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Auto-ID Primer ("on a page")

• What data is included     
• How data is organized
• How to decode data

Standard

Data
• Product identifier
• Lot no.,  Expiration date
• Unique identifier ("Serialization")
• Etc.

• Bar Code
• RFID "Chip"
• Etc.
• Hardware to decode ("read")

Carrier
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Presentation

Assumptions

Bar Coding and RFID complement each other

When considering bar coding, RFID, and labeling; drugs 
and devices are different

The healthcare supply chain is different from the fast 
moving consumer goods | retail supply chain

Standardization reaps more benefit in the long run than 
proprietary solutions do in the short run
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Current Status

Medical Device companies are researching and piloting RFID

Vendors are selling RFID to healthcare
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Vendor Profile

Small and regional
Funded with Venture Capital
Market to consolidate
• Symbol Technology acquires Matrix
• Lockheed acquires Savi
• Pfizer invests in SupplyScape
Business cases vary
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Vendor Focus : POU | create customer demand
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Vendor Focus : meet customer demand
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FDA and RFID

Recent Activity and Assumptions

FDA understands the “primer” -- the relationship of data 
and carrier and database

FDA providing 21 point guidance to DoD

FDA active in EPCglobal standards development

FDA interested in medical device serialization

FDA met with Advamed and GS1 HUG members : 
Medtronic, Johnson & Johnson, and Baxter April 2006
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Director, Center for Devices and Director, Center for Devices and 
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Adverse Event Reporting Adverse Event Reporting 
ChallengesChallenges

•• Adverse events are widely underAdverse events are widely under--reported by usersreported by users
•• Numerous reports with inadequate information about Numerous reports with inadequate information about 

how the device was used and what may have caused how the device was used and what may have caused 
the problem the problem 

•• Difficulty in identifying the specific device involvedDifficulty in identifying the specific device involved
–– Health care providers generally do not document device Health care providers generally do not document device 

use in patient recordsuse in patient records
–– Devices lack unique identifiersDevices lack unique identifiers
–– Manufacturers continually produce modified versions of Manufacturers continually produce modified versions of 

their products.  their products.  
–– Device firms are often purchased by other companiesDevice firms are often purchased by other companies

•• Devices are often used “offDevices are often used “off--label”label”
•• Shift to home useShift to home use

–– NonNon--professionals are using these productsprofessionals are using these products
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How we currently overcome the challenges

“Health care providers generally do not document 
device use in patient records”

Peel & 
apply
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How we currently overcome the challenges

“Devices lack unique identifiers”

We have historically identified electronic 
medical equipment by serial numbers. We have 
selected certain single use devices to be 
serialized because they are prime targets for 
counterfeiting and diversion. Products are 
either identified by serial number or lot 
number. If sterilized, product expiration dating 
is also bar coded.
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How we currently overcome the challenges

“Manufacturers continually produce modified versions 
of their products”

Mod Code 01Mod Code 01
EthiconEthicon®®
33--00
Silk SutureSilk Suture
Black, BraidedBlack, Braided
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How we currently overcome the challenges

“Device firms are often purchased by other companies”

May 2003 then December 2004
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What also we heard from FDA
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What also we heard from FDA
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An Added Complication …

BHTA summary of possible effects of EU proposals to revise the 
Medical Device Directive – 11 Jan 06
British Healthcare Trade Association
MHRA - Medicine and Healthcare Products Regulatory Agency 
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Summary

What we wanted FDA to hear

Product Identification / coding schema should be 
accepted worldwide

System should be carrier independent

Implementation should be over a multi-year timeframe

Issues of data ownership must be resolved

To work, system would require widespread healthcare 
provider participation
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Summary

What we wanted FDA to hear

“Country-specific requirements for labelling text, 
content, or the format of labels or labelling should 
be kept to the minimum and, where they currently 
exist, eliminated as the opportunity arises. “ (1)
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Department of Defense and RFID

Department of Defense active 
with EPCglobal
Department of Defense 
requires tags on several 
classes of non-medical goods
DMLSS (Defense Medical 
Logistics Standard Support 
forms RFID workgroup
DoD issues interim 
requirement
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Department of Defense and RFID

DoD interested in item level tagging
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GS1 Healthcare Users Group
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GS1 Healthcare Users Group
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GS1 Healthcare Users Group
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GS1 Healthcare Users Group

Working Groups

Communication and Membership
GTIN Allocation Rules
Standards Development
Business Cases for Standards
Instrument Marking
Regulatory Affairs &
Standards Implementation
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GS1 Healthcare Users Group

Next Meeting

June 13 - 15, 2006

Medtronic World Headquarters
Minneapolis, Minnesota, USA.
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GS1 Healthcare Users Group

Ulrike Kreysa
GS1 Global Office
Avenue Louise 326
1050 Brussels
T +32 2 788 78 37
M +32 473 633367
F +32 2 788 78 99
ulrike.kreysa@gs1.org
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EPCglobal HLS BAG MDWG

First meeting of Medical Device Work Group

Members present include:
Johnson & Johnson
Abbott
Kimberly Clark
Wavemark
Visible Assets

Baxter also has expressed interest
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EPCglobal HLS BAG MDWG

Challenges

Unique Environment

Frequency

Data
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EPCglobal HLS BAG MDWG

Challenges
Supply Chain Segmentation

By regulation
By frequency
By data
By vendor IP, technology, or business agreement 
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EPCglobal HLS Business Action Group

Next Meeting

18.-20. Sept. in Duesseldorf Germany
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EPCglobal HLS Business Action Group

Contacts

Bob Celeste
Director, Adoption Tools
EPCglobal US
office phone +1 609 620 4512
mobile phone +1 609 947-2720
fax +1 609 620-0255
eMail: rceleste@epcglobalus.org
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What if

Now
If hospital “A” then bar code “A” and RFID tag “A” 
and data elements “A”

Future
Standard data in a standard carrier to relate to a 
standard Healthcare data dictionary

Obtain
Worldwide product visibility by unique identifier by 
product and location


