
performance)

• Identification key: GTIN
• GTIN (Global Trade Item Number) – preferred option

• GTIN-12, -13 or -14 allowed
• GRAI (Global Returnable Asset Identifier) or GIAI (Global 

Individual Asset Identifier) – in case of hospital legacy system 

• Attribute: Serial number
• AI(21) (Application Identifier) mandatory - Serial number 

45
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ONE  global standard for 
AIDC in healthcare       

now available

Many countries have already adopted 
GS1 Standards

Many more are following…
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Putting the standards to work…
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How Alcon got started

• Participated in work groups to understand the issues
• Started a gap analysis of key items

• Focused on medical devices for UDI compliance
• And for pharma / devices in areas with active regulations

(Brazil, France, Serbia, Korea, Turkey, etc)

• Preparing action plan by mfg. facility based on gaps
• Reviewing results with Auto-ID Steering Committee
• Requesting 2011 – 2015 funding
• Starting pathfinder projects to ‘learn by doing’
• Continuously improving our approach 

Changing our world…ONE item at a time…

http://www.alcon.com/index.asp�
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How YOU can get started

1. Contact your local GS1 Member Organisation for guidance

2. Get familiar with the standards / guidelines
• Attend breakout sessions this week!
• Participate on GS1 implementation projects / team

3. Do a gap analysis…your items vs. GS1 Standards
• Focus on key items and facilities…don’t ‘boil the ocean’
• Build action plans, budgets, management approval

4. Implement your action plan
• Start small, conduct Pilot Projects, “learn by doing”, 

“crawl before you walk / run”…
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Join us!!!

Global teams
• Implementation Guideline
• Blood / Plasma Derivatives
• Location and Legal Entity ID
• Patient and Caregiver ID
• Multiple Bar codes
• Bar code / EPC Interoperability
• Serialization
• Phase 2: AIDC Application Standards

Local teams
• Contact your local Member Organisation representative



Contact Details

Ulrike Kreysa
Director GS1 Healthcare
ulrike.kreysa@gs1.org

Grant Hodgkins
Alcon Laboratories
grant.hodgkins@alconlabs.com

http://www.gs1.org/�
mailto:chuck.biss@gs1.org�
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