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Topics

RFID Activity in Healthcare I]ﬁa_/m:r

Food and Dmge Administration

Vendor Activity |
FDA Activity EPCQIObal

DoD Activity

Standards Activity
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Auto-ID Primer ("on a page")

e Product identifier
Data e Lot no., Expiration date
« Unique identifier ("Serialization™)

e EfC.
0T R
- Bar Code |\||||\ﬁTﬁﬁiﬁiﬁ2ﬁ|\||
Carrier < RFID "Chip" | "o
e EtcC. =

e Hardware to decode ("read")

e What data is included %
Standard - How data is organized e @1

e How to decode data
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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

) Kimberly-Clark
Abbott Laboratories

&% Meditronic

Wibenr Life Diepends on Meafeal Technology

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

HOW DOES THE RFID PROCESS WORK?

FProduct is tagged and |
"registered” priar to Product focus areas include

shipment to the hospitals.  endavascular, cardiovascular, Tagged
EF and orthopedics product is
W, placed in the
Wavehdark
¢" cabinet
= The cahinet
sends regular
updates, listing
what products
are located
inside it.
wavernark
Waveldark's web interface
- —— allowes on-demand data
= F— ACCAeSS.
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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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What we heard from FDA

=i ' enter for Devices an
..(éleal& Dﬁuman Services r A_ [:I]RH CR':diologi[:al Healthd

Ensuring the Safety of Marketed
Medical Devices

Dan Schultz, MD

Director, Center for Devices and
Radiological Health

January 4, 2006
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What we heard from FDA

Adverse Event Reporting
Challenges

* Adverse events are widely under-reported by users

* Numerous reports with inadequate information about
how the device was used and what may have caused
the problem

( « Difficulty in identifying the specific device involved \

k — Device firms are often purchased by other companies j

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

— Devices lack unique identifiers

— Manufacturers continually produce modified versions of
their products.

Wy
A\ AL T [ /48

/ United States, Departmrent o
Health Human Services

 Devices are often used “off-label”

* Shift to home use
— Non-professionals are using these products

Center for Devices and
Radi Dlug ical Health
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How we currently overcome the challenges

“Health care providers generally do not document
device use Iin patient records”
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Sirglimus-eluting Coronary Stent made by Covdis
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View product Instructions for Use (IFU),
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How we currently overcome the challenges

“Devices lack unigue 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 01
Ethicon®

3-0

Silk Suture
Black, Braided
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How we currently overcome the challenges

“Device firms are often purchased by other companies”

One Equity Partners

PROCESS PORTFOLIO TEAM NEWS CONTACT

INVESTMENT APPROACH

Forimmediate release: May 27, 20032

DUBLIM, Chio (21 May 2003) — Medey, Inc. has acquired the worldwide Wascular Ac
of Ethicon Endo-Surgery {3 Johnson & Johnson Company). This acquisition positio
leading global provider of critical care products. The transition, expected to be comp
twelve manths, includes Medex assuming respansibility for Wascular Access manu
aperations in Cannecticut, Mexico and Italy to support existing Wascular Access bus
operations.

Although terms have not heen disclosed, total annual revenues for Medex are expe
$300 millian far this coming year.

Theascular Access husiness is a leading provider of peripheral intravenous cath
and includes the PROTECTIVE and ACUVANCER Safety |V, catheters and OFTIVAR
and CATHLOMN® conventiohal LY. catheters.

Badk to Fress Releases

ONE EQUITY PARTNERS TEAMS WITH MEDEX TO ACQUIRE
JOHNSON & JOHNSQN’S ETHICON ENDO-SURGERY DIVISION

Addition of intravenous catheter business allows Medex to provide complete system solutions

May 2003 then December 2004

HOME

Welcome to Medex f Smiths Medical - Redirect Page

Medex, a well respected hame ih the manufacture and supply of critical
care and alternate care medical products has been acquired by Smiths
Medical.

Used in hoth acute and alternate care {community) settings for a variety of therapeutic,
diagnostic and long term procedures, Medex markets and sells critical care systems and
products to aver 5,500 hospitals, healthcare systems and alternate healthcare settings in
maore than 74 countries world-wide.

Together, Smiths Medical with Medex offers a comprehensive portfolio of innovative and
clinically focused salutions to meet your needs.

<=medex

To view your Medex products, visit: www.smiths-medical.medex.com
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What also we heard from FDA

Ensuring the Safety of Marketed Medical Devices:
CDRH’s Medical Device Postmarket Safety Program —

Synopsis and Recommendations

2. Develop World Class Data Sources and Svstems

We must assess the ability of our current structure to identify postmarket medical device
problems and explore new ways to gain access to richer health care data.

As part of this effort, we will champion the development of a system to provide unique
device identification, a standardized and globally accepted nomenclature for devices. and

mechanisms and incentives for device users to inchide this information in healthcare
records.

11.1U.U Center for Devices and
Radiological Health
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What also we heard from FDA

2. Develop World Class Data Sources and Systems

problems and explore new ways to gain access to richer health care data.

device identification, a standardized and globally accepted nomenclature for devices,

mechanisms and incentives for device users to inchide this information in healthcare
records.

G-M-D-N

Global Medical Device Nomenclature

l\“

We must assess the ability of our current structure to identify postmarket medical device

As part of this effort, we will champion the development of a system to provide unique

and
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An Added Complication

New rec J"n giment ro inclnde o 2 labels “the vespecive code of an infernadonally vecognized generic

miedical device nomenclanive” (dnnex II 12250

The MHFEA already mtends asking “why?"; if there 15 a compelling argument as to why this should be
done, they wll propese one nomenclature should he u,e’l (thev will suggest the cbvious ons 1o nse -
GLIDN = the Global Medical Devices Nomenclan

However. the codes mav be 100 broad to be meaningful. and there may be medical devices whic
cammot be coded using GMDN. Please let me know of anv examples where this mav pertain (and any
compelling arsuments why the principle i itself is a bad 1dea — perhaps in terms of practicalinv).

[nfo on GLIDN can be found a0

MDD .
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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

G-M-D-N

Global Medical Device Nomenclature
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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

MD&D :he.

S“PP“ ey Cordis .mv ETHICON ETHICON ENDO-SURGERY, i LIFESCAN ?Orﬂwo—CIinical Diagnostics
e“nl“ P 3 : — P — a: ] .; i piry - a fehemlfehmion compary alfolbmsemafehumencompany a Johwwonfohmeon company

19



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 GF DEFENSE

Defense Acquisition Regulations

Department of Defense active System
Wlth EPCgIObaI 48 CFR Parts 211 and 252
RIM 0750-AF31

De partme nt Of Defe nse Defense Federal Acquisition

Regulation Supplement; Radio
Frequency Identification (DFARS Case

requires tags on several 2008-D002)

AGENCY: D["fll‘l » Acquisition

classes of non-medical goods Rogulations: §y<term. Dopartment of

Defense lIlnDI

D M LSS (Defe nse M ed | Cal :!.I(:[T]:ﬁ:“]tnt rim rule with request for
Logistics Standard Support Pl mnorading the Defonse Fodoml -

Acquisition Regulation Supplerment

forms RFID wo rkg roup (DFARS) to include additional
comnmodities and DoD locations that

. . . require package marking with passive

DO D ISSuUes | nte rrm radio frequency inh-ntiﬁuati- m (RFID)
tags. The rule requires contractors to

. affix passive RFID tags di the case and

reqU|rement palletized unit load levels when
shipping packaged petroleum,

lubricants, oils. preservatives

chemicals, additives, construction and

barrier materials, and medical materials

to spe cified [“]I:I locations,

DATES: Effective date: May 19, 20086,

|
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Department of Defense and RFID

DoD

Interested in item level tagging

Navy Medical Pack Up Kits (PUKs)

The Navy Madical Pack Up Kit (PUK) project at Fleet Hospital Support Office (FHSO)
Cheatham Annex establishes and maintains visibility of medical equipment that provides life-
saving and critical services (twelve surgically intense medical procedures) to imnclude casualty
receving. an imtensive care/medical-surgical umit. operating rooms. a laboratory and a radiology
unit. AIT facilitates rapid part location within both warehousad and deploved Emergency
Medical Units (EMUs). Phase 1 culnunated i an EMU mobilization. transport, and deployment
demonstration via the Navy's new High Speed Vessel (HSV) and the 4631 pallets. The
demonstration shows how centralized asset management and “on-demand ™ nussion specific
EMU deployment. using multiple AIT/RFID technologies can be applied to mobile hospital
modules and components to provide greater flexibility. mereased readiness. and immediate use
of EMU upon deployment. Muluple technologies ars used with component parts/packages
labeled with linear and 2D barcedes, passive and semu-active RFID tags. along with CMBs. The
project successfullv created and captured essental data. passing and viewing the same data
during buildup. assembly. mamtenance. deployment. recovery. teardown and reconstitution
processes. The project also completed AIT integration with Defense Medical Logisties Standard
Support Svstem (DMLSS) for batch processing. deploved EMU Delta marking over 13.000
items of equipment. tracked equipment convoy using Indium Modem with GPS. and achieved
S500K savings per deplovment in reduced transportation costs.
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GS1 Healthcare Users Group
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The Global Language of Business

| OVERALL BENEFITS: Improving efficiency & visibility in supply and demand chains

GS1 SOLUTIONS & SERVICES USING GS1 STANDARDS
Solutions: POS / Inventory Management / Asset Management / Collaborative Planning / Traceability

Services: Global (GSMP, GEPIR, Global Registry, Training and Accreditation) & Local (e.g. Certification, Implementation, Training)

[ @1 Sysi - Integrated system of standards

@1 eCom™

Global standards The environment Global standards
for electronic for global data for RFID-based
business messaging synchronisation identification

EPCgIobaI b

y GS1

Rapid, efficient Standardised, More accurate,

& accurate business reliable data for immediate and cost-

data exchange effective business effective visibility
transactions of information

=]

<]

[ GS1 Identification Keys (e.g. GTIN, GLN, SSCC, GRAI, GIAl, GSRN, EPC)

& Attribute Data (e.g. Best Before Date)
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GS1 Healthcare Users Group

i ™
The GDSN Process
Global
Registry
Hegister// wbscribe
Subscribe
Source . Recipient
Data Pool Synchronise Data Pool
Publish Subscribe
Data Data
Source Recipient
| e.g.Manufacturer e.g.Retailer y
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GS1 Healthcare Users Group

CODIFICATION /7 OUR STRATEGY

=< 3. USING THE STANDARD IN EACH
LOCAL OR COMMON PLAN

== 4. ASKING OUR SUPPLIERS TO USE
THE CODIFICATION OR TO CODIFY
THEIR PRODUCTS

< 5. IN A SECOND PHASE,
REQUIRING THEM TO CODIFY AND
PUT BAR CODES INTO THE PUBLIC
MARKETS

O
UNLH.A
The Big Picture
A Phased Approach - Phase 1
18th October 2005

Kim Coates

Project Officer

Health Procurement
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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 2788 78 37

M +32 473 633367

F +322 788 78 99
ulrike.kreysa@gsl.org
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EPCglobal HLS BAG MDWG

First meeting of Medical Device Work Group

Members present include:

Johnson & Johnson

KI m be rIy C I ark Abbott Laboratories
Wavemark

€ Kimberly-Clark

Visible Assets

Baxter also has expressed interest
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EPCglobal HLS BAG MDWG

Challenges

Unigue 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

Table 4: RFID Operational Frequencies in Countries

Frequency

Rezion:/ Countries

Lnited Staze:, Canada, J2oac 206 Europe

Unitzd Stat2s, Canada, Japac. and Evrope

I most of Zurcpa, Unitad Stase: (acdve
1azs at camaln locanons st be razstered
with the FCO), and undar considaration io
Japan

365 - 368 MHz

Surops

360 - 360 and 823 - 825 MHz

South Korea

902 - 928 MHz

Uzated States

932 =934 MHz

Japaa (for pazsive @ags sarme i 2005)

2400 - 2300 and 5,725 -3 875 GEz

Unated Stares, Canada, Zurcp2, acd Japan
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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 EPCglobal ®
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
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