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Building blocks of UDI

The IMDRF guidance and procedural documents: 

IMDRF/UDI 
WG/N7FINAL:2013

UDI Guidance: Unique Device Identification (UDI) of Medical 
Devices - PDF (324kb) UDI Guidance: Unique Device Identification 
(UDI) of Medical Devices - DOCX (130kb)

18 December 2013

IMDRF/UDI 
WG/N48FINAL:2019

Unique Device Identification system (UDI system) Application Guide 
- PDF (3.53Mb) Unique Device Identification system (UDI system) 
Application Guide - DOCX (12.5Mb)

21 March 2019

IMDRF/UDI 
WG/N54FINAL:2019

System requirements related to use of UDI in healthcare including 
selected use cases - PDF (306kb) System requirements related to 
use of UDI in healthcare including selected use cases - DOCX 
(10.1Mb)

21 March 2019

IMDRF/UDI 
WG/N53FINAL:2019

Use of UDI Data Elements across different IMDRF Jurisdictions - PDF 
(86kb) Use of UDI Data Elements across different IMDRF 
Jurisdictions - DOC (71kb) Annex - Use of UDI Data Elements across 
different IMDRF Jurisdictions - XLSX (391kb)

21 March 2019

http://www.imdrf.org/docs/imdrf/final/technical/imdrf-tech-131209-udi-guidance-140901.pdf
http://www.imdrf.org/docs/imdrf/final/technical/imdrf-tech-131209-udi-guidance-140901.docx
http://www.imdrf.org/docs/imdrf/final/technical/imdrf-tech-190321-udi-sag.pdf
http://www.imdrf.org/docs/imdrf/final/technical/imdrf-tech-190321-udi-sag.docx
http://www.imdrf.org/docs/imdrf/final/procedural/imdrf-proc-190321-sr-udi.pdf
http://www.imdrf.org/docs/imdrf/final/procedural/imdrf-proc-190321-sr-udi.docx
http://www.imdrf.org/docs/imdrf/final/procedural/imdrf-proc-190321-udide-n53.pdf
http://www.imdrf.org/docs/imdrf/final/procedural/imdrf-proc-190321-udide-n53.doc
http://www.imdrf.org/docs/imdrf/final/procedural/imdrf-proc-190321-udide-n53-annex.xlsx


IMDRF/UDI WG/N48 is an  
Application Guide intended to 
provide the details and 
specifications necessary to 
ensure consistency for 
enabling a harmonized 
approach in the application of 
the requirements set forth in 
the IMDRF UDI Guidance N7 
Document.



UDI System: Fundamental elements

A Harmonized UDI System
 Development of a standardized system of Unique Device Identifiers (UDIs);

 Placement of UDIs in human readable (HRI) and AIDC formats on package labels and in some 
cases, on the device itself;

 Submission of core UDI data elements to a database;

 Setting of appropriate transitional and implementation arrangements to ensure a smooth UDI 
system implementation.

 Benefits of the UDI system strongly rely on effective integration of the UDI system to support 
various regulatory activities during the lifecycle of medical devices and uptake of the UDI 
system across the whole healthcare sector.

 Issuing Entities/Agencies : e.g. GS1, ICCBBA, HIBCC



UDI System: 
Fundamental elements

The Unique Device Identifier (UDI)

• The UDI is composed of two parts:

Unique Device Identifier (UDI) = Device Identifier (UDI-DI) + Production 
Identifier (UDI-PI)

The UDI carrier

• The UDI Carrier shall be on the label or on the device itself and on all 
higher levels of device packaging. Higher levels do not include shipping 
containers. This can be done through labels or direct marking.

• N48 also gives guidance on how to place a UDI carrier on the label of the 
device or on the device itself, gives indications on direct marking

Formats

• Human Readable Interpretation (HRI) Format

• Automatic Identification Data Capture (AIDC) representation of UDI



Unique Device Identification Database & 
considerations on special cases
The Unique Device Identification Database (UDID)

• Covers the different roles and responsibilities of actors such as the regulatory authorities, the 
manufacturers (including OBLs), the issuing agencies/entities, distributors and importers, 
healthcare providers and retail pharmacies , and other stakeholders.

• The guidance also elaborates on expectations for an effective database design, data 
specifications, UDI-DI triggers, etc.

Special cases

• N48, complements or, where necessary, clarifies some of the requirements set in Section 10 of 
the IMDRF UDI Guidance (IMDRF/UDI WG/N7Final:2013).

• Provides particular considerations for implantable devices, reusable devices, non-IVD.

• Clarifies the application of UDI-DI/PI for IVD kits in terms of identifying the contents and 
placement of the UDI. 

• Elaborates on UDI assignment and placement criteria for certain products (configurable medical 
devices, Software as a Medical Device, etc.)



N48 Appendices A-E

Appendices Content

Appendix A: UDI HRI 
formats to be used for each 
of the issuing 
agencies/entities

Describes the GS1, HIBCC, ICCBBA Standards, specifying the qualifiers, 
identifiers, data types, the human readable and database field size.
Provides examples of the Human Readable barcodes

Appendix B: AIDC carriers 
most widely used in 
healthcare

Visuals of GS1, HIBCC, ICCBBA data matrices, and concatenated/non-
concatenated barcodes 

Appendix C: RFID carriers Provides examples how data encoded in barcodes can also be
encoded in Radio-frequency identification (RFID) tags.

Appendix D: Registration of 
packaging configurations

Provides examples of how package Dis can be assigned and how configurations 
of a device are part of the same UDI-DI record in the UDID.

Appendix E: UoU and 
packaging configurations

Provides examples of how single unmarked
items can be packaged in trays/boxes/cases 
of e.g. 25/50/75 and how UDI is 
assigned to those levels.



N48 Appendices F-I

Appendices Content

Appendix F: Direct marking 
integrity

Details feasibility issues linked to surface wear/treatment, scratches,
abrasions, corrosion, choice of material may contribute 
to loss of readability.
Considerations on laser marking to maintain readability.

Appendix G: Kits Provides examples and recommended best practices for IVD and non-IVD kits.

Appendix H: Configurable 
medical devices

Sets out examples of changes to configurable medical devices, differentiating 
between those changes that makes it necessary to identify the changed devices 
and those where the UDI remains unchanged.

Appendix I: Software Example of UDI assignment for 
software on different media 
and reporting to UDID. 



IMDRF/UDI WG/N53 
provides a UDI data 
elements dictionary 
containing descriptions 
of the data elements as 
collected in National UDI 
databases (UDID) across 
jurisdictions.



As with IMDRF/UDI WG/N48, IMDRF/UDI WG/N53 
is intended for all relevant stakeholders within the 
healthcare supply chain and clinical care systems. 

• The data dictionary:
• provides the reader with a better understanding of their role and impact on 

the UDI system;

• is easily accessible to users and managers of data systems;

• translates data elements into real-world terms; and

• helps users submit data to the database.



IMDRF/UDI WG/N53 includes document as 
well as spreadsheet annex.
• Spreadsheet annex includes

• “Notes” sheet to orient reader and provide definitions

• “IMDRF-2013 UDID  CDE” sheet with list of data elements recommended by 
IMDRF UDI Guide (N7)

• “Comparison-Data Elements” sheet with a side-by-side view of data element 
names and database requirements by the IMDRF UDI guide and the 
participating jurisdictions



“Notes” sheet orients reader to the spreadsheet 
and provides definitions.



“IMDRF-2013 UDID  CDE” sheet lists data elements 
recommended by IMDRF UDI Guide (IMDRF/UDI WG/N7)



“Comparison-Data Elements” sheet with a side-by-side view of data 
element names and database requirements by the IMDRF UDI 
guide and the participating jurisdictions.



Thank you for your attention.
Now we’ll turn back to the moderator for our 

Q&A session for Part 1 of the workshop.


