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Establishing a UDI System

www.fda.gov

Develop a standardized system to create the UDI

Place UDI on label and (sometimes) the device 

Create and maintain the Global UDI Database

Adoption and Implementation

UDI Final Rule

[78 FR 58786]

Sept 24, 2013
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Unique Device Identifier
(UDI)

UDI = DI + PI

*+X999123ABC0
/$$3140102A1234/S1234/16D20100102J*

GS1

HIBCC

ICCBBA
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Date
Must bear a UDI and

Submit data to GUDID
Direct Marking

(for certain intended uses)

Sep 24, 2014
Class III devices
Devices licensed under the PHS Act

Sep 24, 2015
Implantable, life-supporting and
life-sustaining (I/LS/LS) devices

LS/LS devices

Sep 24, 2016
Class II devices
(not I/LS/LS)

Class III devices and devices licensed 
under the PHS Act

Sep 24, 2018
Class I devices
Unclassified devices
(not I/LS/LS)

Class II devices
(not LS/LS)

Sep 24, 2020

Class I devices
Unclassified devices
(not I/LS/LS)

Class I devices
Unclassified devices
(not LS/LS)

Sep 24, 2022

Class I devices
Unclassified devices
(not I/LS/LS)

Class I devices
Unclassified devices
(not LS/LS)

2018 
Guidance

2020 
Guidance

Implementation Timeframe

2018 
Guidance
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International Harmonization
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IMDRF/UDI WG/N7 Final: 2013
UDI Guidance
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IMDRF/UDI WG/N48 Final: 2019
UDI System Application Guide 
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IMDRF/UDI WG/N53 FINAL:2019
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IMDRF/UDI WG/N54 Final: 2019
System requirements related to use of UDI 
in healthcare including selected use cases
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U.S. FDA UDI Webpage

www.fda.gov/udi

http://www.fda.gov/udi
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UDI Form & Content Final Guidance

www.fda.gov
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Reference device identification information
Submit once – reuse in downstream systems

Optimize data quality based upon use

Data Submission

Data Use
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AccessGUDID

https://accessgudid.nlm.nih.gov/

https://accessgudid.nlm.nih.gov/


15

FDA UDI Help Desk
GUDIDSupport@fda.hhs.gov

mailto:GUDIDSupport@fda.hhs.gov



