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UDI Implementation Reality — AIDC

...UDIl in a GS1 “AIDC” world... the “theory”...




©
UDI
Unique Device Identification

...enabled by...
GS1 Standards !




@1 Unique Device Identification

. A standardized system to develop Unique
Device Identification numbers (UDI)

2. UDI in human readable and/or bar code/RFID
n a device, its label, or both

3. UDI Database will be created and will need to
be maintained

4. Users need your help to implement. FDA
expects GS1 to play a major role

©2013 GSt



UDI system...

...AIDC components...

UDI/UDID - System
| | |
—
UDID

AIDC

(database) Data Carriers
. y Machine
Static Data Elements 4 Readable

1D Bar Code
' « 2D Bar Code
« RFID

\ * DI = primary access key i '

DI = Devic

Pl = Production Identifiers (i.e. lot/batch no., serial no., expiry [use by] date, date of manufacturee)
© 2013 GSt
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UDI in the GS1 system of standards
...UDIl In GS1 terms...

AIDC - Unique Device Identification (uDI)

Goal to be unambiguous identification of a specific medical device. From an

AIDC standpoint this identification has two (2) parts:

— Device Identifier (DI) — Meant to be the identification of the “generic”
medical device — GS1 GTIN enabiles this.

— Production Identifier (Pl) — Meant to be whatever “control” numbers or data

a manufacturer uses in their process — GS1 Application Identifiers (Al’s
such as lot/batch number, serial number, expiry, in any combination with a

GTIN) enable this aspect.
GTIN + Al(s) = UDI

AIDC - Data Carriers

ISO compliant machine-readable Data Carriers on the product (via label or
DPM... Direct Part Marking) or it's packaging, which contain the UDI - 1D/
Linear & 2D / Matrix bar code symbols, RFID.

© 2013 GS1



UDI in the GS1 system of standards
...UDl in GS1 terms...

uDI ‘ GS1 Standards

Product Identification

DI - GTIN
Device Identifier (DI) Global Trade Item Number

Pl ‘ Al
Production Identifier (PI) : Application Identifier (Al)
(if applicable) « Expiration Date Al(17) -e.g. 141120
' « Lot/Batch Al(10) - e.g. 1234AB
« Serial Number Al(21) - eg. 12345XYZ

Production Identifier data will vary by medical device type and manufacturer current practice.

© 2013 GS1
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UDI in the GS1 system of standards
...UDIl In GS1 terms...

Device Identifier / GTIN Allocation

Some (but not all) common reasons for a Device ldentifier (DI =
GTIN) to change are:

- Change in quantity of a device package

- Change to package sterility

* Re-labeling of the original labeler’s (mfg.) device

- Change labeling languages for different global markets
- Change in certification mark, e.g., CE Mark

Refer to the appropriate UDI regulation in you area and the GS1

GTIN Allocation Rules for complete details on any regional
influence for DI / GTIN change.

© 2013 GS1



@1 UDI in the GS1 system of standards
...UDIl in GS1 terms...

Package Levels/Hierarchy, Kits & Placement

Packaging Levels —The DI

(GTIN) & Pls (Als) should be in e

the bar code & in human- : 9

readable form on each

apphcable paCkage Ievel as NOTE: GTINs below for illustration only

defined by regu|ation_ Each Single Unit Multiple Unit Case or Shipper
. Package Package

de&gnated package level must = e ==

have its own DI (GTIN). 10857674002017 | 00D857674002010 | D0B57674002027

Kits — Medical Device “kits” have there own UDI.

(NOTE: Refer to the FDA Rule for details. Additional definition & allocation rules for Healthcare
kits are being clarified through the GS1 GSMP.)

Placement — Bar code symbols are to be positioned to allow ready
access for scanning when the product is stored or stocked on shelves.

10
© 2013 GS1
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The Warehouse

34AB

GS1-128
“Concatenated” data

ITET4002007(17) 14 1120(70)12:

"Non- (_oncatenated data

0857674002017

ITF-14

1883123456T804

- The Hospital

GS1-128
"Concatenated” data

(011085767 TOIT)141120010)12:

400201

G51 DataMatrix

(01)10857674002017
(17)141120
(10)1234AB

MAD

“Non- Concatenated data

| nll)unzonn:.mm

Data may be carried in a single “concatenated” G51-128 (best practice) or in two G51-128s (allowed alternate).

D o o
- I
SSorrt J

> ‘_

The Point-of-Care

GS51-128
“Concatenated”data

LI

767400201 7(17)141120(10)1234A

GS51 DataMatrix

(01)10857674002017
(17)141120
(10)1234AB

GS51 DataMatrix is particularly suited to small spaces on Single Unit or Multiple Unit Packages and Direct

Part Marking (DPM) on Single Units.

UDI in the GS1 system of standards
.UDI in GS1 terms...

E The Retail POS

EAN 13

4|5123lsll?8!0(

U.PC.is used primarily in North America. EAN-13 is used
throughout the world on Secondary (retail) packaging.

UPC-A

L lTB?OII 5

ITF-14

I

18931234567894

UPC, EAN-13 and [TF-14 do not encode “Attribute Data”
(Application Identifiers).

ITF-14 usually seen at POS by "warehouse”retailers and
commenly in the warehouse on cases.

All data carriers are for illustration only, not to scale and not in proportional size to one another.
Please refer to GS1 General Specifications for detailed & up-to-date GS1 System information.
UDI requirements may vary by geography -please refer to regional UDI regulations.

©2013 GSt



@1 UDI example - #1

» [CENETITY Oocyte Recovery Set (EIETSD

m 16 G doppellumiges Eizellenentnahmebesteck m Conjunto de colheita de oécitos de duplo limen de calibre 16
m 16G dobbeltlsbet cocytudtagningssast m 16 G hdamtningsset for cocyter med dubbellumen

m Equipo de doble luz para recogida de ovocitos de 16 G m 16G Kaksi kanavainen munasolun kerdyspakkaus
m Jeu a double lumiére pour récupération d'ovocytes 16 g m Souprava k odbéru oocyth s dvoulumenovou jehlou 16 G

P~
(o]
m ZeT avdKTNONG WOKUTTApWY SITTAoU auhou 166G m Dwukanatowy zestaw do pobierania oocytow 16 G x
m Set per prelievo oociti a doppio lume da 16G m 16G kettds lumend oocyta begyljté készlet g
&
m 168G Dobbeltlumensett for uthenting av cocytter m 16G Cift LUimenli Oosit Alma Seti s

m 16 G dubbellumenset voor hetverzamelen van oocyten m 16G kahe valendikuga munarakkude kogumise komplekt

Set cu lumen dublu pentru recoltarea cvwulelor, 166G

UDI Bar Code
symbol

REF D N S 1 633_500 m Habop 3a ctbupaHe Ha SilyekneTkr ¢ gBoeH nymMed 16 G
m Dvojlumenova slprava na odber oocytov 16 G

16 G dvigubo spind io oocity émimo sistema
AR @ FmamfRx C€ O

LAL = 0.5 EU/m| Endotoxin level is less than 0.5 EU/mI
Caution. Do not reuse. Latex free, MEA 2 Cell Survival > 80%

Do not use if package is damaged. Sterilised using ethylene
oxide. Caution: Federal (USA) law restricts this device to

sale by or on the order of a physician. 111111 &I 2008-10 g 2010-10

Brisbane, QLD 4113, Australia.
www. smiths-medical.com.

Smiths Medical International Ltd. “‘ ‘“ ‘“
(01/15019315059926 (11)101000(10)1111111

Hythe, Kent, CT21 6JL, UK.
Australian Representative:
Smiths Medical Australasia Pty. Ltd.
Wallace and Smiths Medi esign mark are trademarks of the Smiths Medical
! family of com tes. The symbol ® indicates the trademark is regigtered in the U.S.
‘ Pate rademark office and certain other countries. Made in UK. =181 Lth 5

© 2013 GS1
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Device Identifier (DI)
“Static” portion

GTIN (product identifier)

Production Identifier (Pl)
“Dynamic” portion
Application Identifiers (e.g. serial,
lot number & expiry date)




@1 UDI example - #2

©2013 GSt

5y Meditronic

05504SP

Catheter Connecting Cable, 4 Conductor

Céable de connexion de cathéter, 4 Conducteurs
KatheteranschluBkabel, 4 Pol

Cable de conexién de catéter, 4 Conductores
Cavo di collegamento per cateteri, 4 Pins

Kabel voor catheterverbinding, 4 - pins geleider
Forbindelseskabel for kateter, 4 ledere

Kabel for kateteranslutning, 4 ledare

Cabo de ligagédo do cateter, 4 condutores
KaAwdio ouvdeong kaBetipa, 4kAwvo

LOT | H612 = e STERILE|R
Lot Number Length Sterilized using irradiation
2 2009-01-15 &
v (YYYY-MM-DD) Attention. See accompanying documents.
1| 2007-01-15
(YYYY-MM-DD)
Manufacturing Date

(01)00681490024464817)090115(10)H612 {lPIN: 082104004

UDI Bar Code
symbol

Manufactured for: oHlINE 5,
Medtronic, Inc. I USA &on!y g;"*,; C E

Minneapolis, MN 55432 U & 0123

Device Identifier (DI) Production Identifier (Pl)
“Static” portion ' “Dynamic” portion
GTIN (product identifier) Application Identifiers (e.g. serial,

lot number & expiry date)




UDI example - #3

B\BHJ\UN BIBRAUN B|BRAUN B|BRAUN B/BRAUN B|BRAUN B|BRAUN B|BRAUN B|BRAUN BIBRA!

Infusomat Space Line Infusomat Space Line

Type IV-Standard-Luer Lock Type (V-Standard-Luer Lock

[§] 201201 _©O 2s0ma5em [¥] 201201 _£3 2s0n450m

2010-01
{LoT| 0A04218SIA 0A04218SIA
8700036SP 8700036SP
PZN 2955068 PZN 2955068

be ETERIE]S] oo

[ 1. administration set. For infusfbn by compatible pump) 1V, administration set. For infusion by
uck [ Infusionsgerit. Fiir die Verwendung mit

fusionszpparaten. [ Habop 3 sewasio

R cuc 3 \ MR CBC CHBMECTHNMM MO

AR, P . R

pami. [ Neinfusionssaet. T pami

]
sioonit, siooniks. (B3 Dispositiva de infusién LvfPara infusidn mediante
bombas compatibles. [ Infi bombas compatibles. I Infuusiolaitef Infussitavaksi yhtcen=
sopivila pumpuila, [ Set Jadminist sopivilla pumpuilia. [E Set dadminiftration. Pour perfusion

QUUBATES GVTNiES Infuzios kész
walt infilzihoz. f

tramite pompe o
%8 W r- HE FUS. [E intraveninio Y

Yompativls pumpétkal
endavenosa. Per infusione
Roj ME. T8l
sty siyrimo rinkinys. Skir-

tas infuzijai naudojant suderinamfs siurblius. (8] Komplekts.
m pielietoju: azijam ar atbilstod ntravenazam picictojumam, Parc azifim ar atbilstodiem

I
or infusie met compatibele

sokniem Infusicapy i it R i sOkpiem. Infusieapparaat.
pompsystemen. (D pamgsystemen. [ infusjonsagparat. For bruk med kompatible

Zestaw i inej z ¥ pumper. Zestaw do infuzjfdozyine] za pomocy 2godnych
pom; Conjunto de agmifistiacio IV, Para perfusio com
bombas compativeis. [ Seifaaministrare iv. Pentru perfuzie

Production Identifier (PI)

“Dynamic” portion !

Application Identifiers (e.g. serial,
lot number & expiry date)

@ = Pressure foruci) non-pyrogenic

( = Pressure (Druck)

BIBRAUN imdienio.., BBRAUN Liuiies.,

Device Identifier (DI) UDI Bar Code
“Static” portion symbol

GTIN (product identifier)

©2013 GSt
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The global language
of business

UDI webpage

www.gs1.org/healthcare/udi

Contact your local G81 offic= MO Zone Login

Search ==

Standards  Products &
Solutions

e E Revisians

> Healtheare > Implementation > UDI

UDI - Unique Device Identification

ively mest UDI requirements  [REIREIITETIE]
San Francisco, USA

The GS1 System of standards ensbizs all efficiently and
by ensuring and within, an . between org and zoross
borders

A single standard ultimately scosierstes implementation and incresses compliance to the UD| regulstions.
351 has over 110 Member Crganisations and more than 2,000 employees workiwide providing support to
usars on how to implement UDI in their local language and undarstanding the locsl situation,
o Intro
- Whatis
= UDILs
uDrs

Introduction

The IMDRF (Intemational e Reguiator For "
{FDA) ard the n have made safsty and intagrity of the giobal Hesithcare supply chain
3 strategic priority by proposing legisiation for Unigue Devios |dentification (UDI).

U is expected to improve patient safety and Healthoare business processes. A single, global system of
‘standards is fundamental to enabie an efficient and effective implementation of UD| by all Healthcare
stakeholders workdwide.

Whatis UDI?

UDI - Unique Device Identifier

A common, workiwide system for product identification, to be spplied to all medical devices placed on the

market
upt GS1 Standards
Unéque Device identifcation Product identflcation
[ GTIN
Pl Al
Procuection idendfier (P Agpitation identifer (4)
 pghestiay - Expiation Dato A(17) - . 141120
+ Lo/Baich ANI0) - eg. 123448
- Sarial Number A1) - 9. 1234507
DI+ P1=UDI GTIN or GTIN + Alls) = UDI
UDI Leaflet

Are you ready for UDI? Click here to download the UDI Leaflet.

UDI Leaflet

Are yvou ready for LIDIY Click here to download the LD Leaflet.




@1 UDI leaflet: “Are you ready for UDI?”

Introduction to UDI

UDI in GS1 terms

Presentation of industry practices
Benefits of UDI

Lo ot Foxd are! Jeg) Mdriokioor 0K, The G4 M“dl.‘l’li!:llw A niawdoiien
s fumpean Commimion and obe: squbon ke o ey o iy v UDY epameern by
T pafeni whey 3 dniegr piorey by dewtpin. bl riepmbilly Tl conmidilly W an

o4 pa——

v b con ey a isrzie Imploraenizion
i el e e i e R b o Single Unit Package | Multiple Unit Package Case
8 Lrarentd o smse 37 sfcier a3l sl & oovwr 10 G Memiae @1nn’l\. ad
| " erpEyEn e
R iinineydtialelee e Ef GTIM A GTNB @M C
TR
| Q0B5TE74002010 10857674002017 A0857674002018

www.gs1.org/healthcare/udi

©2013 GSt
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1

UDI / GS1 AIDC - a shapshot...

CE L T L L L L L T T e T R I ]

Unigque D

— 9
Why GTINs change?

Some commen reasons far a GTIN (DY o cdange ax
fisted below. Refer to the appeopniate LD mguiatian and
the G51 Healthcare GTH Alomtion Fules for complets
details on regioral influsnce for GTIN change:

- Change In quantity of a device package

- Change to podage steriity

 Re-faaelling of the original labeller's imarufactee)

device
- Change labefling lergrages for dfferent global markets
- Change In cxrtification mark, =g, CF Mark

fice ldentification in GS1 terms

Al

Applcation idemtter (Al

- Expirtion Date AIN7) - 2g. 141120
= LotBatch A1) - 2g. 123988

= Sevtal Murrber 821} - £.g. 123425007

GTIN or GTIN + Alis) = U

Reference tools

Common industry practices

Packaging Laveks - The GTI (D1 & Als () shaukd be In
bar code & in huran-readable form on each appliable
package level o5 defined by rguiation. Each designated
paciae fae] must haws fs ovwn GTIN (D0

Placsmant - Bz code symbols are to be posltioned
to ke ready aooes for scanning when the product =
stoved of stocked on shehves

o MEWGTN

- (1 Genera Spechrations icument verscrd rapeert!
- GET Heafthcaes GTIM Alliocation Rulss NOTE-GTi: badow o ity tion amby.
- 51 LS Meaithears Provider & Supaber GTH Toal Kits
A SO - s R Single Unit Package i Multiple Unit Package Case
G51 Member Croganbation: ! ongfoantack
GTIN A GIINB GIMC
Q0B5 7674002010 1085674002017 AQBSTE7A002018

A few examples of Data Carriers across the supply chain

The Warehouse

551178
*Concatenated” data

T

G

mn
W

. The Hospital

r:-ncill:e ated' data

O

AT
“Non-Co _atEncted data

LU
NN

G517 DrataMatrix

(01 10EETET400RT
(17¥1d1120
(1023483

..unc;tenarec data

U

G51 Datzbatric

(01 yInESTET400E01 T
(1741120
(123440

Data may be cartied In a single toncatenated "G51-1 28 (best practios) or In fwo G53-128s (@llowed aitemate].

G5 DataMatrty i particulary :u||=d|:| =l spaces on Single Unit ar Multiple Uit Pacioges 2nd Diect
Fart Marking (DPM) on Single Urits

m The Retail POS

EAN 13 UPC-A

il

by i North Amedea. EAN-13 Is used
word on Secondary {retall] padcaging.

ULRC, EAN-13 and ITF-14 do not sncode "Aenbute Dot
{Apobcation idenbfies).

[TF148 umamlby seerm 2t POR by "waeshoose" etaler and
comenonky in the warhouss on cases.

\J:!'_I:usa\:l‘g(e

oo anofter. Plaosenser bo G5 1 Giemersl Specifomtions for detaded & up-to-ciste (57 Syshom information. DDV sequirements may vary by geograpby -plemse sefer bo segional U requinfions:

17



UDI Implementation Reality — AIDC

...our Panelists and the “reality”...
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1 UDI Implementation Reality

Moderator

Ms. Jackie Rae Elkin

Global Process Owner - Standard Product Identification
Global Regulatory Operations

Medtronic, Inc.

Panelists

Mr. Mark Hoyle
International R&D, Advanced Engineering
Teleflex Medical

Mr. Chuck Franz
Vice President and Chief Information Officer
Cook Group Incorporated

Mr. Bodo Winkler
Head of UDI Implementation, Sector Project Lead
Siemens AG - Healthcare Sector

...How to identify/mark my medical device products?...
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SUMMARY

Timing Discussion Points
* Presentation 10 minutes  Brief Teleflex Overview
* Plus Q&A « GS1 Specification & Rules

AIDC Decision Process
Symbology Format & Selection
State of Readiness

Quality Control

TMeleflex



TELEFLEX AT A GLANCE

Leading global provider of medical devices with leading
market positions

Focused on critical care and surgical procedures
Annual Revenues: $1.55 billion

Serving healthcare providers in more than 140 countries
Global operations: 25 countries

Employees: ~ 11,500 organized into regions, divisions
and global functions

Established global sales and distribution network

Well known brands in vascular access (including interventional access),
anesthesia, respiratory care, urology, cardiac care and surgery

Strong financial position
NYSE: TFX

TMeleflex



TELEFLEX TODAY...

Vascular
Access

S~

Surgical

Specialty
Markets

L

Cardiac Care

Anesthesia /
Respiratory

|

= Central,
Peripheral and
Arterial Vascular
Access Catheters

= Catheter Tip
Positioning
Systems

= Sheath
Introducers

= Vascular Access
Accessories

~$375 million

= Ligation Systems
= Closure Devices

= Laparoscopic
Access
Ports/Trocars

= General &
Specialty
Instruments

= Chest Drainage
Systems

= CV Sutures

~$291 million

» Foley Catheters

= |[ntermittent
Catheters

= Dialysis
Catheters

= PTA Balloons

= |[nterventional
Access

~$260 million

= Intra Aortic
Balloon Pumps

= |AB Catheters

= TransRadial
Access

= Right Heart
Products

= Percutaneous
Sheath
Introducers

~$79 million

= Supraglottic
Airways

= Atomization
» Epidurals

» Peripheral Nerve
Blocks

= Airway
Management

= Respiratory
Therapy

~$406 million

= Specialty
Sutures

= Catheter
Fabrication

= Performance
Fibers

= Custom
Engineered
Precision
Extrusion

~$140 million

Note: Figures represent 2012 revenues per Form 10K.

TMeleflex



SYMBOLOGY, ALLOCATION RULES & INDICATOR DIGITS

Version 13

Version 8

TMeleflex



AIDC DECISION PROCESS

/

TMeleflex




FORMAT AND SELECTION — ROUTE TO MARKET - RETAIL?

(01)30012345611118(17)150331(10)ABC123D
\ J

|
‘ (01) — GTIN |
. .. ! .
Indicator Digit % Check Digit
GS1 Company Prefix ltem Reference Retail
Barcode Compatibility
\ \ EAN / UPC
{Can be shorter based on your GS1 Agreementw \
A LTI
1234516111111 7
B 0O O 12 3 4 5 6 /
C 1001234561 1 4“““ H‘H“
b 2 0 0 1 2 3 4 5 6 1 1 1 \01 )00012345611117
Note: A, B, C & D Represent different levels of packaging in the hierarchy
Indicator Digits do NOT have any meaning, other than specific use cases

for 0 and 9. Indicator Digits are NOT package level indicators. (01)20012345611111



YOUR COMPANY’s ABILITY TO APPLY THE ENTIRE UDI

= GTIN (Global Trade Item Number)
Pl = Expiry Date, Lot Number, Serial Number, Manufacturing Date

(or some part thereof).
Not all Pl components apply to all Classes of Device, or all Levels of
Packaging within the Hierarchy for a Product.

1118

{D1 )3001234561 {1 150331{10)&50123D
DI Pl

|

TMeleflex



MANUFACTURING ABILITY TO APPLY THE ENTIRE UDI

The variable component (PI) of the UDI may have huge impact on
your manufacturing facility and their ability to apply.

Production speeds, print processes, in-line marking processes, data
integration and validation all pose challenges and investment to
enable.

Timelines could be significant for implementation.

QC must be managed, that is not the ability to read a code but the
ability to measure the quality of the code to ISO / ANSI Standards.

TMeleflex



CODE VERIFICATION

It Beeped, it Must Be Good!
Unfortunately Not....

1 INTEGRA™ 9500 ISO/IEC Static Verifier OperatoriD:admin  App:GS1 General Specifications

rO

‘ INTEGRA™ 9500 ISO/IEC Static Verifier  OperatoriD:admin  App:General UCC/EAN specifications

)

[ Welcome T Setup TCaIibrationT Grading T Zoom T SRP View T Structure. Archive

Data Structure Analysis Print

Embedded data | Description |Value
«StartCy

«Funcin»

01 Identification of a Fixed Measure Trade Item {(GTIN} (01)
00000123000017 Global Trade tem Number (GTIN) 00000123000017
10 Batch or Lot Number {10)
«Code BnABC1«Code Cn23 Batch or Lot Number ABC123
«Funci»

17 Expiration Date (17)
050726 Expiration Date (YYMMDD) 050726
«Check 1»

«Stop»

Standards to Meet
o |SO-15417
« 1S0O-15420
« 1S0O-16022

TMeleflex
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Contact Details

Mark Hoyle
Packaging Technology Manager
International R&D, Advanced Engineering

Teleflex Medical
Athlone, Co.Westmeath
Ireland

mark.hoyle@teleflex.com

THANK YOU

Teleflex, Arrow, LMA, Never Settle, Rusch, TFX OEM, Vasonova, VPS and Weck are trademarks or registered trademarks of Teleflex Incorporated or its affiliates.
© 2013 Teleflex Incorporated. All rights reserved.

TMeleflex



/
/ Fer] Hi-035150

Data Standards

e \|“N||||| || I | | |||| Il
(01)10827002304762(17 x12345 (30)5(10)X123456
PNIREF

Chuck Franz G 23456

Vice President & Chief Information Officer L ——

Global GS1 Healthcare Conference
San Francisco, October 1, 2013

COOK
jhdiiell  Www.cookmedical.com




Cook Medical Overview

o,
o 0 %

» Celebrating 50 years in business

» 8 manufacturing companies

* 10 clinical divisions

» Coverage in 135 countries

+ 16,000 SKUs




Cook Medical Circa 1999

Cook Australia

Cook Ireland

Cook Denmark

Cook Incorporated

Cook Vascular

Hospital

Cook Urological

Cook Biotech

PR EEEEER

Cook Endoscopy



How We Got To a Global Standard

L

S——TT

Cook product w"“'l'“mm"ﬁ?Wlmﬁ(iﬂ soisss | Created Cook Americas customer
Eows B g

2003

service center (CMI)

2005

database

376,000 SKUs Implemented [ Validated and aligned packaging
representing G517 standards level indicators on labels
20,000 parts on labels
(GTIN-14 and I Published attributes to GDSN
L )L otherAlis) ) [ Transacting with GTINs

Allows for one customer interface | | )

to do business with Cook
. /




Cook Medical Today

Cook Australia

Cook Ireland

Cook Denmark

Cook Incorporated

Cook Vascular

Hospital

Cook Medical

Incorporated
Cook Urclogical

Cook Biotech ﬂ
Cook Endoscopy ﬁ
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Unique Device Identification —
What are the Consequences for Manufacturers?

San Francisco, CA, USA

© Siemens AG 2013 All rights reserved. Answers for life.



SIEMENS

MORE
PATIENT SAFETY
THROUGH ENHANCED

DEVICE TRACEABILITY
INPOSTMARKET
SURVEILLANCE



SIEMENS
What does UDI stand for?

Unique Device Identifier

Truly unigue, manufacturer-independent
identifier for listed medical devices

Device Identifier (DI) - Production Identifier (PI)

Type/Model-specific Device-specific (unit)

Human-readable on label Human-readable on label

Captured in AIDC (Optical Data Carrier) Captured in AIDC (Optical Data Carrier)
Transmitted to UDID NOT transmitted to UDID

Page 38 2013-09-27 Bodo Winkler / Siemens H QT PMO UDI



: : SIEMENS
Situation on UDI

Drivers, Consequences & Outlook

Drivers
Regulators see UDI as the core element for postmarket surveillance
Customers see in UDI prerequisite for optimizing procurement & inventory management

Situation

The deployment of UDIs will become mandatory in all major markets (USA, EU, CN, JAP
etc.), starting in September 2014 with class Ill in USA.

Non-compliance will result in a lock-out from these markets.

No UDI — no business!

Goal & Challenge of a large medical device manufacturer
Create one UDI standard for the whole organization and in parallel

accomplish UDI-compliance for Class llI-Products by SEP 2014.

Outlook: This is just the starting point — UDI will open a new dimension of post market
surveillance (EHR), hospital logistics/inventory management and performance controlling
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Devices - Where to Apply UDI

= All registered medical
devices must carry a UDI

= The UDI on systems must be
placed in a position that is
accessible during routine
use

= Components/ Service parts
do not require UDI's unless
they are registered medical
devices in their own right
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S S
Core Elements of the UDI System |EMEN

XYZMedCompanyLabeI MCET
2015 0123 memm
o .. ~N . . . Y
; DI: Device Identifier Pl: Production Identifier |
o) =>Static data, =>Dynamic data, ,
-g | e.g. GS1 GTIN e.g. lot#, serial#, expiry date | |
— : .
| GTIN| (01)0123400100016 SN| (21)73667
S~ S — —
.~ Pointer HL7 SPL /
/ Link (XML derivate)
to UtDID manually/
Sk automated
0
L Static Data Elements
0 e DI =primary access key
© e [ssuing Agency
bt e DUNSH#
8 ¢ +~30 more (mandatory)/ + ~30 facultative

check FDA regulations & IMDRF Guideline

© Siemens AG 2013 All rights reserved.
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Request exeption  Adjust date Implantables:
or apply for format DPM
alternative

+ : :

Immediately [ +1yr B +2yr B +3yr B +5yr il +7yr
upon publication (SEP 2014) (SEP 2015) (SEP 2016) (SEP 2018) (SEP 2020) =

UDI on Iabel ........................... > DPM if
and package; 1) used >1x and
Data in UDID sterilized before use

2) stand-alone SW

UDI on label
and package;
Data in UDID

UDI on label > DPM if
and package; 1) used >1x and
Data in UDID sterilized before use

2) stand-alone SW

.......................................................................................................................... UDI on Iabel._“. DPM if

and package; 1) used >1x and

Datain GUDID  sterilized before use
2) stand-alone SW

© Siemens AG 2013 All rights reserved. DPM - Direct Part Marking )
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Heterogeneity of upcoming UDI regulations?
Risk classes in portfolio elements?

Existence of OEM business in/out?

high Availability of mandatory data elements?

quantity
Regional distribution of customers & service?
Regional distribution of manufacturing?
Regional Warehousing and distribution?

Low
low :
quantity complexity

few portfolio many portfolio
elements elements

© Siemens AG 2013 All rights reserved.
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A A A
ALALAGA A A

Developiient Manufecturing

. | nnictice After I
(All new & Maintenance) & Production ter Sales

Device History File/E. .9 History File, Device .ster Record & Device History Record

Inter. al IT Systems (esp. Material Master Data)

ISsuing
ragency(ies)

A

© Siemens AG 2013 All rights reserved.
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One
AIDC
Standard

One
GUDID
Channel

© Siemens AG 2013 All rights reserved.
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Project
Management

~

DI- Standard
AIDC Standard
Date Format

Label Production

UDID(s)
Data Elements
OEM in & out
Service/Refurb

Information

Information
Technology
© Siemens AG 2013 All righgs_reserved. Y,

)
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Project Set-up, government affairs, regulatory guidance
corporate governance, implementation control

GS1 GTIN, HBICC

1D stacked Barcode, GS1 2D-Data Matrix, RFID?
CCYYMMDD

Label printers & scanners, design adaptions

Regulators side, centralization/standardization

Data Elements, Data Pool, Data Transmission & UDI in
Regulatory Documentation along core processes

OEM in & out
Customer Services, Refurbishing Business
Information Privacy

Any IT related aspects of UDI

Bodo Winkler / Siemens H QT PMO UDI
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SIEMENS

Bodo Winkler
Head of UDI Implementation,
Sector Project Lead

Siemens AG
Healthcare Sector
H QT PMO UDI

Henkestr. 127
91052 Erlangen

Germany

Phone: +49-9131-84-6909
Mobile: +49-170-6329368

E-mail:
bodo.winkler@siemens.com
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UDI Glossary & Acronyms

« UDI - Unique Device Identifier

» DI — Device ldentifier, e.g. GTIN, HBICC...

» Pl —Production Identifier, e.g. serial#, lot#...

* HIBC - Health Industry Bar Code

 GTIN — Global Trade Item Number

* GLN — Global Location Number

« AIDC — Automatic Identification and Data Capture, e.g. 2D Data Matrix

« DPM — Direct Part Marking, e.g. laser, etch, engrave

« (G)UDIDs — (Global) UDI Data Base(s) with mandatory & facultative data elements
« Sellable Unit — Units intended to be sold, down to the lowest available level

« Unit of Use — Unit as applied by end user; 1 lancet; 1 test mixed from different bottles
» Configurable Medical Device - Group of Configurations represented by common DI
» Risk-based Approach — Start with highest Risk Class

 IMDRF — International Medical Device Regulators Forum, formerly GHTF

« EHR — Electronic Health Record
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Legal Disclaimer

The information contained in this presentation is based on the FDA draft UDI regulations
of July 2012, the EU Commission UDI Harmonised Framework of April 2013 and the
IMDRF (formerly GHTF) UDI Guidance document published September 2011.

It is not intended to be used as a UDI implementation guide but only as a general
information on what might be practical considerations when implementing UDI.

The reader must take the responsibility for the correct interpretation of the published final
legislation, application and implementation of UDI in their own organisation.

Please note that some information in this document might become obsolete after the
publication of the final legislation, Siemens AG can accept no responsibility for the validity
of the information after the final legislation is published.
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FDA Unique Device Identification (UDI)........
a Global Opportunity

Jackie Rae EIkin
Medtronic, Inc. Global Regulatory Affairs
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1
@ Maximizing the UDI Investment

A strategic approach is necessary (vs. project) for an
effective implementation

Consider holistic view of how this information will be used
externally, and how industry can capitalize on the investment
internally

v'Supply Chain Efficiency

v'Clinical Use Data Capture
v'Regulatory Compliance
v'Regulatory Master Data Foundation

© 2013 GS1



@? Regulatory Benefits

> Enables healthcare providers to auto-capture device
iInformation consistently and accurately in systems
and electronic medical records

> Provides for more efficiency, accuracy and
automation of capturing product information in the
global supply chain, i.e., traceabillity

» Provides better visibility of device supply and
movement through the healthcare supply chain to the
patient

» Provides better visibility to device adverse events
> Provides better global visibility to recalled devices

» Provides a better means to perform postmarket
02013 G5 surveillance 52



Global Device Identification Monitoring
[® ]

2009

2006

2006 2007 2008

2008

2010

= == B
L]

2012 2014 2015...

20101 2012 2013 2014 2015

GHTF ™) IMDRF

2011 2013

2016

&
S
b3

Pending

2017 2018

- AIDC / HRI Label Requirements Data Reporting

Spain

Turkey

Japan

India

IMDRF

USA

EU

China
Brazil

S. Korea

2006

2009

2009 - Guideline

2012

Release 2013

Implementation Timeline

Class lll: 2014

Life Sustaining: 2015 (all)
Class Il: 2016

Class |: 2018

Release 2013

TBD
TBD
TBD

GS1
HIBC

GS1

GS1

GS1
HIBC

GS1
HIBC
ISBT

GS1
HIBC

TBD
GS1
GS1

Device Identifier, Production Identifiers to
Unit of Use Level

Device Identifier, Production Identifiers to
Unit of Use Level

Device Identifier, Production Identifiers to
Unit of Use Level

Device Identifier, Production Identifiers to
Unit of Use Level

Device ldentifier, Production Identifiers to
Unit of Use Level

Device ldentifier, Production Identifiers to
Unit of Use Level Class Il & llI

Will Align with IMDRF

TBD
Will Align with IMDRF
TBD

Reimbursement
SAS - Department of Health Andaluz

TITUBB: Reimbursement
SGK — Social Security Institute

MEDIS: Reimbursement
Ministry of Health, Labor and Welfare

Procurement
Ministry of Health and Family Welfare

UDI - International Medical Device
Regulators Forum (IMDRF)

UDI Database — US FDA

EUDAMED - European Commission

TBD - CFDA
TBD - ANVISA
TBD - KFDA



@i Future of UDI

“The UDI System is intended to provide a single,
globally harmonized system for positive
identification of medical devices”

- IMDRF UDI System for Medical Devices
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Contact Detalls

Jackie Rae Elkin

Global Process Owner - Standard Product Identification |
Medtronic, Inc.

Global Regulatory Operations

710 Medtronic Parkway, LS 330 | Minneapolis, MN 55432 USA
Office: 1-763-505-2575 Mobile: 1-612-801-6615
lackie.elkin@medtronic.com
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Contact Details

Chuck Biss

Senior Director, AIDC Healthcare

GS1 Global Office Healthcare
Email: chuck.biss@qgs1.org




