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Agenda
• Background
• UDI: What is it?
• Objectives of the UDI
•  MDR and IVDR Regulation – Main Articles and Annex concerned
• When do I need a UDI?
• Where to get a UDI for my device?
• UDI and UDI-DI
• UDI Elements: Unique device identifier
• UDI Elements: UDI carrier
• UDI Elements: UDI database (UDI-DI)
•  Basic set of data to be registered in UDI database for medical devices
•  Basic set of data to be registered in UDI database for in vitro diagnostic medical devices
•  Relation between International medical device nomenclature and UDI
•  Implementation timeframe
•  Preparation for UDI
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•  Automatic Identification and Data Capture (AIDC) = It is a technology used to automatically capture data. 
AIDC technologies include bar codes, smart cards, biometrics and RFID (Radio Frequency Identification).

•  Human Readable Interpretation (HRI) = is a legible interpretation of the data characters encoded in the 
UDI carrier. It´s important in case there is no automatic system to read the code.

Some Definitions

[…]

[…]
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The Global Harmonization Task Force (GHTF) adopted a guidance that was last released in 2013 by the International 
Medical Device Regulators Forum (IMDRF), an international cooperation of regulators made up of industry 
stakeholders and GHTF successors. 

On November 16, 2017, the FDA released a final guidance to assist industry and FDA staff in understanding the 
Agency’s requirements for direct marking of medical devices for device identification purposes. Among 
other requirements, the Unique Device Identification System Rule (UDI Rule) requires the label of most medical 
devices to include a unique device identifier (UDI). Also, according to 21 CFR 801.45, any device required to bear 
a UDI on its label must also bear a permanent marking providing the UDI on the device itself if the device is 
intended to be used more than once and intended to be reprocessed before each use.

The EU commission embraced the idea of a European UDI system and issued a respective recommendation in 2013. 

The EU UDI is now an important requirement of Medical Device Regulation 2017/745 and In Vitro Diagnostic 
Medical Device Regulation 2017/746

The EU UDI System, like the U.S. UDI requirements, will be implemented in steps, starting with the highest risk 
classes first, and lowest risk classes last.

Background

https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM452262.pdf
[…]
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The UDI is a series of numeric or alphanumeric characters that is created through a globally accepted device 
identification and coding standard. It allows the unambiguous identification of a specific device on the market.

•  Unique device identifier (UDI): An identifier which unambiguously identify a device through its distribution and use. 

• UDI is comprised of two parts
-  Device identifier (DI): a mandatory, fixed portion of UDI which identifies the specific product number of a medical 

device and the labeller of that device
 -  Production identifier (PI): a conditional, variable portion  of UDI that identifies one or more of the following 

when included on the label of the device: 
• Lot or batch number within which a device was manufactured
• The serial number of a specific device
• The expiration date of a specific device
• The date a specific device was manufactured
• Etc.

  UDI = UDI-DI + UDI-PI.

Unique Device Identifier (UDI)

[…]


