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The Intent of the use of Unique Device Identifiers
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• Serve important regulatory and supply chain functions for medical devices

• They allow for tracking of devices throughout the global supply chain to the patient

• UDI provides global visibility to device adverse event reporting and a better means to 
perform post-market surveillance, thereby enhancing patient safety
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Issues affecting the adoption of UDI
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 Lack of harmonization within jurisdictional UDI databases leading to additional 

administrative burden
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Issues affecting the adoption of UDI
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 Rules built into the regional databases that cause creation of new device identifiers 

when a data element is changed
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Issues affecting the adoption of UDI
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 Lack of direct “translation” between different Issuing Entities
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Issues affecting the adoption of UDI
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 Varying definitions of terms and concepts between jurisdictions causes creation of 

new UDI-DIs to accommodate different rules
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Issues affecting the adoption of UDI
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 UDI AIDC Symbology requirements emerging w/o regard for the UDI issuing entity 

standards or the ability to read these symbols in the global supply chain
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Issues affecting the adoption of UDI
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 Direct marking of devices is not consistently defined; implementation is being 

delayed until there is a better understanding
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Issues affecting the adoption of UDI
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 Lack of focused education for healthcare delivery organizations and system 

preparation
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Current Concerns from the Regulators, Industry and 
HealthCare
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• These issues are contradictory to the spirit of UNIQUE Device Identification and 

potentially hamper the global interoperability of the UDI system – Industry has been 

slow to adopt the use of UDI for a global purchasing process and continues to use 

REF as the identifier for purchasing

• These issues affect traceability of medical devices, adverse event reporting, global 

data sharing and transparency, and ultimately result in inefficient processes, higher 

cost and a decrease of patient safety
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Proposed Solutions to address the Issues
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 Jurisdictions should adopt the IMDRF UDI guidance documents N7: 2016 Common Data Elements for 

Medical Device Identification & N48:2019  Unique Device Identifier (UDI) Application Guide

 Jurisdictions should consider the guidance from IMDRF N53:2019 Use of Data Elements Across IMDRF 

Jurisdictions

 Actively participate in this DITTA workshop to discuss these concerns

 Submit a NWIP for the update to N48 and N53 to support a globally harmonized approach to the 

implementation of a UDI system

 Implement according to UDI Issuing Entities together with relevant IEC and ISO standards




