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What Does UDI Mean to You?
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UDI Format and Structure 
GS1-128 Format
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UDI = DI + PI

Device Identifier (DI) 

A mandatory, fixed portion of a UDI that identifies the 
specific Product Number of a device and the labeler of 
that device; for Medtronic products, this is the GS1 
Global Trade Item Number (GTIN). 

Production Identifier (PI)

A conditional, variable portion of a UDI that identifies 
one or more of the following when included on the label 
of the device:
▪ The lot or batch 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

Human Readable

Auto Identification
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Barcode Examples



Barcode Examples
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GS1 GTIN-14 Format
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Unique Device Identification
Fundamentals
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Combination of 
3 distinct ideas

1
Development of a standardized system of Unique 
Device Identifiers

2

3

Placing of UDI on the package, label or 
device in Human Readable and Automatic ID 
formats

Registry of UDI data in a public database 
(i.e., GUDID, Eudamed, TUDID)
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Global UDI Road Map
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IMDRF Guidance 
UDI for Medical 
Devices 
Final Version 
December 9, 2013
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             Pending Release
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Pending Release
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2017 20182016 2017...

➢ UDI will be a continuing effort to maintain the global view of regulatory product data and provides a 
means to connect our clinical environments. 
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US UDI Implementation
Setting up the Initial Strategy

Setting up program structure with executive sponsorship support and committed stakeholders is key to 
successful implementation.

Interpretation
Master Data 
Governance

Labeling 
Implementation

Compliance
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Data Management

Roles & 
Responsibilities

• Who is responsible for data attributes?

• Who creates/updates data?

Data Governance

• How will data be handled?

• When can data be changed?

• Implementing standards

Data Quality & Validation

• What values are allowed?

• What format is acceptable?

• Edit rules 

Data Maintenance

• Product change management 

• Update data internally/externally

• Lifecyle management
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Importance of Master Data is similar to the Importance of Product Quality
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Actor

Registration of 
Economic Operators 
(EO), including 
manufacturers, 
importers and 
authorized 
representatives

Device

Registration of BASIC-
UDIs (reflects common 
properties of a product 
group) and UDI-DIs 
(contains only product-
specific information)
 

Certificate*

Repository of 
certificates issued by 
Notified Bodies and 
validated SSCPs 
uploaded  by Notified 
Bodies

 

Vigilance

Repository of serious 
incident data, including 
Periodic Safety Update 
Report (PSUR), 
Complaint Handling, 
MIR, and Field Safety 
Corrective Action (FSCA)

Clinical 
Investigation

Repository of clinical 
investigation data

MODULE OVERVIEW

EUDAMED
European Database on Medical Devices

Market 
Surveillance*

Repository of market 
surveillance results 
completed by Member 
States

EUDAMED



EU MDR/IVDR
Basic UDI-DI

➢ EU MDR introduces an additional device identifier to be captured 
in Eudamed called Basic UDI-DI.

➢ 1 Basic UDI-DI can be related to 1 or many UDI-DI(s).
➢ A single UDI-DI cannot be related to more than 1 Basic UDI-DI.

➢  If the Basic UDI-DI changes, the GTIN must change.

The Basic UDI-DI will not be used on labeling and packaging; it is 
only for linking Product Data within Eudamed.

Basic UDI-DI
(e.g., model or grouping)

UDI-DI
GTIN 1

UDI-DI
GTIN 2

UDI-DI
GTIN 3

UDI-DI
GTIN 5

UDI-DI
GTIN 4
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Clinical Study
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EUDAMED Data



UDI Beyond the Label
FDA and Form 3500A
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Evolving UDI Requirements
Changing the Strategy
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Technology Data Process Compliance

There are many challenges to overcome with implementing new UDI requirements which are not always 
harmonized.
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Global UDI Strategy
Evolving the Strategy
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Interpretation

Training

Governance

Process and 
System

Advocacy

Develop single 
interpretation  for 
addressing each UDI 
requirement

Define and implement 
company wide process 
and system changes to 
compile and submit UDI 
attribute data globally Implementation

Change Management & Communication



UDI

Forces us think about how we can connect our different 

functional environments with UDI information resources to 

create product master data files.

Changes how we think of data in existing systems and 

processes and creates new opportunities for connecting 

regulatory data for reuse and multi-purposing.

More than a project with a beginning, middle and end - UDI 

will be a continuing effort to maintain the global view of 

regulatory product data and provides a means to connect our 

clinical environments.
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UDI
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Benefits of UDI Global Alignment
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▪ Provides for more efficiency, accuracy & 
automation of capturing product 
information in the global supply chain

▪ Provides global visibility of device supply 
& movement through the healthcare 
supply chain to patient

▪ Provides global visibility to device 
adverse events & recalled devices

▪ Enables capture of accurate & consistent 
device information in device registries 
globally

World Class Advantages



Thank you



Q&A
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