
UDI Implementation 

 
 

US Food and Drug Administration (FDA) 
Center for Devices and Radiological Health 

(CDRH) 
 

July 7, 2015 



Objectives of the UDI Program 

Establish a 
system to 

adequately 
identify 
devices 
through 

distribution 
and use 

• Facilitate the rapid and accurate 
identification of a device 

• Enable access to important 
information concerning the device 

• Provide a standard and clear way to 
document device use in electronic 
health records, clinical information 
systems, and registries 



Key Benefits of UDI 

Improve Patient 
Safety 

More Accurate 
Understanding of 
Device Benefit-

Risk Profile 

Facilitate Device 
Innovation and 
Patient Access 

Strengthening our National System for Medical Device Postmarket Surveillance 

http://www.fda.gov/downloads/MedicalDevices/Safety/CDRHPostmarketSurveillance/UCM348845.pdf 

http://www.fda.gov/downloads/MedicalDevices/Safety/CDRHPostmarketSurveillance/UCM348845.pdf
http://www.fda.gov/downloads/MedicalDevices/Safety/CDRHPostmarketSurveillance/UCM348845.pdf


Found on the device label, packaging 
or, in some cases, on the device itself 

Both in plain text and machine 
readable format (AIDC) 

UDI = DI + PI 

What is a UDI? 



 

• Repository of key device identification 
information 

• Contains ONLY the DI; PIs are not submitted to 
or stored in the GUDID 
– Contains only PI flags to indicate which PI 

attribute(s) are on the device label 

 
 

 

 



Compliance Dates for UDI Requirements 

Device Label/GUDID/Date Format 
Direct Mark 

(When Required) 

Class III (including 

class III LS/LS)1 

Devices licensed 

under the PHS Act 

September 24, 2014 Class III LS/LS devices must bear a 

permanent UDI by September 24, 

2015 

All other class III devices must bear a 

permanent UDI  by September 24, 

2016 

Implantable (class 

II, class I & 

unclassified) 

September 24, 2015 N/A 

LS/LS1 (class II, 

class I & 

unclassified) 

September 24, 2015  September 24, 2015 

Class II (other than 

I/LS/LS) 

September 24, 2016 September 24, 2018 

Class I or 

unclassified (other 

than I/LS/LS) 

September 24, 2018 September 24, 2020 

Link: Details on Compliance Dates 

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/default.htm


UDI  

• 3 issuing agencies and 3 different formats 
• The formats are complicated but have to have a mandatory 

part : Device Identifier, and potentially one or more of the 
following parts called Production Identifiers: 
– Serial Number, Lot, Manufacture Date, Expiration Date, 

Donation Identifier 
– There could be other parts in an identifier , such as activation 

code, version 

• There is human readable version and a machine readable 
version of UDI 

• UDI Formats by FDA-Accredited Issuing Agency May 7, 
2014 (DOC - 132KB)  

http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/GlobalUDIDatabaseGUDID/UCM396595.doc
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/GlobalUDIDatabaseGUDID/UCM396595.doc
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http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/GlobalUDIDatabaseGUDID/UCM396595.doc
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/GlobalUDIDatabaseGUDID/UCM396595.doc
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/GlobalUDIDatabaseGUDID/UCM396595.doc


Scanning and Parsing of UDI 

• A need for a common set of specifications or 
code that can be used by scanners to read, 
parse the UDI and ensure the following parts 
that uniquely identify the device in clinical 
setting are fetched and formulate a string to 
be used in EHR and other healthcare systems 



GUDID Resources online 

• CDRH Learn with GUDID Overview  
• Guidance - Global Unique Device Identification 

Database (GUDID) - June 27, 2014 (PDF - 2.8MB)  
• HL7 SPL Implementation Files – January 13, 

2015 (ZIP - 1.8MB)  
• GUDID Data Elements Reference Table - May 1, 

2015 (XLS - 104KB)  
• UDI Formats by FDA-Accredited Issuing Agency 

May 7, 2014 (DOC - 132KB)  
• GUDID User Manual -- May 2014 (PDF - 2.2MB)  

 

http://www.fda.gov/Training/CDRHLearn/default.htm
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM369248.pdf
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Find Out More…  

AccessGUDID: 
accessgudid.nlm.nih.gov 

 
FDA UDI Website and Help Desk: 

www.fda.gov/udi  
 

 

http://accessgudid.nlm.nih.gov/
http://www.fda.gov/udi

