
UDI touches many areas of a medical 
device organization, from regulatory, 
labeling and manufacturing to quality 
assurance—and even core business 
departments such as finance and legal. 
For these reasons, UDI compliance is a 
project that senior leadership needs to 
support.  

This guide is intended as a quick look 
for senior leaders at what it takes for an 
organization to achieve UDI success. 
It is also intended as a tool for non-
executives to use as they work to 
concisely share their findings on UDI 
with senior decision makers.

UDI for the C-Suite: 
Key Considerations for 
Senior Leaders

Senior leaders should take the following 
steps as they prepare for successful UDI 
implementation: 

1. Assemble the right team.

You will need the full support of stakeholders 
capable of understanding and identifying their 
department concerns to the rest of the team. At 
a minimum, key areas that should be represented 
include:
Simply collecting the data for submission may 
require the cooperation of many departments and 
access to various internal systems. For this reason, 
an organization should appoint a “UDI czar,” an 
overall project manager with authority to ensure 
each department is doing its part to meet UDI 
requirements according to the project timeline. 
Often, a director of regulatory affairs or quality 
assurance is chosen to act in this role. 

2. Understand the full scope of UDI 
obligations for both labeling and data 
submission.  

UDI requires changes to the labeling of medical 
devices and the submission of data records to the 
FDA’s GUDID database. Each of these on its own 
is a significant project, but will have overlapping 
requirements. To save time, you can work on 
them in parallel, but guard against the mistake 
of finalizing and printing your labeling prior to 
completing your GUDID record submission for 
each device.
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3. Understand the complete cost of your
compliance plan, both now and in the
future.

• Software Costs. Software tools come with a 
price tag, but can greatly reduce the burden of 
the tasks involved with UDI labeling and data 
submission projects. The FDA offers a Web 
Interface tool to the industry for no charge, 
but that does not mean there is no cost to this 
option. In many cases, the overall cost to an 
organization in time and risk may be greater 
than other software costs.

• Staff Costs. Consider how your compliance 
plan makes use of your existing resources. Are 
regulatory staff spending valuable time 
manually keying and rechecking data in the  
FDA’s GUDID Web Interface? Consider the 
opportunity cost of this versus other tasks that 
will occupy your staff’s time.

• Future Costs. UDI is not a one-time obligation. 
It is a permanent set of standards for the 
medical device industry. UDI records in the 
GUDID must be kept up to date throughout a 
device’s life cycle and new products must be 
added to the database. If you market devices 
outside the U.S., you will be required in the 
future to conform to the UDI regulations of 
other regulatory agencies. Choose solutions 
and build processes that can help you meet 
upcoming requirements without starting from 
scratch.

4. Do not underestimate the risk  of
missing the deadline or doing a rush job.

FDA has made it clear that it views UDI as an 
important initiative to improve patient safety. 
Not meeting UDI requirements can constitute 
misbranding and impede a device company’s 
ability to market products in the U.S. FDA 
representatives have also continually emphasized 
the importance of data integrity and accurate 
submissions at FDA events and industry meetings. 

5. Get help.

There is no reason to reinvent the wheel.  Contact 
the UDI experts at Reed Tech for help assessing 
your organization’s UDI compliance plans in a cost-
effective manner. We have helped more than 450 
companies craft winning strategies for UDI and we 
are happy to share the lessons we have learned 
with you.
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