
 
 
 

 
 

April 23, 2015 

 

Ms. Stacey Barber 

Chair, X12 - Insurance Subcommittee 

Accredited Standards Committee X12 

8300 Greensboro Drive 

Suite 800 

McLean, VA 22102 

 

RE: Addition of a Field for Unique Device Identifier (UDI) into Claims Forms 

 

Dear Ms. Barber: 

 

On behalf of the National Health Council (NHC), we are writing to voice our 

support for the addition of a field for Unique Device Identifiers (UDI) into 

health insurance claims forms. 

 

The NHC is the only organization that brings together all segments of the 

health community to provide a united voice for the more than 133 million 

people with chronic diseases and disabilities and their family caregivers. Made 

up of more than 100 national health-related organizations and businesses, its 

core membership includes the nation’s leading patient advocacy groups, which 

control its governance. Other members include professional societies and 

membership associations, nonprofit organizations with an interest in health, 

and major pharmaceutical, medical device, biotechnology, and insurance 

companies. 

 

Patients and physicians require better information on the performance of 

medical devices, particularly products that are implanted for many years and 

can result in serious adverse effects. To address this pressing need, the Food 

and Drug Administration (FDA) began implementing a system for labeling 

medical devices with Unique Device Identifiers (UDI) and capturing these 

UDIs in a Global UDI Database (GUDID). Since the rule was finalized in 2013 

and the first UDI roll-out for high-risk implantable (Class III) devices in 

September 2014, medical device manufacturers have been working to meet 

compliance milestones. While the GUDID will equip all patients and 

stakeholders with access to better information, UDIs must be fully integrated 

into the health care system to maximize the potential benefits that this 

improved medical device data will bring. In particular, capturing UDI 

information on claims forms will greatly support improved outcomes-based 

analyses and post-market device surveillance. 
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Data obtained from insurance claims are an increasingly important source of information used to 

understand patient outcomes. This information can be used to evaluate long-term quality and 

safety in real world patient populations. Many examples of claims data being used in this way 

already exist. For instance, health insurers, health care providers, and researchers alike have been 

using claims data to better understand the comparative safety, effectiveness, and costs associated 

with distinct pharmacologic therapies within their patient populations. Furthermore, initiatives at 

the federal level are also increasingly making use of claims data to evaluate safety. For example, 

FDA’s Sentinel Initiative includes insurance claims data as its primary data source to monitor 

and evaluate the safety of specific drugs. 

 

However, in the case of medical devices, claims forms only list the procedure(s) performed, but 

not which product model was utilized, limiting the ability to perform device-specific or model-

specific evaluations. Including a UDI on claims forms can provide the opportunity for the FDA, 

health insurers, and providers to better evaluate the performance of distinct medical devices and 

to help patients make more informed decisions on the devices they receive. Indeed, the FDA 

recognizes this need and has called for the establishment of a UDI system and its incorporation 

into electronic health information as a key step to strengthen medical device post-market 

surveillance in the United States.
1
  

 

Better information on medical devices can also be used to efficiently communicate safety 

concerns and resolve issues leading to adverse events. In addition to use by physicians, patients, 

and regulators, UDI capture in claims would equip payers with needed information to notify 

patients affected by recalls and ensure that patients obtain appropriate follow-up care based on 

the devices they use.  

 

Although implementation of UDI will take time and require investments by providers and 

payers, these short-term investments will be dwarfed by the long-term benefits of high-quality 

care and lower costs that can be achieved by equipping patients with greater information about 

the long term safety and performance of devices.  

 

Please do not hesitate to contact Eric Gascho, our Assistant Vice President of Government 

Affairs, if you or your staff would like to discuss these issues in greater detail. He is reachable by 

phone at 202-973-0545 or via e-mail at egascho@nhcouncil.org. 

 

Sincerely, 

 

 

 

Marc Boutin, JD 

Chief Executive Officer 
 

                                                           
1
 FDA. Strengthening our national system for medical device postmarket surveillance. September 2012. Available 

at: http://www.fda.gov/downloads/AboutFDA/CentersOffices/CDRH/CDRHReports/UCM301924.pdf. Accessed on 

March 30, 2015. 
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