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Lack of standards in daily life can 

cost money and time … 

2 



©  2014 GS1 
3 

...in Healthcare it can cost a life 
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The need for global standards  

• Manual interventions in the healthcare supply chain 

decrease its efficiency and accuracy 
 

• Product recalls can be difficult to manage, in particular for 

healthcare providers 
 

• Traceability from manufacturer to patient is problematic 
 

• Counterfeiting is an increasing global threat 
 

• Errors in hospitals can result in additional treatments, 

disabilities or even loss of life 

• Product/patient relationship in electronic health records 

(EHR) and registries is complex and manually captured 
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GS1 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 in Healthcare: global system of 

standards to ensure visibility  
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The basics of GS1 system  

1234567891234 

The 3 G’s … to support Identify, Capture and Share 
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Product Master Data, such as: 

• unique and unambiguous identifiers 

• harmonised descriptions 

• supporting regulatory requirements implementation 

• facilitating exchange of logistics information  

 

Purchasing Information, such as: 

• Shipping locations 

• Logistics identifiers 

• Pricing information  

 

What information could be 

standardised? 
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What could it mean for you? 
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Manufacturers: cost optimisation, data synchronisation 

and process efficiency 
 

Hospitals: adequately identified medical devices and a 

single and integrated system of information management 
 

Regulators: higher levels of market surveillance, more 

efficient adverse event reports and quicker recall - also 

across borders 
 

 

REGULATOR 

Global standards enable safer and more efficient supply 

chain to ensure that the right device is available at the right 

place and the right time for the right patient. 
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Example: the US FDA UDI system 

10 Jay Crowley, U.S. FDA, 2013 
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UDI system at a glance 

DI = Device Identifier 

PI = Production Identifiers (i.e. lot/batch no., serial no., expiry [use by] date, date of manufacture) 
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GS1 UDI issuing agency for the US FDA 
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GS1 was accredited as issuing agency by the FDA 

Meaning that the GS1 system can be used by medical device 
manufacturers to identify and mark their products and to deliver 
the requested product information to the FDA GUDID database, 

 

 

 

 

 

 

 

 
 

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentific
ation/UDIIssuingAgencies/default.htm 

 

 

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/UDIIssuingAgencies/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/UDIIssuingAgencies/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/UDIIssuingAgencies/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/UDIIssuingAgencies/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/UDIIssuingAgencies/default.htm
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UDI in GS1 terms 
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Manufacturers are able to provide data to all UDI databases and their 

customers (eg. hospitals, distributors, wholesalers) simultaneously, with a 

single connection. 

The industry uses GDSN to 

populate the GUDID 
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Example: the UK NHS Procurement 
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“WE WILL MANDATE THROUGH 

CONTRACTS THE USE OF GS1 

CODING IN THE NHS” 
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Exemple: GS1 for MD  

traceability in Argentina 
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• The first regulation requiring traceability for medical 

devices – with short timelines! 
 

• February 2015: defibrillators/cardioverters, electric 

stimulators for cochlear hearing, intraocular lenses, 

cardiac pacemaker, breast internal prosthesis; 

• August 2015: vascular coronary endoprosthesis (stent), 

hip prosthesis, and column prosthesis. 

 

• GS1 standards required: GTIN plus AI’s, GLN 
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GS1 endorsed by 60 stakeholders 
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New McKinsey report “Strength in unity: The 

promise of global standards in healthcare” 

 

Highlights the cost savings and patient safety 

benefits of adopting a single global supply 

chain standard in healthcare 

 

Available at: 

http://www.gs1.org/healthcare/mckinsey  or 

http://www.gs1.org/docs/healthcare/McKinsey_Healthcare_R

eport_Strength_in_Unity.pdf  

  

New McKinsey & Company report 

quantifies supply chain issues in 

Healthcare 

Source: http://www.mckinsey.com 

 

http://www.gs1.org/healthcare/mckinsey
http://www.gs1.org/docs/healthcare/McKinsey_Healthcare_Report_Strength_in_Unity.pdf
http://www.gs1.org/docs/healthcare/McKinsey_Healthcare_Report_Strength_in_Unity.pdf
http://www.mckinsey.com/
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Huge cost savings and patient safety benefits 

when adopting a single global standard in 

healthcare 
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•“Implementing global standards across the entire healthcare 
supply chain could save 22,000-43,000 lives and avert 0.7 
million to 1.4 million patient disabilities”  

 

•[We] “estimate that healthcare cost could be reduced by $40 
billion-$100 billion globally” from the implementation of global 
standards 

 

•“Adopting a single set of global standards will cost 
significantly less than two” (between 10-25% less cost to 
stakeholders) 

 

• “Rolling out such standards-based systems globally could 
prevent tens of billions of dollars’ worth of counterfeit 
drugs from entering the legitimate supply chain” 

 
 SOURCE: McKinsey report, “Strength in unity: The promise of global standards in healthcare”, October 2012 
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The need for alignment and a 

global framework 

Healthcare is local 
Healthcare providers are local 

Regulations are local 
 

 

BUT country-by-country solutions are not sufficient nor effective  
 

Healthcare is global 
Healthcare supply chains often cross borders 

 

A global harmonised approach and implementation is 

needed 
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