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L E G A L  D I S C L A I M E R

This presentation is for informational purposes only.

• The content should not be construed as legal advice.

• If you have questions regarding specific information 

shared during this pg presentation, p, please send them to 

info@x12.org

• Visit www.x12.org for additional details about ASC X12
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U N I Q U E  D E V I C E  I D E N T I F I E R  C O M P O N E N T S

The UDI is a code on each device label, package, and/or 

device itself that is comprised of two parts. 

• The first part is the device identifier (DI). The DI is static and identifies 

thethe versionversion oror modelmodel ofof thethe devicedevice, andand willwill bebe includedincluded inin thethe GUDIDGUDID. 

• The second part is the production identifier (PI). The PI is dynamic and 

distinguishes the device by listing one or more of the following - the lot 

or batch number, serial number, manufacturing date, and expiration 

datd te. 
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L E G I S L A T I V E / R E G U L A T O R Y  H I S T O R Y

In 2007, Congress passed legislation that directed the FDA 

to issue regulations establishing a UDI system for medical 

devices

• To provide early detection of defective devices

• TToo facilitatefacilitate devicedevice recallsrecalls toto enhanceenhance patientpatient safetysafety andand 

reduce medical errors
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L E G I S L A T I V E / R E G U L A T O R Y  H I S T O R Y

In 2013, the FDA issued regulations establishing the UDI 

system.  The purpose of the regulation was to initiate 

improvements in post market surveillance.  It required:

• Publication and storage of UDI in a single FDA database 

accessible to the public.

• Labeler/device manufacturer to submit data on the device 

toto thethe GGloballobal UDIUDI DatabaseDatabase (GUDID)(GUDID)
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F D A ’ S  S E N T I N E L  P R O G R A M

The FDA developed the Sentinel Initiative to comply with the 

FDA Amendments Act of 2007, which required the FDA to 

collaborate with public, academic, and private entities to 

develop methods for obtaining access to disparate p g p

healthcare data sources and analyze healthcare safety data.  

InIn 20122012, CongressCongress directeddirected thethe FDAFDA toto expandexpand SentinelSentinel toto 

include devices.
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F D A ’ S  S E N T I N E L  P R O G R A M

Sentinel is built upon a secure network portal that enables 

the FDA to issue requests to participating health plans and 

aggregate the data – primarily from claims – that are 

returned.

• By working with participating payers, Sentinel was used to 

successfullf lly iinvestiigate saffety concerns witi h h ddrugs.
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C H A N G E  R E Q U E S T  1 3 0 8  - O R I G I N A L

• Description:Description: 
We recommend the inclusion of the UDI specifically for implanted medical devices as a 

condition of reimbursement for procedures involving these products. This change would also result in 
changes to Health Insurance Portability and Accountability Act (HIPAA) regulations to allow the 
transmtransmiissionssion ofof thisthis datadata fromfrom thethe providerprovider toto thethe healthhealth planplan. AtAt thisthis stagestage, wewe envisionenvision thatthat thethe UDIUDI willwill 
serve as an additional identifier related to the primary procedure and not for prior authorization or 
differential payments based on the specific device used. Requiring the documentation of UDIs of 
implanted devices in claims transactions as a condition of reimbursement will help assure the collection of 
a critical mass of data, instead of sporadic and intermittent capture of these identifiers among providers. 
The focus on implanted medical devices is appropriate since it is a clearly defined set of products, they 
are not visible to the human eye once implanted, and they have been associated with significant adverse 
events and costs. We still must determine whether this criterion should require the capture of all 
implanted device identifiers used in a procedure, or only the UDIs for certain implanted products, 
particularlyparticularly wwithith proceduresprocedures iinvolvingnvolving multiplemultiple implantsimplants. LastlyLastly, wwee wwillill identifyidentify wwhetherhether therethere areare nonnon-
implanted devices whose UDI is appropriate for including in claims transaction. To obtain these additional 
details on UDI use in the claims process, we will conduct outreach to relevant stakeholders, including 
health plans, health systems and clinician organizations. Based on input from these groups, we will 
provide an update to ASC X12 as the change request process progresses. In the interim, should you 
have any questions or ifh ti  we can be oi ff  assistb ance tf o heli t p realit ze thih s l imporl ti antth  ai di vance it t n evald uating i the l
safety and quality of medical devices to improve patient care, please contact Josh Rising, director of 
medical devices, at The Pew Charitable Trusts, at 202-540-6761 or jrising@pewtrusts.org. 
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C H A N G E  R E Q U E S T  1 3 0 8

• Received WEDI Foundation White Paper – Facilitating the 
Cappture and Transmission of UDI

• Received letters supporting and not supporting the 
inclusioninclusion ooff tthehe UDIUDI inin claimsclaims 

• Change Request assigned to Billing and Encounter 
Information Work Group as primary; Services Review 
Information Work Group and PACDR SAC as secondary

• Began Business Requirements Gathering at June Meeting 
. 
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S T R E N G T H S  I N  U T I L I Z I N G  C L A I M S  T O  R E P O R T  U D I

• A transmission process currently exists for providers to 

send data to payers, payers to store data in claims 

database, and payers to send data to the FDA Sentinel 

syystem 

• There is a process to aggregate data across very large 

numbers of patients 

•• ThereThere iiss aa successfulsuccessful historyhistory inin usingusing claimsclaims datadata forfor postpost 

market surveillance of pharmaceuticals 
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B E N E F I T  O F  U T I L I Z I N G  C L A I M S  T O  R E P O R T  U D I

• Many of the post market surveillance goals for medical devices 

would be achieved 

• Payers could conduct their own quality analyses on devices and 

assiistt withith llocatiting patitientts iimpllanttedd wiithth recalllledd ddeviices

• Registries could link with claims to enhance longitudinal 

analyses of devices

• ThThe FDAFDA’’s SSenttiinell systtem coulldd bbe utilitilizedd tto assess ddeviice 

performance as is currently done with drugs
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B E N E F I T  O F  U T I L I Z I N G  C L A I M S  T O  R E P O R T  U D I

• Pilot programs could transmit UDI for interested providers and 

health plans

• Collaborating providers and payers would decide which 

iimpllantts wouldld iinvollve ttransmiissiion off ththe UDIUDI

• All-payer claims databases would be able to incorporate UDI for 

analysis and evaluation across multiple payer datasets
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S O M E  C O N C E R N S  R E G A R D I N G  U D I I N  C L A I M S

• May affect processing and payment of the claim

• WillWill requirerequire introductionintroduction ofof newnew billingbilling processesprocesses thatthat dodo notnot currentlycurrently 

exist

• Significant departure from existing claim submission routines

• Will require new billing system look-up and interface 

• Associated costs and benefits have not been determined

• Should be vetted through a formal rule-making process

• CompetingCompeting rregulatoryegulatory prioritiespriorities
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P R O P O S E D  U D I R E Q U I R E M E N T S  I N  C L A I M S

• Situational Element based on trading partner agreement

• LiLimititedd tto hihighh-risk i k ddeviices suchh as hihip, kknee 

replacements and cardio stents

• Used for reporting purposes only
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O T H E R  P R O P O S E D  T R A N S A C T I O N S  F O R  

R E P O R T I N G  U D I

• Claim attachment 

• HealthH l  t Ch Care SServiices RevR iiew – NoN ttifiificatition 



t
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C H A N G E  R E Q U E S T  1 3 0 8

• ReviR iewedd and d didiscussed wd ithith multipl lti le stakt ek hoh ldlders at 
the June Standing Meeting 
•• DevelopedDeveloped aa planplan forfor movingmoving forwardforward 

• Establish a specific workspace

• Hold conference calls to review and discuss

• Collaborate with other SDOs

• Revised the change request wording to be generic and 
onlly suggestt we fifindd a sollutition tto ththe bbusiiness needd
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C H A N G E  R E Q U E S T  1 3 0 8 - R E V I S E D  

• DescriptionDescription andand BusinessBusiness Reason:Reason: 
Failures of medical devices over the past two decades demonstrate the need for more 

rigorous and timely evaluation of the safety and quality of products once they are on the market and used 
in large numbers of patients. For example, metal-on-metal hip replacements, which have been implanted 
inin anan estimatedestimated 500500,000000 AAmericansmericans, failfail atat higherhigher ratesrates thanthan thosethose mademade ofof otherother materialsmaterials. HoweverHowever, thethe 
U.S. Food and Drug Administration (FDA) increased regulation of these devices only years after the 
identification of problems with these products in Australia and Europe. Similarly, life-threatening failures 
with implantable cardioverter-defibrillator leads—used in hundreds of thousands of people to detect and 
correct abnormal heart rhythms—resulted in several recent recalls because of product design defects. 
Health systems, health plans, clinicians and patients require better postmarket surveillance tools to more 
quickly identify problems with specific device models. As a result, Congress mandated that the FDA 
develop a unique device identifier (UDI) system to require manufacturers to place a unique ID number on 
each medical device or its packaging, corresponding to the product’s manufacturer, model and other 
clinicallyclinically relevantrelevant informationinformation. TheThe FDAFDA committedcommitted toto finalizingfinalizing regulationsregulations establishingestablishing thisthis UDIUDI systemsystem 
by the end of June 2013, with manufacturers expected to begin including device identifiers on certain 
high-risk product labels within a year. UDIs have the potential to facilitate the tracking of medical devices 
through their distribution and use, benefiting health systems, health plans, patients, clinicians and public 
health officials by providing for more rapid identification of medical devices associated with adverse 
eventts; assiistiting withith promptt andd efffificiientt resollutition off ddeviice recalllls; ddeliliveriing an easilily accessiblible 
source of definitive device identification; and increasing health savings through a more accurate 
accounting of the devices used. While the UDI will be the cornerstone for significant improvements in 
monitoring medical device safety and quality, the full benefits of this system only be achieved when it is in 
widespread use byp y healthcare pproviders and incorporated in p electronic health information,, and exchanged 
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C H A N G E  R E Q U E S T  1 3 0 8 - R E V I S E D  ( C O N T )  

• DescriptionDescription andand BusinessBusiness Reason:Reason: 
EDI transactions currently do not include details on the specific medical devices used by clinicians. As a result, health 

plans and health systems lack a process to efficiently collect data on the safety and quality of different medical devices. ASC X12 in 
conjunction with the other SDOs can explore ways to remedy the deficiency. The following are all claim specific examples of how UDI 
could be exchanged between entities. One way this could be accomplished is UDI capture in claim transactions, which could 
contribute critical data to improve patient outcomes and enhance the evaluation of medical device safety, quality and performance. 
Unlike other electronic health information sources, claims transactions can provide longitudinal data on patient outcomes across
healthcare institutions and for prolonged follow up times. These capabilities are critical for implanted medical devices, as problems 
might not emerge for several years and patients may seek care in facilities that did not perform the implant procedure. California 
Department of Health Care Services (DHCS)—which administers the state’s Medicaid program—concluded a pilot program to 
determine whether the capture of device identifiers could yield benefits beyond the current Healthcare Common Procedure Coding 
System (HCPCS), which does not distinguish between specific devices. As a national UDI system for all devices had not yet been 
implemented, DHCS evaluated the capture in claims transactions of Unique Product Numbers for durable medical equipment and 
products sold in retail pharmacies. DHCS found that documenting device identifiers in claims transactions yielded several benefits, 
including more precise identification and payment for medical supplies; additional detail to enable rebate collection from 
manufacturers; streamlining claims processing procedures; reducing fraud and abuse; increasing data quality to provide enhanced 
payp yer control over rate settingg and other business pprocesses;; and impproving g ppatient care byy ensuringg that pproducts meet qqualityy 
standards. Lastly, documenting UDIs in claims transactions will also support the FDA’s postmarket surveillance Sentinel Initiative to 
evaluate the safety of medical devices once they are approved, a capability that Congress also directed in the statute mandating the 
development of the device identifiers system. By proactively monitoring data rather than relying on spontaneous reporting from 
manufacturers and health care providers, Sentinel can more systematically and quickly identify safety and quality issues. Sentinel—
which relies heavily on claims transactions—currently accesses safety information on drugs and biologics by querying data on more 
thanthan 100100 millionmillion patientspatients. HHoweverowever, withoutwithout devicedevice iidentifiersdentifiers inin claimclaimss transactionstransactions toto tracktrack thethe productsproducts usedused, SentinelSentinel cacannonnott 
effectively evaluate patient outcomes following the utilization of specific devices. Establishing a way to exchange the UDI in EDI may 
achieve some of the benefits documented above. 

We recommend the exploration of ways to exchange the UDI via electronic data interchange (e.g, X12, HL7, etc…). 

http://crbrowser.x12.org/
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