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Ref. Food and Drug Adminstration: Unique Device Identification; Request for 
Comments (Docket No. 2006N-0292) 

To Whom it May Concern: 

On behalf of the members of the Coalition for Healthcare eStandards (CHeS), we 
appreciate the opportunity to respond to the Food and Drug Administration's (FDA) 
request for comments on unique device identification (UDI) system . CHeS is a 
collaborative of organizations dedicated to promoting the adoption and use of open data 
standards in the health care industry. Through the work of task forces, CHeS makes 
recommendations to accelerate industry-wide adoption of comprehensive data standards 
and encourages other industry representatives to participate in e-commerce standards 
work groups . The group purchasing organization (GPO) membership in CHeS manage 
more than $80 billion in purchases annually for the nation's health care providers. Core, 
affiliate and other members of CAeS include the following : 

Core Members: 
Consorta 
MedAssets 
Novarion 
Premier 
U.S. Department of Defense/Defense Supply Center 
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Affiliate and Other Members: 
Actoras 
Agfa 
Association for Healthcare Resource & Materials Management (AHI2MM) 
Alcon 
BD (Becton, Dickinson and Company) 
Fullrilt Solutions 
IMS 
Lawson Software 
Medbuy 
UHC 

CHeS Comments 
CHeS appreciates this opportunity to provide comment in order to support the FDA in its 
consideration of Unique Device Identification (UDI) for medical services to improve 
patient safety. The following responses to the questions asked are being answered by the 
Product Data Utility (PDi) Organizing Committee of CHeS. The PDU Committee 
formed to study the feasibility of creating a product data utility to help synchronize 
medical /surgical product information across the healthcare supply chain. Among its 
recommendations is the need to establish a central industry resource for standardized 
product data from manufacturers that would enable participants to synchronize and 
maintain accurate product data in real time. 

CHeS firmly believes a PDU is an essential, key component of a functioning UDI system. 

Health care faces greater challenges to e-business development than other industries . It 
has made limited use of electronic data interchange (EDn and bar coding technology that 
is widely adopted in other industries . Electronic standards have not been widely adopted. 
Participation in e-commerce exchanges is growing at a slow pace. Transactions along the 
health care supply chain are hampered by product data disparities between multitudes of 
file formats and attribute definitions. Product identification disparities have delayed 
progress in e-business development and e-standards implementation. Data disparities 
also contribute to an inordinate number of transaction errors at all points across the health 
care supply chain. Twenty-four percent of supply administration time is spent on data 
cleaning and corrections. In addition, keeping medical supply information consistent and 
accurate across trading partners remains a considerable challenge. 

Based on the similarity of problems faced by health care and other industries and the 
success of other PDU initiatives it is reasonable to conclude that a central medical 
product data utility would help alleviate product data disparities and pave the way for 
effective e-business development and implementation. A PDU would provide a central 
industry resource for standardized product data from manufacturers and distributors and 
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enable a11 participants to synchronize and maintain accurate item files in near real time 
from the manufacture through the supply chain to the end user. The data would be 
provided and certified by the manufacturers consistent with a data usage agreement that 
would be established by the PDU. 

CHeS conducted a feasibility study, which identified the potential value of product data 
synchronization through the PDU for each stakeholder constituency in the healthcare 
supply chain. The following are examples of significant values afforded to stalceholders 
through the PDU. Note: Data Aggregators are organizations such as exchanges, e-
commerce platforms, and any other industry related aggregator that performs e-
commerce related services for customers . These organizations could provide PDU 
services and move data to the PDU. 

Value to All Participants : The PDU will benefit all participants by eliminating errors in 
product identification and reducing product data maintenance costs for everyone . The 
PDU will also solve the current problem of disconnects between trading partners in the 
supply chain. Data Aggregators are not connected to the same suppliers and end-users 
are not connected to all manufacturers and distributors . 

A. Manufacturer's Value: The PDU provides a single point of distribution of product 
information to all participants in the medical supply chain. It eliminates multiple 
customized product data feeds. It provides a single point for accurate UPN data to be 
distributed throughout the supply chain so the value of UPN markings can be derived. 
This will make it easier to integrate product information after manufacturer mergers and 
acquisitions. The electrical industry conducted a benefits assessment after their industry 
PDU was implemented. Annual savings to manufacturers were documented to be 
$97,000 for every $10 million of sales- 0.97% of sales. 

B. Distributor Value: The PDU provides a single source for accurate product data from 
hundreds of manufacturers . It provides timely product data on both new products and 
discontinued products . The PDU will enable the following : Fewer invoice errors with 
suppliers and customers, Reduction in reconciliation of rebates/charge back mismatches 
with manufacturers, automatic replenishment by suppliers, closer integration with 
customer's systems, and righter integration with data aggregators. The electrical industry 
conducted a benefits assessment after their industry PDU was implemented. Savings to 
distributors were documented to be $73,000 for every $10 million of sales-0.73% of 
sales. 

C. HospitaUIDN Value: Accurate and consistent item information throughout the 
healthcare network. Enables easier and faster sourcing of products from prime vendor 
distributors, data aggregators, and products sold direct from manufacturers. Enables 
matching of product data master files to GPO and local contract files to assure hospitals 
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are being charged the lowest contracted prices for purchases. Automation of new item 
loads with accurate product information and maintenance of existing items. Standardized 
identification of product information throughout the supply chain. A synchronized 
master file of UPN will enable the use of bar coding throughout the healthcare supply 
chain to increase patient charge accuracy and reduce medical errors . 

D. Data Aggregator Value: Enables customers to source and order products easier, 
faster, and more accurately. Becomes a single source for accurate and robust product 
data from manufacturers. The PDU provides an open and neutral environment. Enables 
standardized data for all members of the supply chain. Eliminates multiple standards for 
product data and provides a single point for standards dissemination. 

E. GPO Value: Increased recognition of sales of GPO contracted items. Single source 
for accurate product data from hundreds of manufacturers. Reduced and simplified data 
feeds from potential manufacturer contractors. Reduces data cleansing efforts. Better 
product identification for sales tracking to capture administrative fees and rebates for the 
GPO members. Enables the GPO to quickly identify and aggregate information on the 
new items that members are buying that need to be added to GPO contracts . 

F. Material Management System Provider Value: Enables numerous values-add 
features to the MMIS that will increase sales of those MMIS that can utilize the PDU. 
Becomes a single data standard for Product Data for MMIS records and for accurate 
medical product data from hundreds of manufacturers to create accurate catalog master 
records. A MMIS that is integrated with the PDU will appeal to customers . This will 
enhance the ability to mine data within a hospital and across the hospital in a multiple 
hospital integrated delivery network. 

CHeS Response to FDA Questions 
Please note, the Technical Advisory Committee of the PDU Organizing Committee has a 
high-level description of the key data elements (categories) of information that should be 
managed with the PDU. Suppliers, identifiers, user organization identifiers, product and 
packaging identifiers, other key data synchronization elements, that it would like to share 
with the FDA. The draft document will be finalized within the next couple of weeks. 
The FDA is more than welcome to refer to this document as needed in your review 
process. See attached file Copy of TAG Draft Summary 9-I2-06 vs.3.xls. 

FDA Question 1 
How should a unique device identification system be developed? What attributes or 
elements of a device should be used to create the UDI? 
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It is recommended that rather than start from the beginning, the FDA should optimize the 
standards work already completed and the process developed for creating those standards 
wherever possible . Identification systems for products are already prevalent in the 
grocery, food service, automotive and electrical industries . Since the health care supply, 
chain includes products from each of these industries it makes sense to build upon what is 
already in place. 

The attributes or elements needed to create a UDI will vary based upon the classification 
of the device . Therefore, it is important that the UDI system include a classification 
system that places the device into a class that will in turn determine the appropriate 
attributes. In developing a single, mandatory system, the FDA should rely on an existing 
classification system. CHeS recommends the United Nations Standards Products and 
Services Code (iJNSPSCO) that classifies all products. This classification system is an 
open standard . It is global which is important given the medial supplies manufactured 
and sold around the world. 

The UDI, at a minimum, should include manufacturer, product name, make, model, lot 
number, unique description, expiration date and unit of measure. The use of a Product 
Data Utility (PDU) will allow users to extract additional information on the product that 
might not be included on the label that is attached to the product. This would allow for a 
richer database and the ability to add additional data elements as needed and agreed upon 
by the industry . 

FDA Question 2 
What should be the role, if any, of the FDA in the development and implementation 
of a system for the use of UDIs for medical devices? Should a system be voluntary 
or mandatory? 

What exists today is a voluntary system where each manufacturer, distributor and 
provider has their own system. It is a system where duplicate classification systems are 
operating in parallel. It is hard to conceive that a voluntary system for a unique 
identification system would be advantageous since it would result in multiple systems 
that would add to the complexity. These dual systems increase the risk for patients and 
create operational and safety problems in hospitals . Therefore, CHeS recommends the 
FDA should mandate that the manufactures of medical devices adopt an existing global 
standard for creating and representing a UDI. 
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FDA Question 3 
What are the incentives for establishing a uniform, standardized system of unique 
device identifiers? 

The primary incentives are improving patient safety and reducing costs . These include 
reduction of medical errors, improving inventory control, processing recalls, identifying 
patients incompatible with devices or allergic reactions, reducing product counterfeiting 
and cost reductions for all supply chain participants . Another incentive is more efficient 
sourcing and distribution of products because of the ability to identify products across the 
supply chain through standardization of descriptions, packaging and labeling . 

FDA Question 4 
What are the barriers for establishing unique device identifiers? What suggestions 
would you have for overcoming these barriers? 

Barriers include the current lack of a common taxonomy or classification system; the 
absence of a common industry wide utility that allows for synchronization for the supply 
chain; product labeling with information that is both human and machine-readable ; need 
for global adoption and current efforts of other countries to implement standards; speed 
and cost of implementation for providers . 

In addition, the barriers within the hospital field would be minimized by making the UDI 
mandatory and broad in scope . If the UDI were not mandatory, hospitals would be using 
systems where some items had standard identifiers and others did not. 

FDA Question 5 
Have you implemented some form of UDI in your product line? Please describe the 
extent of implementation, type of technology used and the data currently provided. 

N/A 

FDA Question 6 
Should unique device identifiers be considered for all devices? If yes, why? If not, 
what devices should be considered for labeling with a UDI and why? 

The UDI system should include basic information on all medical supplies and devices. 
CHeS believes that all items can be identified and should be identified by the original 
manufacturer. The UDI should be included to improve recall processes, increase patient 
safety and allow the health care supply chain to adopt consistent processes for handling 
and managing both the products and corresponding information. The information that is 
included for the products should vary based upon the class of device . For example, the 
information needed for a band-aid would be different from an implant device . 
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FDA Question 7 
At what level of packaging (that is, unit if use) should UDIs be considered? Should 
UDIs be considered for different levels of packaging? If yes, should the level of 
packaging be based on the type of device? Why or why not? 
UDI's should be implemented at the package level that is issued to the patient . This 
would insure the identification of the device as it is provided to the patient (right product 
and right patient) and minimize the errors associated with the provider organization re-
labeling the device for issue to the patient. The information included at the issue to the 
patient should be sufficient to identify the device and allow it to be linked to the provider 
database which would be synchronized to the product data repository which would 
contain a more extensive database on the device . This process would allow different 
classes of devices to have more information but at the same time limit the required fields 
on the device itself. 

FDA Question 8 
What solutions have you developed or could be developed for addressing the 
technological, equipment, and other problems that might arise in developing and 
implementing a UDI system (e.g., solutions for packaging issues)? 

CHeS has selected standards for identification of supply chain participants, product 
identification, and product classification and is in the process of participating with the 
Department of Defense (DoD) on a pilot for a Product Data Utility (PDL). Each of these 
elements is needed in order to implement an effective UDI and associated information 
system . This system is modeled after similar systems that are operational in the grocery, 
food service, automotive and electrical industries . CHeS believes it is important that the 
health care industry which uses many products from these and other industries adopt 
similar standards and processes for medical device UDI. The standards used by these 
industries are the GSl standards that include GLN (location), GTIN (product), LTNSPSC 
(classification) and GDSN (synchronization) which the health care industry is also 
considering to be used for a health care PDU. 

Through its Committees, CHeS supports users with educational programs, a monthly 
eNewsletter, a website full of information and webinars . In 2007, CHeS also will be 
launching an IT working group led by the leading software companies to help providers 
with implementation of these standards in their current MMIS systems . Also, an IDN 
working group is being formed to follow closely the DoD pilot for a health care PDU to 
learn about how the hospital of the future would complete purchasing transactions using a 
PDU. 
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FDA Question 9 
What is the minimum data set that should be associated with a unique device 
identifier? Would this minimum data set differ for different devices? If so, how? 
How would the data in the minimum data set improve patient safety? What other 
data would improve patient safety? 

The minimum data set for all devices should include: Universal Product Number (UPN), 
manufacturer, make, model number, serial number, expiration date, and the unit of 
measure. 

Medical devices that pose a higher risk to patients, such as implantable items, infusion 
pumps, surgical instruments and cardiac or respiratory monitors, should include more 
detailed information, such as a serial number identifying the exact device, whether the 
product is sterile , or the UDIs for necessary related equipment (such as leads that are 
compatible with a given implantable cardioverter defibrillator) . 

The UDI also should connect to a product data utility (PDL) - a system and organization 
that interconnects trading partners across the supply chain to synchronize core product 
data to standard specifications . CHeS recommends that PDU data sets include : 

" Basic catalog and purchasing transaction data 
" Basic usage cautions and restrictions data 
" Patient use and billing data 
" Product classification data 
" Logistics data 
" Expanded product attributes 

The PDU would distribute standardized product data from manufacturers and distributors 
to data aggregators and end-users . It would enable participants to synchronize and 
maintain accurate product and packaging information in near real time. Specifically, the 
PDU functions would include: 

" Loading and validation of standardized data from manufacturers and 
distributors 

" Comparison of product information from manufacturer and distributor 
files to identify and correct disparities and omissions; 

" Access to a central repository or verified, standardized and certified 
product information for authorized users; and 

" Ongoing updating and maintenance of the data. 

The data stored in the PDU could include safety information about the product as well as 
information for recall . 
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FDA Question 10 
How should the UDI and its associated minimum data set be obtained and 
maintained? How and by whom should the UDI with its associated minimum data 
set be made publicly available? 
Existing standards organizations, such as GS 1 US, already develop and maintain 
classification systems . By choosing an existing standard that is already supported, the 
FDA could require that manufacturers work with the standards organization to obtain a 
UDI for each product. It is important that only open, global standards be considered. 

FDA Question 11 
Should the UDI be both human readable and encoded in an automatic technology? 
Should the UDI be on the device itself (e.g ., laser-etched) for certain devices? 

CHeS supports the UDI being both human readable and encoded in automatic 
technology . The human readable information on the device should be limited to what is 
minimally required to properly identify the product before applying to a patient . 
Likewise, the information encoded on the device would only need to be that needed to 
identify the product for safely distributing it to the patient. The encoded information 
would allow the automated system to access a richer database on the device that would 
contain much more information to assist in recalls and other patient specific safety 
checks . 

Ideally, the UDI would be on the product itself, although is some circumstances, such as 
tiny devices, it may be on the packaging. Technical standards required for the UDI must 
support auto-ID technologies, including barcodes and RFID. This technical standard 
must be uniform across the health care field. 

FDA Question 12 
Should a UDI be based on the use of a specific technology (e.g., linear bar code) or 
be nonspecific? Please explain your response. If a bar code is recommended, is a 
specific type of symbology preferred, and if so, what type and why? Should the bar 
code be "compatible" with those used for the drug bar code rule? If yes, why? If 
not, why not? 

CHeS supports having tracking requirements which include individual serial number, 
location of serial and lot number, serial number encoded on product, bar code type, lot 
number and lot number encoded on product. This would allow the caregiver to utilize 
similar technologies at the patient distribution location . CHeS is not opposed to using 
multiple syxnbologies since most current technologies can read and capture most all of 
these. Rather, it is only necessary to embrace the UDI based on global standards, and 
leave the selection of syxnbology and technology to the user community. 
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FDA Question 13 
From your perspective, what public health and patient safety benefits could be 
gained from having a standardized unique device identifier system? How would 
such a system contribute to meeting device recall and adverse event reporting 
requirements, and to reducing medical error? Please submit detailed data to 
support benefits you identify. 

A standardized UDI system will make the connection between medical devices and the 
information needed about those devices. This connection has many benefits to public 
health and patient safety as well, including reducing medical errors, facilitating recalls, 
and improving medical device reporting. Automatic product identification on all product 
levels ensures a safe and secure supply chain by providing greater visibility, accuracy and 
velocity for the benefit of all parties involved . 

The UDI could facilitate the process of managing device recalls, which, according to 
ECRI are issued more than 600 times per year. Currently, the numbers used to identify a 
product can change between the numbers assigned by the manufacturer, the number used 
b a distributor (who may add a prefix or suffix) and the number maintained in a hospital's 
inventory management system . Therefore, recalls generally require manual searches of 
inventory and cannot be done by searching inventory management systems. Identification 
of patients who have received recalled devices requires manual review of medical 
records. With UDI, these processes could be conducted via electronic searches, resulting 
in more timely, complete and accurate management of the recall . 

With a UDI, hospitals could more quickly and accurately notify and, if necessary, treat 
patients who have received a recalled device. All recalls would be facilitated by having a 
UDI system, as long as all devices have UDI. 

FDA Question 14 
From your perspective, what are the setup costs measured in time and other 
resources associated with the development, implementation, and use of a UDI 
system? Please submit detailed data to support these cost estimates. 

CHeS has not looked at costs and without more specifics, it would not be appropriate for 
us to do so. However, CHeS does know from talking to hospitals and II)Ns that much of 
the technology for a UDI system already exists and is well established. There are many 
tools readily available in the marketplace today for implementing a UDI system- and the 
marketplace is quite competitive. Moreover, much of the infrastructure for a UDI is 
already in place for many users. Many manufacturers already utilize bar codes and data 
pools, and are proficient users. In addition, many hospitals have already implemented 
standards-based identification for pharmaceuticals, and therefore have tools, equipment 
and expertise as well . CHeS identifies the real costs will be associated with integrating 
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the UDI information into hospital business systems building up their existing 
infrastructure to support it. However, the potential safety and efficiency benefits 
outweigh those costs. In considering costs, the implementation of a UDI should be 
considered separate from the implementation of the latest auto-id technology. Setup 
costs for implementing the UDI include changing existing hospital materials management 
and related information systems, redesigning work processes and training staff in how to 
use the new systems. Assuming the UDI is readable by the human eye; all hospitals 
could make these changes and realize quality and efficiency gains. These gains are of a 
sufficient scope that hospitals would begin to use the UDI quickly. 

FDA Question 15 
If you have already implemented a farm of unique identification on your medical 
device labeling, what investments in equipment, training, and other human and 
physical resources were necessary to implement the use of UDIs? What factors 
influenced your decision to implement such a system? What changes in patient 
safety or economic benefits and costs have you observed since the institution of 
UDIs? 

N/A 

FDA Question 16 
From your perspective, what is the expected rate of technology acceptance in 
implementing or using a UDI system? 

The results of a 2005 AHA survey of hospitals show that hospitals are already adopting 
bar coding for a number of uses, including lab specimens, supply chain management, 
patient ID and pharmaceutical tracking and administration. In addition, 8 percent of the 
hospitals surveyed had fully or partially implemented RFID. These data are from spring 
of 2005 . CHeS expects further adoption has occurred in the past year. For hospitals 
already using auto-II), the UDI could be incorporated into existing efforts. For those yet 
to adopt auto-113 technologies, having a universal, standardized UDI would increase the 
value of implementing auto-ID. 

FDA Question 17 
From your perspective, what are the obstacles to implementing or using a UDI 
system in your location? 

N/A 
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FDA Question 18 
For hospitals and other device user facilities considering technology investments, 
what would be the relative priority of developing UDI capabilities compared to 
other possible advancements, such as Electronic Health Records, bedside bar coding 
for pharmaceuticals dispensing, data sharing capabilities across hospitals and other 
device user facilities, and other possible advances? 

N/A 

FDA Question 19 
What infrastructure or technological advancements are needed for hospitals and 
other device user facilities to be able to capture and use UDI for basic inventory 
control and recall completion purposes? How costly are these advancements? 

N/A 

FDA Question 20 
Referring specifically to completing medical device recalls in your hospital or other 
device user facility, for what share of the most serious (Class I) or next most serious 
(Class In recalls would having access to and an ability to capture UDI information 
help you to respond? 

N/A 

In closing, CHeS thanks the FDA for this opportunity to comment on the development 
and implementation of the UDI. If you have questions on our comments, please contact 
Mark McDougall, CHeS Executive Director, at 734-677-3300 or 
markC~a,CHeStandards .org or Peggy Brody, Director of Communications, at 734-677-
3300 or Pegsva,CHeStandards.ore 
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