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Introduction 

The medical device industry is under growing pressure to comply with regulatory 
requirements around the world. One of the most significant of these requirements 
is the Unique Device Identification (UDI) system, which helps track medical devices 
throughout their lifecycle, from manufacturing to distribution and patient use. In this 
ebook, we will provide an in-depth guide to achieving global UDI compliance, with a 
focus on streamlining worldwide UDI registrations

1. UDI System Implementation and Global  
Requirements

The UDI system is a set of requirements that allows for the identification and tracking 
of medical devices throughout their lifecycle. Its global implementation aims to  
improve patient safety, enhance supply chain efficiency, and enable post-market  
surveillance.

Various countries worldwide, including the United States, the European Union, the UK, 
Brasil, Saudi Arabia, and Australia, have implemented or are implementing UDI  
regulations and requirements. Each country has unique aspects to its UDI system, 
such as the FDA’s device identifier and production identifier requirements in the US, 
and the European Database for Medical Devices (EUDAMED) in the EU.

Understanding the differences and similarities in UDI regulations across different 
markets is crucial for medical device manufacturers to ensure compliance and  
registration. For instance, the European regulation goes much further into  
Registration activities (number of UDI attributes and triggers, vigilance and clinical 
investigation documents) than the GUDID in the US. 

By comprehending the global implementation of UDI regulations and requirements, 
medical device manufacturers can navigate the complex UDI compliance landscape 
and register their devices successfully.
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2. UDI Registration: Why It Matters

UDI registration is a critical component of achieving global UDI compliance. In this 
chapter, we will explore the crucial role that UDI registration plays in ensuring  
regulatory compliance, improving patient safety, and enhancing supply chain  
efficiency. We will also discuss the challenges that medical device manufacturers 
face when registering their products and strategies for overcoming those  
challenges. Account:

The Role of UDI Registration in Achieving Compliance

UDI registration is essential for medical device manufacturers to comply with  
regulatory requirements in the US, EU, and other major markets. It is a critical step in 
ensuring device traceability, improving patient safety, and enhancing supply chain  
efficiency. Manufacturers must register their products accurately and in a timely  
manner to avoid compliance issues and potential penalties.

The Importance of Accurate and Timely UDI Registration

Accurate and timely UDI registration is essential for manufacturers to avoid  
compliance issues and potential penalties. However, UDI registration can be complex 
and time-consuming, and many manufacturers struggle to keep up with the  
constantly evolving regulatory requirements. Failure to register products accurately 
and on time can lead to delays in market entry and potential loss of revenue.

Challenges in UDI Registration and How to Overcome Them

Medical device manufacturers face various challenges when registering their  
products, including navigating different regulatory requirements across markets, 
managing multiple registration systems, and maintaining accurate and up-to-date 
product information. Here are some strategies and best practices to overcome the 
challenges of UDI registration:
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	› �Stay up to date on regulatory requirements:  
to ensure compliance and avoid potential penalties.

	› �Use a centralized data management system:  
to keep track of product information, registration status, and other critical data.

	› �Ensure data accuracy and completeness:  
Conducting a Gap-Analysis can be crucial to identify missing or incomplete but 
required data.

	› �Maintain open communication with regulatory authorities:  
to ensure compliance and avoid potential issues. As this can be  
time-consuming, it often makes sense to go through a solution provider with a 
close relationship with the authority.

	› �Consider using a third-party UDI registration service:  
manufacturers find it challenging to navigate the complexities of  
UDI registration. Using a third-party UDI registration service provider saves time 
and ensures an efficient and valid registration process.

By adopting these strategies and best practices, medical device manufacturers will 
overcome the challenges of UDI registration and achieve UDI compliance efficiently 
and effectively. 

3. UDI Solution: A Comprehensive Approach to 
Achieving Global UDI Compliance

Manual approaches to UDI compliance can be time-consuming and error-prone,  
leading to compliance issues and potentially costly consequences. A comprehensive 
UDI solution can provide medical device manufacturers with the tools and resources 
they need to achieve and maintain global UDI compliance.
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	› �Streamlined UDI Registration: A global UDI solution can automate the UDI  
registration process worldwide, reducing the likelihood of errors and ensuring 
timely submission of device information to regulatory authorities worldwide.

	› �Efficient Data Management: A global UDI solution can centralize device  
information, making it easier to manage initial registrations and updates as 
necessary. This can also help manufacturers to avoid duplication of efforts and 
inconsistencies in data.

	› �Continuous Compliance Support: An experienced third party provider can  
provide ongoing support for compliance, including updates on regulatory  
changes, as well as ongoing maintenance and troubleshooting for UDI data  
management.

	› �Enhanced Supply Chain Management: A global UDI solution can provide  
real-time visibility into device locations and movements, improving supply chain 
management and making it easier to track and recall devices as necessary. 

The Implementation of a UDI solution requires the involvement of various  
stakeholders and careful planning. However, the benefits of a comprehensive UDI 
solution are numerous, including improved compliance, enhanced data management, 
better supply chain management and finally a safe and valid registration of all  
medical devices. 

Benefits of a Comprehensive UDI Solution for medical device 
registration:

UDI Solution

Streamlined 
UDI Solution

Efficient Data 
Management

Continuous 
Compliance 

Support

Enhanced 
Supply Chain 
Management
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4. Checklist for Global UDI Registration Strategy

�Creating a global UDI registration strategy can be a complex task, but with the right 
approach, it can be achieved effectively. The following checklist outlines the key 
steps for creating a successful global UDI registration strategy:

By following this checklist, medical device manufacturers can create a  
comprehensive global UDI registration strategy that meets regulatory requirements 
and helps ensure compliance.

 

	› �Identify global markets: Determine which markets your medical devices 
will be sold in and identify the applicable regulatory requirements for UDI  
registration.    Assign responsibilities: Determine who will be responsible 
for UDI registration and compliance within your organization. This may 
include sales, regulatory affairs, quality, or other departments.

	› �Develop a timeline: Create a timeline for UDI registration and compliance 
activities to ensure that all tasks are completed on time, by product  
categories and risk classes.

	› �Determine product data requirements: Identify the product data required 
for each UDI registration, such as device identifiers, production identifiers, 
and other key information. Conduct a Gap analysis.

	› �Evaluate your current processes: Evaluate your current processes for UDI 
registration and compliance and identify areas for improvement.

	› �Implement an automated UDI solution: Consider implementing an  
automated UDI solution to streamline the registration process and reduce 
the risk of errors.

	› �Test and validate your UDI data: Test and validate your UDI data in Test 
environments to ensure that it meets the regulatory requirements of each 
market before live registration in production. 

	› �Keep up to date with regulatory changes: Ensure your process enables you 
to stay up to date with regulatory changes and adapt your UDI registration 
strategy as needed.v
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5. Streamlining UDI Data Management with the 
atrify UDI Solution

Medical device manufacturers face significant challenges in achieving global UDI 
compliance. However, with the help of a comprehensive UDI solution, like atrify’s UDI 
Solution, manufacturers can streamline their compliance efforts, reduce complexity, 
and gain maximum transparency on the medical device data required for registration.

What is atrify’s UDI Solution?

UDI Solution is a cloud-based platform that helps manufacturers register data in 
various regulatory databases, such as Eudamed or GUDID FDA. The platform allows 
manufacturers to manage UDI data and keep track of the registration status of all 
devices.

atrify UDI Solution

�The data can be entered in the atrify platform in 3 different ways: 

	› �manually via the user-friendly web 
UI in the browser 

	› with Excel upload

	› �automated with an M2M API  
connection.

With atrify’s UDI Solution, users have access to a wide range of features designed to 
simplify and optimize the management of UDI data, including features for data entry, 
tracking, validation, and more. Let’s explore some of these features in greater detail.
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	› �Overall & Channel Specific Hitlist with search and download options: Users can 
access the hitlist of all registered devices and search and download  
channel-specific hitlists as per their requirement.

	› �Build-In Approval Workflow and User Activity Tracking to comply with  
regulatory audit demands: The platform has a built-in approval workflow that 
allows users to get their data approved by a second person before submitting 
them to the regulatory database. The user activity tracking ensures that the  
platform complies with regulatory audit demands.

	› �Message History Tracking for outgoing devices and incoming responses: The 
platform keeps track of all outgoing messages for device registration and  
incoming responses from the regulatory bodies.

	› �Receive automatic email notifications when registration status changes: The 
platform sends automatic email notifications to users when the registration 
status of their devices changes.

The platform’s features, including its user-friendly interface, multi-language support, 
and data validation, enable manufacturers to streamline their registration processes 
and ensure regulatory compliance. By using atrify’s UDI Solution, manufacturers can 
focus on their core business and leave the complexities of UDI compliance to the 
platform. 

Expert Gap Analysis for Comprehensive Data Compliance

atrify is an expert in conducting gap analysis to uncover gaps and missing data in a 
medical device manufacturer’s internal systems. We understand that there can often 
be discrepancies between what regulatory authorities expect and what data manu-
facturers have on hand, and our gap analysis services can help identify these  
discrepancies and provide guidance on how to address them. By conducting thor-
ough gap analyses, we can ensure that your UDI data is complete and accurate, 
reducing the risk of non-compliance and streamlining the regulatory submission 
process.

Contact us now and let our experts help you find the best way to develop a global UDI 
registration strategy that overcomes your challenges and ensures compliance with 
regulatory requirements. Our expert team can assist you with navigating the  
complexities of UDI registration, managing data, and communicating with regulatory 
authorities to achieve UDI compliance efficiently and effectively. Don’t let UDI  
registration and compliance issues hold you back. Contact us today to learn more.
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