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“Excellent customer and technical 
support. Reed Tech is a true 
partner-an extension of our 
internal resources. Their software 
solutions are enabling us to 
successfully meet UDI compliance 
dates in the US and UK.” 

Regulatory Director at a premier 
provider of infection prevention 
and other procedural products 
and services

Introduction
Across the globe, medical device and pharmaceutical manufacturers and distributors, along with 
consulting and IT companies that support them, are challenged with regulatory and compliance 
deadlines and product data management issues. To meet these challenges, many of the world’s leading 
manufacturers trust Reed Tech for compliance and expertise. Reed Tech solutions function as a single 
data hub to distribute product data from your source repository to regulatory authorities, business 
customers and trading partners. Learn more about options for managing Global UDI (Unique Device 
Identification) product data with Reed Tech SingleSource™ for Medical Devices.

Our Purpose
LexisNexis Reed Tech enables innovators to accomplish more by helping them understand the nuances 
of regulatory requirements, create product data management strategies and meet compliance 
deadlines on time. 

Reed Tech is committed to helping you meet regulatory compliance deadlines. Helping customers 
reach their goals is the primary focus of the Life Sciences group at Reed Tech. We measure success by 
exceeding expectations with superior customer service and results. We proudly support innovators in 
the Life Sciences industry in their pursuit of excellence.

Subject-Matter Expertise: Global health authority pharmaceutical structured product 
labeling (SPL) and medical device Uniqure Device Identification (UDI) including US 
FDA, Health Canada, EU EUDAMED, China NMPA, South Korea MFDS and more. 

Data Management: Regulatory and commercial product information management, data 
validation, processing and communication. 

Service: Dependable support and on-time deliveries. 



Reed Tech SingleSourceTM for Medical Devices
SingleSourceTM helps medical device professionals in regulatory affairs, quality 
assurance, IT and supply chain roles in preparing for UDI requirements for US FDA and 
around the globe.

Hosted by Reed Tech, SingleSourceTM is an online repository with governance and controls for 
data quality, integrity and security. By acting as a ‘single source of truth’, this global solution 
enables medical device manufacturers to confidently and efficiently distribute accurate UDI data 
to multiple regulatory agencies and commerical partners around the world, each with different 
regional requirements. It can also integrate with existing PIM/MDM systems to provide the ‘last 
mile’ support. 

As you prepare for UDI challenges, consider the value of SingleSourceTM in: 

• Achieving Compliance. Address US FDA, EU EUDAMED, China NMPA, South Korea MFDS
and other global health authority requirements. Activate channels when you enter that
market.

• Assign Roles. Corporate users provide global knowledge; local users/in-country affiliates
provide regional knowledge and translation.

• Maximizing Efforts. Store product data in a secure cloud repository and focus data
collections efforts on industry-specific fields.

• Utilizing an in-country legal representative. Assign roles/responsibilities for corporate users
and local affiliates for a shared team view into UDI data. Avoid multiple costs and provide
transparency.

• Sharing Consistent Data. Easily provide trading partners within the supply chain the same
product data set used for regulatory submussion. Use the global data pool or other channels.

• Leverage Regulatory UDI Expertise. Subject-matter expertise is critical to navigating,
understanding and reacting to regional nuances across the electronic submission process and
business rules.

“W. A. Baum Company is a 
small family-owned company 
that needed assistance with 
the implementation of the UDI 
program mandated by the FDA. 
The Reed Tech sales and support 
teams took us through the 
process resulting in the speedy 
and successful submission and 
approval of our products.”

Vice President, W.A. Baum Co., 
Inc.

https://www.reedtech.com/singlesource-medical-devices/


Case Study
How Kenmark Eyewear Created a UDI Strategy for Current and Future Challenges

Challenge
Kenmark Eyewear has more than 10,000 device identifiers. For US FDA GUDID, to submit UDI 
data manually would have become a time-intensive, cumbersome process.  Evaluating both 
risk management and the obstacles to new markets, Kenmark wanted to understand what data 
needed to be collected, the requirements, potential outlier exceptions and what could be done 
ahead of a looming US FDA Class I deadline.

Reed Tech Solution
The resourceful IT team at Kenmark developed an internal tool to bring the needed data points 
into the proprietary Reed Tech process for upload to SingleSource™. Both sides have a clear 
understanding of each of their process steps. Kenmark now has a centralized repository of UDI 
data, validated to health authority business rules and acknowledged for submission. Future 
orders can easily be uploaded and maintained in one repository. 

White Paper
UDI: A Guide to Device Identifiers

Challenge
How does a company obtain, assign and maintain UDIs for a device product portfolio? How do 
you choose an issuing agency? How many codes should you purchase? What types of changes 
to a device warrant a new code?

Reed Tech Solution
Reed Tech developed a quick reference guide to help you begin to answer these questions and 
point you to FDA and other resources around the web that can help.

“I think the marriage between 
our IT department and the 
Reed Tech folks has been 
really healthy. We have open 
communication and both sides 
understand each other. The UDI 
journey is not intuitive and not 
easy.”

Susan Parker, Director 
Purchasing and Logistics at 
Kenmark Eyewear

https://ls.reedtech.com/l/899741/2022-08-31/2kgs9ny/899741/16619734697A8Dhnn1/RT___LS___202207___Med_Device___UDI_Device_Identifier_Guide___WP.pdf
https://ls.reedtech.com/l/899741/2022-08-31/2kgs9ny/899741/16619734697A8Dhnn1/RT___LS___202207___Med_Device___UDI_Device_Identifier_Guide___WP.pdf
https://www.reedtech.com/how-kenmark-eyewear-created-a-udi-strategy-for-current-and-future-challenges/


Life Science Industry Provider
Among industry-leading medical device manufacturers, Reed Tech serves about half of the 
top thirty ranked by revenue. With experience ranging from start-up manufacturers to mid-
size and industry-leading manufacturers, Reed Tech understands the challenges and serves 
the call for that ‘last mile of support’ for compliance. We offer solutions that help facilitate 
the research, collection, analysis, transformation and submission of regulatory data to Health 
Authorities (US FDA, EU EUDAMED, China NMPA, South Korea IMDIS and others.)

With decades of experience with the FDA electronic Drug Registration and Listing process, 
FDA GUDID, on-demand SaaS SPL generation for SPL-ER, SPL-LCR and Product Listing 
Metadata updates, Reed Tech is uniquely positioned with subject-matter expertise for medical 
device, pharmaceutical and related companies and professionals. 

For strategic product data management supported by a deep understanding of life sciences 
regulations, Reed Tech proudly supports the global mission of contributing to improved 
outcomes for both healthcare providers and patients. 

Industry Experts
15+ years of SPL knowledge (SPL-UDI since 2014); up-to-date subject-matter expertise from 
guidance, pilots and trade groups (MedTech Europe UDI & GS1 committees, etc.)

Proven, Current Compliant Systems (21 CFR Part 11)
750,000+ records submitted to FDA Global UDI Database (GUDID)
~34% of all FDA GUDID records submitted annually. International UDI roadmap

ISO/IEC 27001:2013 Certification for international information security standard
ISO 9001:2015 Quality Management Systems

Trusted Team Partner
450+ medical device global customers since inception (1 to 250,000 records)
Serving nearly half of the top 30 medical device companies in the world
UDI consultant for: The Vision Council, The Dental Trade Alliance 

“Reed Tech UDI support always 
has a quick response rate and 
they are very professional and 
cooperative. They have made the 
transition to UDI very easy and 
we look forward to using them 
with the new EUDAMED.” 

QA/RA Engineer, Caldwell
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For More Information Contact: 

MedDevice@ReedTech.com
Pharma@ReedTech.com

+1-215-557-3010

https://www.reedtech.com/



