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Disclaimer 

GS1 is an Issuing Agency for the US FDA Unique Device Identification Rule of 

September 2013. Neither GS1 nor its member organizations nor their staffs have 

real or apparent authority to speak for the FDA or grant exemptions. GS1 offers 

advisory services focused on the GS1 standard after a suppliers staff including 

its internal regulator experts have determined the correct path to compliance.    

GS1 is a voluntary organization and its members have and must continue to 

determine their own course of action. GS1 provides recommendations. GS1, 

GS1 member organizations and GS1 staff assume no liability for members  

actions taken upon its advice.    
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GS1 ï an international standards 

organization 
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Not-for-profit 

111 Member Organisations 

Over one million user companies 

(from SME to global companies) 

Member driven 

150 countries served; 20 different domains 

2,500 people helping us 

Over 6 billion transactions a day 
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GS1 Healthcare  - a 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 in Healthcare: global system of 

standards to ensure visibility  
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ÅWhat are the U.S. FDA 
GUDID requirements ? 

ÅHow do the GS1 GDSN 
support the 
implementation the 
UDI database? 

UDIé 

DATABASE  

For the industry   

Å Labelling 

Å Database elements and 
maintenance 

KEY CHALLENGES  

UDIé 

WHAT?  

WHERE?  

WHEN?  

ÅUDI: purpose  

ÅUDI: scope 

ÅUDI: global 
developments 

Å What are the U.S. FDA 
UDI labelling 
requirements ? 

Å What is the GS1 AIDC 
translation of UDI? 

 

UDI é 

LABELLING  
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UDI ï purpose 

 

A common, worldwide 

system for product 

identification should 

eliminate differences 

between jurisdictions and 

offer significant benefits to 

manufacturers, users and/or 

patients, and regulatory 

authorities. 
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 UDI - scope 
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SOURCE: MedTech Europe,2013 

Varies from regulator to regulator ï follow GHTF definition?  
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Establishing a UDI System  

1.Assign  a globally unique standardized identifier to 
devices 
 

2.Place UDI on the label in both plain text (HRI) and 
in an appropriate form of Automatic Identification 
and Data Capture (AIDC) 
 

3.Directly mark (DPM) those devices which are 
intended to be reused or reprocessed     
 

4.Submit data related to product to US FDAôs Global 
UDI Database (GUDID) 
 

5. IMPLEMENTATION 
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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) 
10 
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Roche UDI Video_EN
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ñUDIò implementation in Turkey 
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 Requirements as applicable:  

TITUBB 

Å Implementation since a few years. 

Å All medical devices which are reimbursed are identified and marked. 

Approximately 2.5 million approved medical devices in the Turkish database.  

Å 91.8% identified with GS1 GTIN (Global Trade Item Number). 

 

Open point(s)/upcoming dev.:  

ÅMoH is working on a new project called UTS (Product tracking system) which 

will replace current system TITUBB. 

Å The main aim is to track products from manufacturing facility until end 

customer. 

Å Since September 2014, workshops with the industry to collect and give 

feedback to build the new system.  

Å New system is planned to be go-live on June 2017. 
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NHS Procurement 
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ñWE WILL MANDATE THROUGH 

CONTRACTS THE USE OF GS1 

CODING IN THE NHSò 

https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/226835/procurement_development_programme_for_NHS.pdf
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NEHTA supporting the move 

towards UDI 
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ÅNEHTA Supply Chain Programme supporting implementation 
of the 3 UDI parts: 

 

Åthe identifier : using GTIN and relevant AIs (expiry date, serial 
number, batch/lot number) 

 

Å the data carrier : recommanding to be in line the GS1 AIDC 
Healthcare Implementation guide 

 

Åthe UDI database : NETHA is working with GS1 Australia to ensure 
that the NPC is aligned with all UDI requirements 

 

ÅReady in the market to implement UDI 
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ÅThe first regulation requiring traceability for medical 

devices ï with short timelines! 

 

Å February 2015: defibrillators/cardioverters, electric 

stimulators for cochlear hearing, intraocular lenses, 

cardiac pacemaker, breast internal prosthesis; 

Å August 2015: vascular coronary endoprosthesis (stent), 

hip prosthesis, and column prosthesis. 

 

Å GS1 standards required: GTIN plus AIôs, GLN 
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The need to align on a global UDI 

framework 
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ÅIt is crucial that regulators around the world align 

on the IMDRF Guidelines and ensure consistency 

when setting-up regional or national UDI system 

 

ÅThis would ensure : 

Åhighest levels of patient safety beyond borders 

Åharmonized identification systems for medical 

devices globally 

Åallow for consistency in UDID across countries 
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GS1 Standards help save ú1.1 million at  

NHS Leeds Teaching Hospitals (UK)   
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Issue(s) 

Å Increased pressure to improve patient safety and save costs in 

hospitals 

Å Suboptimal management of inventory of medical devices at the 

hospitalôs Orthopaedic Centre 

Å High stock levels and system integrity problems arising from 

consignment stock and vendor-managed inventory 

Solution 

Å Implementation of an inventory control system through GHX 

Å Implementation of GS1 Standards, including GTIN, GS1 BarCodes 

and GDSN 

Results 

Savings through consignment stock reduction: ú600k 

Savings through elimination of excess stock: ú500k 

Å Reduced consignment stock, which reduces process and write-off 

costs for the supplier and the hospital 

Å Reduced obsolescence through stock visibility, stock rotation and 

stock levels that ensure usage within expiry 

Å Reduced emergencies thanks to improvements in forward 

demand/stock planning 

Å Reduced cost of carriage as stock delivered on efficient lead times 

and using scheduled deliveries 

NHS Leeds Teaching Hospital ï 

a 2,500-bed university hospital in 

the UK - Europeôs largest 

university hospital  



©  2014 GS1 

Business case in Netherlands 

ÅReduced inventory levels 
  

ÅReduced obsolete stock  
 

ÅSimpler, faster ordering, delivery and 

billing process  
 

ÅAccelerate recall procedures 
 

ÅEffective use of consignment goods 
 

ÅCosts captured per patient 
 

ÅFewer errors and manual actions 

 

 

 

 

 

www.gs1.nl/samenzorgen/traceerbaarheid.html   
 

http://www.gs1.nl/samenzorgen/traceerbaarheid.html
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GS1 endorsed by 60 stakeholders 
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ÅWhat are the U.S. FDA 
GUDID requirements ? 

ÅHow do the GS1 GDSN 
support the 
implementation the 
UDI database? 

UDIé 

DATABASE  

For the industry   

Å Labelling 

Å Database elements and 
maintenance 

KEY CHALLENGES  

UDIé 

WHAT?  

WHERE?  

WHEN?  

ÅUDI: purpose  

ÅUDI: scope 

ÅUDI: global 
develoments 

Å What are the U.S. FDA 
UDI labelling 
requirements ? 

Å What is the GS1 AIDC 
translation of UDI? 

 

UDI é 

LABELLING  
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Long expected é  
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The final UDI rule of the US FDA of September 2013 

GS1 was accredited as first issuing agency by the FDA 
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Compliance Dates   

 

 

Implementation (compliance) timeframes ï all September 24: 

Å2014: class III and devices licensed under PHS Act 

Å2015: class II/I implants and life-supporting/sustaining 

Å2016: rest of class II 

Å2018: rest of class I 

 

For Direct Marking: 

ÅCompliance dates are extended by 2 years 

ÅNOT class II/I implants & life-supporting/sustaining: still in 

2015  
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The US FDA UDI Rule 

 

In general: 

  

ÅThe label of EVERY medical device (including 
all IVDs) must have a UDI. 

ÅEVERY device package (contains a fixed quantity 
of a version or model) must have a UDI. 

ÅAny other approach is an exception to or alternative 

from these requirements. 

 
* Section 201(k) defines 'label' as a display of written, printed, or 

graphic matter upon the immediate container of any article...  
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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) 
24 
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 1. Assignment of identifier 

ÅAssign Device Identifiers (DIs) to all 

devices 
 

ÅOne DI can only identify a single model or 

version 
 

ÅA DI is forever ï it can not be reused 
 

ÅIn principle follow the assignment rules of 

issuing agency ï FDA defined a few rules 

when a new DI needs to be assigned: 
ÅFor new version or model 

ÅNew device package 

ÅRe-label of device 

http://www.gs1.org/1/gtinrules/index.php/p=static/t=healthcare  

http://www.gs1.org/1/gtinrules/index.php/p=static/t=healthcare
http://www.gs1.org/1/gtinrules/index.php/p=static/t=healthcare
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UDI number 

ÅDevelop UDI number based on ISO 15459 

Å   

Å US FDA has accredited issuing agencies: GS1, HIBCC, ICCBBA 
 

ÅCreated and maintained by the manufacturer 
 

ÅDevice Identifier (DI) Static : manufacturer, make, model, 

catalogue number  

ÅProduction Identifier (PI) Dynamic : serial number, lot number, 

expiration/manufacturing date  
 

ÅPhase out national numbering system (NDC/NHRIC) 
 

26 
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UDI in the GS1 system of standards 
éUDI in GS1 identification termsé   


