
Scenario FDA test description Changes/updates Success criteria Comments GS1 GTIN Examples of attributes changed
Date/time sent to 

FDA Dutch 

timezone

Core ID

Scenario 1
Create a new DI record with today´s publish date. 

The DI record must include a package hierarchy.

DI record is uploaded to GUDID as a 

Published DI record

A new DI record is a new GTIN. A record 

with today’s publish date is a ‘Published’ 

DI record.
08712345678901

N/A
29-11-2016 15:03 CoreID : 

ci1480430804210.1521385@fdsuv05636_te2

Scenario 1a

Update the newly created record during grace 

period.  (Note: Grace Period in the preproduction 

(test) GUDID environment starts the day after a DI 

record is published and is set to 1 day)

Change any of the following data 

elements:

Brand Name, For Single Use, Latex 

Information, or MRI safety 

information.

DI record is updated correctly.

Changed the Brand Name into ...

Changed Manufacturer Declared Reusability Type Code into ..

Does Trade Item Contain Latex into 'false' (only use false or true)

30-11-2016 10:03
CoreID : 

ci1480499236022.694192@fdsuv05638_te1

Scenario 2

Create a new DI record with a future publish Date. 

Must 

include a Premarket Submission Number.

DI record is uploaded to GUDID as a 

Unpublished DI record

An Unpublished DI record means that the 

record has a future publish date. Make sure 

to at least put the date a couple weeks in 

the future.

08712345678902 N/A
29-11-2016 15:03 CoreID : 

ci1480430800350.725090@fdsuv05637_te1

Scenario 2a Update the newly created record.

Change DI Record Publish Date to 

today´s date. Add another FDA

Premarket Submission Number.

DI record status shows as Published, and 

new Premarket Submission Number is 

added correctly.

The Premarket Submission Number is 

associated with the regulatory decision 

regarding the applicant’s legal right to 

market a medical device for the following 

submission types: 510(k), PMA, PDP, HDE, 

BLA, and NDA.

Changed the DI Publish Date into ...

Added Premarket Submission Number …
30-11-2016 10:03

CoreID : 

ci1480500239973.1648977@fdsuv05636_te2

Scenario 3
Create a new DI record with today´s publish date.

The DI record must include a package hierarchy.

DI record is uploaded to GUDID as a 

Published DI record and the package 

hierarchy is reflected correctly.

Please register not only a base item but also 

a package and make sure these items are 

linked.

Base item: 

08712345678903

Package: 

08712345678904

N/A 29-11-2016 15:20 CoreID : 

ci1480431805787.1522325@fdsuv05636_te2

Scenario 3a

Update the newly created record after the grace 

period.

(Note: Grace Period in the preprod (test) GUDID 

environment starts the day after a DI record is 

published and is set to 1 day)

Add/Change the following data 

elements:

Commercial Distribution End Date, 

Storage and Handling information, 

Clinically Relevant Size information.

DI record is updated correctly.

Commercial Distribution End Date is shown 

as Last Ship Date Time in the web interface. 

Storage and Handling information and 

Clinically Relevant Size Information can be 

found under chapter Health Industry 

Information – Additional FDA Information.

Base Item: 

08712345678905

Last Ship Date Time set to ...

Discontinued Date Time set to ...

Transportation Environment Atmospheric Press Max into ... 

Transportation Environment Atmospheric Press Max UoM into ...

Storage Environment Atmospheric Pressure Maximum into ... 

Storage Environment Atmospheric Pressure Maximum UoM into ...

Clinical Size Type into ... 

Clinical Size Value into ...

Clinical Size Value UOM into ... 

1-12-2016 00:00
CoreID : 

ci1480499239843.243692@fdsuv05638_te1

UDI- regulation - Test scenarios

Please note: for each test scenario collect the Core ID and Primary DI Number (GTIN). 

For scenario 1a, 2a and 3a collect the data elements changed, value before change and value after change. Please inform the FDA about the collected information via the 

FDA Help Desk after the test scenarios and request data publication in live environment. 

This document is only available for your own administration and will not be excepted by the FDA. 




