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UDI Implementation “"Reality”...

Our Panel...

« (GS1 AIDC UDI Basics
- Chuck Biss - GS1 Global Office
- Senior Director, AIDC Healthcare
- UDI Requlatory Considerations

- Jackie Rae Elkin - Medtronic, Inc.
- Global Process Owner - Standard Product Identification - Global Regulatory
Operations ...also our Q& A Moderator

- UDI AIDC Implementation Experiences

- Tom Werthwine — Johnson & Johnson Supply Chain
Director, Industry Standards

- UDI AIDC Implementation Experiences

- Stan Malinowski - Medtronic, Inc.
- UDI Lead for GS1 Standards and Marking
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UDI Implementation

To start, UDI & AIDC...

- UDI's purpose
« GS1 standards supporting UDI requirements
- “Translation” of GS1 AIDC to UDI

Chuck Biss

GS1 Global Office

Senior Director AIDC Healthcare
chuck.biss@gsl.org
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UDI purpose...

Objective...

A common, worldwide
system for product
identification should X
eliminate differences
between jurisdictions
and offer significant
benefits to
manufacturers, users
and/or patients, and
regulatory authorities.
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UDI system...The AIDC "bits”... e
—\

JOI/UDID - System

/

\

UDID
(database)

" AIDC

Static Data
Elements

* DI = primary access
@? key

* DI

Device Identifier




UDI & the GS1 system...

UDI in GS1 identification (identify) terms...

Unambiguous identification of a specific medical device... in two (2) parts:
- Device Identifier (DI) - ID of the “"generic” medical device (GS1 GTIN)

- Production Identifier (PI) - "control” numbers or data used in a mfg.
process - (GS1 AI’s - lot/batch, serial number, expiry, etc.)

T e T P

UDI ‘ GS1 Standards

Unigue Device Identification Product Identification

.................................................................................................................................................................................................................................................

T R T Y R R R R T R R R TR R AT R R TT R ERRARRTEa e,

Pl : Al
Production Identifier (Pl) ‘ Application Identifier (Al)
(If applicable) . Expiration Date Al(17) - eg. 141120
; + Lot/Batch Al(10) - e.q. 1234AB
: « Serial Number Al(21) - eg. 12345XYZ
Production Identifier data will vary by medical device type and manufacturer current practice.

.
R T R P T R R R A R R TR R R AT R R R R AR TR,

------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------
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UDI & the GS1 system...

UDI in GS1 allocation (|dent|fy) terms...

Dr ||[

mon inc

Allocation - Some common
reasons for a change are:
Quantity, pack sterility
change, re-labeling of an
original device, languages,
certification marks, etc.

Packaging Levels - A
unique UDI s/b on each

applicable packaging level as
defined by regulation.

bar code & in human-readable

Packaging Levels - The GTIN (DI) & Als (Pis) should te in
form on each applicable
package level as defined by regulation. Each designated
package level must have its own GTIN (i)

" NEWGTIN °

Placement - Bar code symbols are to be positicned
to aliow reagy access for scanning when the p!{)-.'}.):l s
stored or stocked on shelves.

" NEWGTIN °

NOTE: GTINs below for ilustration ondy

Logistics items are exempt.
Always refer to local UDI

Single Unit Package

GTIN A

Multiple Unit Package Case

GTIN B GTINC

regulations & GS1 GTIN
Allocation Rules for details.

00857674002010

1085 767400201 7 40857674002018

Placement - Bar code symbols are to be p05|t|oned to allow ready access for
scanning when the product is stored or stocked on shelves.

Trnr Glabal | anguages all Busingss
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UDI & the GS1 system...

UDI in GS1 Data Carrier (capture) terms...

- Any ISO compliant machine-readable Data Carrier which contains the UDI is allowed,
1D/Linear & 2D/Matrix bar code symbols, RFID.

- "Direct Marking” in US FDA terms is not necessarily “direct PART marking”...

“ The Warehouse - The Hospital { ﬁ"':m‘ | The Point-of-Care & The Retail POS
ed data
GS1-178
00 OB Wmm WWW

TSRS IBTRI I M asAs 0 «Fy234skeravos

TV Y88 T6T4TEIRY (1 1 241 1A W3
IIIIMJI!“II I|I|II’|||I|| IIII .

(01)10857674002017
GS1 DataMatrix (17)141120
— (10)1234A8
1l I |
= 1
{01)10857674002017
=Tl {17)141120 i
(10)1234A8
Ot mary bee carriesd in a sogle Toncatenated® G511 28 (best practice) oe m twae GS1- (2llowed alternane)
1 DataMatrix 1s particy lrJlU all s x.u--> 1-’u-..'I=Jx Wulliple Unit Packages and Direct

et \:, cng (OFM) on Singke ,\1m

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.

=
1 Trnr Glabal | anguages all Busingss © GS1 2015 8



UDI label - an example from B.Braun...

H.E.L.P. Acetate Buffer pH 4.85

CA'GB Sodium acetate buffer solution for use ONLY with extracorporeal
H.E.L.P. apheresis
Caulion: Foderal Law (U.S.} resincts thiz device to sale by or on order of a physician.

CA/FR: Solution tampon d’acetate de sodium destinée a une utilisation
UNIQUEMENT avec aphérese H.E.L.P. extracorporelle

sterile ¢ stévile

Endoloxin-FREE and non-pyrogenic’ Ne conlient pas d'endotoxines et hon-pyrogéne

SINGLE USE only, dizcard unuzed portion; & USAGE UNIQUE zeulement, jeter |a portion inutilizée

DO NOT add any additives’ NE PAS ajouter d'additifs

NOT for intravenous Infusion; NON adapté & une perfusion intraveineuss

ONLY USE if zolution is clear and colourdess’ UTILISER UNIQUEMENT si la solution est limpids st incoloré
ONLY USE it faincr and fions are not d ged! Ne pas utiliser si 'emballage ot les

~ €

F
e

sont
Koep oul of lhe reach of children? Canscrver |a solution hors de portéc des enfanl=

Sodium acelatex3 H.0 27,22 g1
Acelic acid 99% 6,82 g1

DIN: 02373807

Manufaclures: Chiel vy

A

Device Identifier (DI) Production Identifier (PI)
“Static” portion “Dynamic” portion
GTIN (product identifier) Application ldentifiers (e.g. serial, lot numb

Canadian Distribulor:
sleal Supples Ll

4 x 3000 mi

C(mu-m_k'm®
&4 8

Articleno; 4113
LOT| Batchno.: 0350214
d] Manuf. dateyz

=

‘fg 411-18Ih Sres1 S E
- | n Calgary, Abena 1ZEET7 Production elte:
E.‘ B BR UN B. Baut Avi.m AG
v 3. Braun Asturm A US Distributor: Kattznwvennsr S 32
24209 Malsuge - B. Srau~ Macica |-c. 46214 Garded, Semany
10150408 R4 2501 69 Garmary Bahlehe— 28 1202524 Madsin Gamany

er & expiry date)

Expiry date\ 2017-02-28

N\

US FDA UDI required
ISO 8601 date format

Trnr Glabal | anguages all Busingss
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UDI / GS1 AIDC - the “snapshot”...

try o

-Ommon iINGustry pract

muﬁ The N £4, 6 Al P dreakd be in
b o B humsermndate om on =S appiaatie
Fackage leecl 32 deinec by equsten L desgrasd

Fro b o ey afe (P}
W ey et

O+ A - U

Some corymen mmces for 3 LTIV () = crosge oo
Bied tritw. = 10 the appropans LK e ietn sred

Aok srve veeThes (A
lapreztcn Dur N(17) - ag 14110
Ly Benh ALY o34 1 296AE
Sotal Muerber ACIY} -5 112AXYS

ATt o b A by et b Ve ST s [ (T

GTIN or GTI + Alls) ~ UDE

41 Cerend ‘pectoaters (mamems wrscr)
(50 Feafircare GTN ASocston Aldes

Pockage kewed vkt have b8 owe GTIN O

Pacement -l code fyrmios 2o o e podtiored
0 e rwady woess B wanrg whes e podact »
owd or Toc et on el

e (51 Heabthoww CIIN Mocaten Sues b comzete A1 US Heaithe s Pravicter K Suppier CTIN ool Gt o

dersdi on emgordd wlueece for GTHN anvy=
".)v; nms:‘:ﬁmmg‘ hwuwmn;nuc'hwknﬂ:m s.\ﬂ“uﬂkpam H Mmmm e
Crerge o pachage oty G57 Nert Orgovnrton. e T X g -
Febtwleg of e cagr O Frarataen) GINA H GhING GINC
v H
PRI ———— P 00857674002010 10857674007017 A0EST674002018
Crarge hcorthction mark eg. O Mark

ps of Data Carriers acro

W Exan
' The Warehouse

G51-128
Loncreraned” dao

!Lu

G5 DtaMen in

{ ] (01 1S TeTen0 !

1 G51 DataMotrs : 141130

i B i NNIAD
L e na LUt

H ISR LA

: (et g

Diata may be corvend 114 gl Soncaterionad 651128 (best pracis) o 1y twe G572 (dfowed sltomat=s

H "':hamur:n’nﬂ:ﬂnnhmmwmml«mtl}-’ummD-:.a
! Fert Muskrg CFM) on Shgle Uy,

5 The Retall POS

EAN I3 WCA

- o

amw-ﬁrmmh—euwn'n_sd
'Ormul the word o Seuorddary (vt sachageg.

LRC G- 3 et 1514 da et
Bedcarm wn«-\;

T34 zzualy seen 3t WE by “warshous” etales o
coemoy I e wastouss on e

westes [ SV cmporim € rovy o f by yovapafn phorme b V) coprond CF regohdaes

Available on-
line at:
http://www.
gsl.org/healt
hcare/udi
&
http://www.
gsl.org/sites
/default/files
/docs/health
care/UDI Lea

ocaoe Rertaee Des”

flet_ Final.pdf
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UDI Implementation

To continue, regulatory...

- UDI Regulatory Considerations
- the principles, global considerations, the nuances...

Jackie Elkin
Medtronic, Inc.

Global Process Owner - Standard Product Identification
Global Regulatory Operations

=
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PRINCIPLES OF
UDI IMPLEMENTATION

October 26, 2016

JACKIE RAE ELKIN M
MEDTRONIC GLOBAL REGULATORY AFFAIRS Medtronlc
Further,Together




NMedtronic

Further, Together

OUR THERAPIES IMPROVE
THE LIVES OF MORE THAN

2 PEOPLE

EVERY SECOND

BXTENRIVES SO MR REACHEXTENDS
85,000+ i 62
EMPLOYEES AND ENGINEERS MILLION+
LIVES
* 53,000
$1.6B PATEI\ITS+ IMPROVED
RESEFARCH AND

DEVELOPMENT +
INVESTMENT

Medtronic

Further,Together



THE START
OF AN
ENDURING
MISSION

2
To contribute to human welfare by application of biomedical engineering ﬁ}r
in the research, design, manufacture, and sale of instruments or
appliances that alleviate pain, restore health, and extend life.
To direct our growth in the areas of biomedical engineering where we
display maximum strength and ability; to gather people and facilities that
tend to augment these areas; to continuously build on these areas
through education and knowledge assimilation; to avoid participation in
areas where we cannot make unique and worthy contributions.
To strive without reserve for the greatest possible reliability and quality in
our products; to be the unsurpassed standard of comparison and to be
recognized as a company of dedication, honesty, integrity, and service.
To make a fair profit on current operations to meet our obligations,
sustain our growth, and reach our goals.
To recognize the personal worth of employees by providing an
employment framework that allows personal satisfaction in work
accomplished, security, advancement opportunity, and means to share in
the company's success.
To maintain good citizenship as a company.

Medtronic



AGENDA

= |MDRF UDI Guidance

»UDI System Expectations
»UDI System Framework

= Comparison of UDI for US / EU/ IMDRF
1) Develop a Standardize System of UDI ’
2) Place UDI in HRI & AIDC on Package / Device Q % o’:C

= Final Thoughts




The Whole World is
Watching

@ Medtronic



IMDRF
UDI SYSTEM
FRAMEWORK

Medtronic




INTERNATIONAL MEDICAL DEVICE REGULATORS FORUM
(IMDRF) UDI WORK GROUP

P% ) IMDREF .0 ierehrum

2. Introduction

This guidance provides a framework for those regulatory authorities that intend
to develop their own UDI Systems —such that, when implemented, it achieves a
globally harmonized approach to UDI. It is expected that the regulatory
authorities will follow the guidance when developing their own UDI
requirements. The framework can be used at a local, national, or global level. In
order to reach the goal of a globally harmonized UDI System, it is critical that
these systems are implemented without regional or national
} QUTEIENESS .. covcusvcsniiisives:

UDI WG Established under
Global Harmonization Task
Force (GHTF) October, 2008.

IMDRE Guidance

UDI for Medical

Devices

Final Version,

tp: Www.im[gl?f(.: oerfrzr/] oglﬁn?én%sqg'o%uments.asp

Medtronic


http://www.imdrf.org/documents/documents.asp

IMDRF
UDI SYSTEM EXPECTATIONS

Medtronic




THE FUNDAMENTAL CONCEPTS OF A GLOBALLY
HARMONIZED UDI SYSTEM INCLUDE:

» the UDI and UDI Carrier are based on global standards,

»a UDI applied to a medical device anywhere in the world should be able to
be used globally and to meet the UDI requirements of its regulatory
authority,

»national or local identification numbers should NOT be a substitute for
UDI,

»regulatory authorities should not specify the procedure for modifying
these UDI standards

»the UDI Database (UDID) core elements should not be modifie(%

»the UDID should use the Health Level Seven International (HL7)
Structured Product Label (SPL) and web based interface for data
submission,

»every medical device needs to be identified by a UDI, unless it is




A GLOBALLY HARMONIZED AND CONSISTENT APPROACH
TO UDI IS EXPECTED TO PROVIDE:

»traceability of medical devices, especially for field safety corrective
actions,

»adequate identification of medical devices through distribution and
use,

»identification of medical devices in adverse events,
»reduction of medical errors,
»documenting and longitudinal capture of data on medical devices.




COMPARISON OF UDI
IMDRF / US / EU

Medtronic




UNIQUE DEVICE IDENTIFICATION
SYSTEM

Development of a standardized System o
f

Unigue Device Identifiers (UDI

_ Placing UDI'Tn"numan readable anc
Comprised C 28 AutolD formats on package, label or
3 Distinct device

ldeas

UDID — Register UDI'data in UDI Database




DEVELOP A
STANDARDIZED SYSTEM
OF UDI

Medtronic




Development of a standardized system

of Unique Device Identifiers(UDI)

»Manufacturer should create and maintain globally unique UDIs on medical
devices

»Only the Manufacturer can esi%se UDI on the device or its packaging

» Globally accepted ISO/IEC coding standards implemented by global organizations
such as GS1, HIBCC and ICCBBA, meet the criteria of the UDI and
manufacturers shall be permitted to choose which system to use@ 0

> National or regional regulatory requirements shall not restrict methngs < -a"C
as this will hinder the establishment of a globally harmonized UDI Sy ‘




Development of a standardized system

of Unique Device Identifiers(UDI)

» National/regional regulation for UDI System shall include a robust and
transparent mechanism for evaluating and adjudicating requests for UDI
exemptions and alternative placements of ‘gz d UDI-PI

» The employed UDI must meet the requirements of the globally harmonized
UDI
System to adequately identify a device through its distribution and u.% g

» A change of the label to display or modify a UDI-DI should not (in and of
itself) require a premarket submission and/or re-registration. Manufe g
may be requested to notify/inform the Regulator % Q




Development of a standardized system
of Unique Device Identifiers(UDI)

®a

»If alot number, serial number, software version or expiration date appears
on the label, they should be part of the UDI-PI. If there also is a manufacturing
date on the label, it does NOT need to be included in the UDI-PI (unless it is the
only UDI-PI).

GTIN (Global Trade Item Mumber) ueD Lot Number OR Serial Mumber

» A UDI shall be assigned to the device itself or its package. Higher levels ¢ -’i‘
packaging shall have their own UDI. Shipping containers should be exempteu.

»When a UDI is not assigned (and labelled) to a device at the level of its unit of
use, UoU UDI-DI should be assigned, to associate the use of a device with a
patient.




Development of a standardized system

of Unique Device Identifiers(UDI)

»Each component, sub-system or accessory considered a medical device
and is commercially available needs a separate UDI unless the components
are part of a convenience, medical procedure, IVD kit or configurable medical
device system that is marked with its own UDI. Kits should have their own

® =

»Any change in the following Requires a New DI

v" Brand Name, v' Packaged sterile / need sterilization before
v Device version or model, use,

v Labelled as single use, v" Quantity of devices provided in a package,
v Clinical Size (Volume, Length, Diameter), v~ Critical warnings or contraindications: e.qg.

containing Latex or DEHP.




PLACE UDI HRI & AIDC ON
PACKAGE / DEVICE

Medtronic




AutolD formats on package, label or

device

»The UDI Carrier (AIDC & HRI of the UDI) shall be on the label or on the device
itself and on all higher levels of device packaging. %’

»In case of significant space constraints on the Unit of Use package the UDI
carrier may be placed on the next higher packe , . ’

o

» The UDI Carrier for single use medical devices of risk class A and B packaged and
labeled individually does not need to be on its package but rather on higher

level of packaging e.g. carton. ’ % g




/1\ g UDI'in human reac
k 2 AutolD formats on package, label or

device

»No particular AIDC methods should be required by a regulatory authority.
Globally accepted AIDC methods based on ISO standards (GS1, HIBCC or

ICCBBA) shall b
F (10) 123008 'i.
(10) 1234AB (01) 10222222333334( 17) 091231( 10) A13458( 21) 1234

> If linear bar codes are used, the UDI-DI and UDI-PI can be concatenated %Q

non-concatenated in two or more bar codes [l MW III"I:II:I‘IlI‘:Il\lIlI\'IIﬂIIl\IIrlllll

»In case of RFID, a linear or 2D bar code shall also be provided on the IatO

» The HRI format shall follow the rules of the UDI code issuing organiza1%@




device

r : g 1
(;\ AutolD formats on package, label or

> If there are significant constraints limiting the use of both AIDC and HRI on the
label, the AIDC format shall be favored.

»Medical devices that are reusable and require reprocessina between patients
should have a UDI Carrier on the device itself. I.
FDA allows HRI ¢ % O

» A single finished medical device made up of multiple parts that have to be
assembled may have the UDI Carrier only on one part. ‘

» Non-prescription medical devices exclusively for retail Point of Sale (POS) do
not need to encode Production Identifiers in AIDC on the point of sale %O

package. H”M“H“WHHN”N




FINAL THOUGHTS ..............

Medtronic




UDI EVOLUTION AND CHALLENGES

Prerequisites

* RIM - Regulatory data & systems
* Global Standards Adoption
* Regulatory Data Migration

Utilize RIM to full potential

* Adoption (enforcement) of
principles and policy

Compliance - | Efficiencies & Benefits
* Multi-year US implementation « Supply Chain efficiencies
* New regulations expected in several « Business opportunities
countries

* Customer Offerings

OWAOWE .........oovvniinninnnnnns :
>

Drive continuous improvement? Formalize identification of benefits?

» Refine & improve UDI processes ]
* Benchmarking
* Extend submission capabilities ] )
* Future state / benefit planning

* Extend team structure to support
Geographies




THANK'Y

U!

Jackie Rae Hkin

Global Process Owner - Standard Product Identification | Corporate Regulatory Operations

Medtronic
710 Medtronic Parkway, LS330 | Minneapolis, MN, 55432 | USA
Office:1.763.505.2575 | Mobile: 1.612.801.6615 | Fax: 1.763.505.8205

jackie.elkin@medtronic.com
medtronic.com | Facebook | LinkedIn | Twitter | YouTube

LET'STAKEHEALTHCARE
FURTHER TOGETHER




UDI Implementation

To continue, implementation experiences...

- UDI AIDC Implementation
- one company’s implementation view to date, good and bad...

Tom Werthwine
Johnson & Johnson Supply Chain
Director, Industry Standards

=
1 Trnr Glabal | anguages all Busingss © GS1 2015 36



SUPPLY
CHAIN

UDI AIDC Implementation
Experience

Tom Werthwine
Director, Industry Standards
Johnson & Johnson Supply Chain

October 2016



Johnson & Johnson - A Global Presence

* Global Leader In
Health Care

 More than 275
Operating Companies
In 60 Countries

« Selling Products in more &
than 175 Countries

« Approximately 128,000
Employees Worldwide

g'O'BWWU‘Vlng’eWWUﬂ SUPPLY CHAIN | SUPPLY CHAIN VISIBILITY



The Johnson & Johnson Credo

+ Created in 1943 R | e

Our Credo

* Drives deep

commitment i ==
to ethical
e Common set of \

values unifying
- . folmonfohmon
diverse business

(\AMW"“"W NO$SO Credo

MVWU‘VL&%OMWU’VL SUPPLY CHAIN | SUPPLY CHAIN VISIBILITY Confidential | 39



Johnson & Johnson Medical China

Founded in 1994
More than 3,500 employees
Headquartered in Shanghai

Offices in Beljing, Guangzhou, Wuhan, Nanjing, Jinan, Hangzhou,
Chongging, Chengdu, Shenyang, Xi'an, Tianjin

« Products for minimally invasive and open surgery, electrophysiology
diabetes care, orthopedic & infection prevention

« Committed to technology, patient education and physician training

gc‘ﬂwmdgtrﬁ/vmu SUPPLY CHAIN | SUPPLY CHAIN VISIBILITY Confidential | 40



The Challenges

For Johnson & Johnson companies

» Alarge portfolio of medical devices and in-vitro diagnostics

A large and complex “make organization” relying on internal and
external manufacturers

Multiple ways to print labelling and a diverse packaging portfolio
Products that need direct part marking
A dynamic merger, acquisition, and divestiture program

1 04 503 228015

= 1
MatrixMIDFACE Screw

BIOPATCH'

B Qoo =5 2

Ph. Eue C(BMVERYL I IUS VCP346
)
Antibacterial -yros

om) Wi irgacare 1P
(Posygactin 410) Sutwe
VIOLET BRAIDED 3
3% 1 o or
praes

g'O'BWWUTlG\gO’eWWUW SUPPLY CHAIN | SUPPLY CHAIN VISIBILITY Confidential | 41



The Challenges

For Customers

Many companies adopted the HIBCC bar code standard and some
customers use the bar codes

Some customers use linear only bar code scanners
Customers new to AIDC have issues with scanning

Customers adopting UDI want to pre-load GTINs before they
received UDI-compliant product

HIBC vs. GS. 2’ Barcode Formats

HIBC 128 GS1-128

PR\MARY
— o

gvﬁmwuuagvevmn SUPPLY CHAIN | SUPPLY CHAIN VISIBILITY Confidential | 42



The Process

Build an « Find the Champions of UDI
Extraordinary team * Engage all functions

&3
@1 ,—« AdvaMed |}]
/ Advanced Medical Technology Association

D | ; . * GS1 bar codes
Evelop enterprise - GTINS in one place

wide policies - Document specific decisions

Rely on external
resources

g'O'BWWUTlG\gO’eWWUW SUPPLY CHAIN | SUPPLY CHAIN VISIBILITY Confidential | 43




The Technology

Recognize that AIDC in healthcare is an open system

GS1 US Barcode Verification Report
Report Number: GS1USBV07064

Quiet Zonas

5 s¥ 3 sEs| B
GS1 ! £ £ IS0 e i £ E
Parameters 5 g Parameters ag $§58 g
a w w
Includes Check

Syl 0 v" | Digit, FNC1 in 1% Overall IS0 v o lz1s

Structure position etc. Grade
X-dimension V| et ates Decode passass | v | pass
g::gcl:l‘:d;in C |50 Symbol Contrast | 4.0(4) 21% | > 1.5
Quiet Zone v - 0.100° (10¥) Minimum PASS v PASS

| (Left) - e Reflectance =

g;';ltﬂz)one v | 2 0.1007 (10%) Edge Contrast PASS v | pass
Human - One-to-one match - cat s
Readable v with encoded data Modulation 4.0(A)80% | W z 15
Bar Code Width v | £ &% (including Defects ao(men | vV [=15

g‘OBWWUndgﬂ’eVMO‘Vl SUPPLY CHAIN | SUPPLY CHAIN VISIBILITY

Healthcare

.
am

(01) 10705031052574

(17) 210531

(10) KG2922

Confidential

| 44



The Technology

Common mistakes in bar coding

New label designers often select EC200 Datamatrix and Code 128 and
not the GS1 versions that use GS1 data carrier identifiers and group
separators

2.2.1 Function 1 Symbol Character (FNC1)

By definition in ISO/IEC 16022 GS1 DataMatrix uses a special start sequence to differentiate GS1
DataMatrix from other ISO/IEC Data Matrix symbols. This is achieved by using the Function 1 H
Symbol Character (FNC1) in the first position of the data encoded. It enables scanners to process Why Importantr)

the information according to the GS1 System Rules. Used tO parse data

The FNC1 (codeword 232) has two separate uses in GS1 DataMatrix:

m Start character: FNC1 is a special, non-printable, character. It is often inserted using a double- Send GTIN tO GTIN fleld
byte "Latch to extended ASCII” but this is system dependent. Send LOT tO LOT fleld etC

m Field Separator to separate application identifiers that are not in the predefined list. (See table '
2.2.3-1)

o Important:

= In accordance with ISO/IEC 15424 - Data Carrier Identifiers (including Symbology Identifiers),
the Symbology Identifier is the first three characters transmitted by the scanner indicating
symbology type. For a GS1 DataMatrix the symbology identifier is ]Jd2.

g'O'BWWUTlG\gO’eWWUW SUPPLY CHAIN | SUPPLY CHAIN VISIBILITY Confidential | 45



The Technology

Collaboration with actual clinical users

A pe | G [Bem] /I\ .
ODcpyy MERRE. g Geisinger staff scans new label
e e R in OR, warehouse and patient
o -151320105 [CoT] samPLE [STERLE[R]  YYYY-MM
& W (O Attune TIBIAL INSERT FIXED BEARING room.
” CRUCIATE RETAINING
i | 1| 5mm  |AOX™ ]
g zllllllllﬂllllzll e YYYY-MM
5 W @DePuy [l % e = s
71981231(10)5AM [arv]1 & (BRI e ‘ E“:]mlA@
mﬂﬁ' "'%h |
11-151.“ B e | O e REVD
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The Rewards

Patient Safety: A Credo Value

Our Credo

We believe our first responsibility is to
the doctors, nurses and patients, to
mothers and fathers and all others who
use our products and services. In
meeting their needs everything we do
must be of high quality. We must
constantly strive to reduce our costs in
order to maintain reasonable prices.
Customers’ orders must be serviced
promptly and accurately. Our
suppliers and distributors must have
an opportunity to make a fair profit.

should reaize a far retum
go&andg‘O&M“.
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The Rewards
High Quality: A Credo Value

,9 End-to-end visibility of our product through GS1
}_ GTINS (UDI), GLNs and AIDC technology

H‘-‘H-»'-»ME--» gpl 111

Manufacturing Package Transport Distribution Center

aooodad l
08w« i = amm

Patient Hospital Transport
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The Rewards

Supply Chain Efficiency

Process Example JNJ use
Identify GTINsin product master
GTIN = Product data; on labels
GLN = Location GLN in customer data
Capture Bar codes on some
Bar Code product directly; all
RFID packaging
Share EDI and GDSN with major
EDI customers
GDSN
Use Visibility for planning,
Traceability track & trace and field
POS/POU action
RA submissions Market access
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The Rewards

“It's not about the bar code, it's about the data. . .”
Karen Longe

DEVICE: TACIT (20886705007681)

VIEW ALL SECTIONS | CLOSE ALL SECTIONS

@ DEVICE IDENTIFIER (DI) INFORMATION

Brand Mame: TACIT Primary DI Number: 20886705007681
Version or Model: 222220 Issuing Agency: GS1
Catalog Number: 222220 Device Count: 2

Company Name: DEPUY MITEK, LLC
Device Description: TACIT ANCHOR With Double Ended Threader Tab 2.0mm
CLOSE

@ DEVICE CHARACTERISTICS

@ DEVICE STATUS
@ ALTERNATIVE AND ADDITIONAL IDENTIFIERS

@ CUSTOMER CONTACT []
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The Rewards Gained through Cooperation

IMDEFTUDI WG/ NTFINAL: 2013

W) IMDRF o esest |

4 il bk ¥ Use the GS1 International Standards.
Manage Device in the same way
Share core data.

Final Document

Healthcare is international!

Title: UDI Gudance
Unmque Device Identification (UDT) of Medical Devices

Authoring Group: IMDEF UDI Working Group
Diate: 9 December 2013

Despina Spanow, IMDRF Chail

This document was produced by the Internatioral Medical Device Fegulators Forum Thers are no

restnictions on the reproduction or use of this document; however, incorperation of this document, in ‘ ‘
part or in whole, into another document, or #s manslation info languages other than English, does not

comvey of represent an endorsement of amy kind by the Imtemational Medical Device Fegulatars

Copyright © 2013 by the Infernational Medical Device Fegalators Forum
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UDI Implementation

To continue, implementation experiences...

- UDI AIDC Implementation
- one company’s implementation view to date, good and bad...

Stan Malinowski
Medtronic, Inc.
UDI Lead for GS1 Standards and Marking

=
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The Global Language of Business

UDI AIDC Implementation Experiences

28th Global GS1 Healthcare Conference

October 20, 2016
Stan Malinowski




Agenda

UDI Approach
« Where to Begin?

« Critical Success Factors

E 3 covipien~

Versaport™

Bladeless Optical Trocar
with Fixation Cannula

E ‘m@
cmmsg

(01)20884521085593 W5M6789XYZ
(17)160831
: (10) W5M6789XYZ sv  2016-08-31

+ Program/Project Management

- AIDC in Healthcare

- Data Quality and Management

« Information Publication

®
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Where to Begin?

Get Educated

- UDI Final Rule

« GS1, HIBCC and ICCBBA standards
- IMDRF UDI Guidance

«  EU Recommendations and others

AT ‘
=
o -

=,

ek
W

Get Engaged

- Medical device industry groups
- Talk to your peers

- Standards organizations

- Implementation workgroups

- Industry projects

- Talk to the agency

®
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Critical Success Factors

Organizational Awareness

« Understand UDI
- Identify beneficial business impact

- Recognize consequence of non-
compliance

Organizational Support

- Engage senior leadership

« Secure resources to implement UDI
changes

* Prioritize within the business

®
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Establishing the Project

e Define what is in and out of scope A

e Minimize scope creep

eInclude label and data updates, data management, and equipment )
N\

e Develop schedule based on availability of resources and compliance dates

e Priority by product risk class and impacts
J

"

Resource

e Establish consistent project management A

e Build cross-functional team with company and industry knowledge
e Consider extended team of employees, temporary staff, and consultants

N\
e Secure consensus that UDI compliance requires investment

e Determine available expense and capital budgets to support the project

J

The Global Language of Business © GS1 2015
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Understanding the Initiative

US

Regulations

Global
Regulations

Regional variation
will be challenging

= L abeling

Define strategy for
regional compliance

Conforming
amendments

Device
Labeling

4 N
Labeling artwork may
need new AIDC
(Automatic
Information and Data
Capture) marking

o v

é Y

Space may be an
issue due to other
regulatory
requirements

\ v

é Y

Consider options
when developing an
AIDC policy

\ v

The Global Language of Business

Direct part marking
may be required

Understand the
regulation

Understand your
capabilities

7

Understand the
exemption process
when available

\

© GS1 2015
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Understanding the Initiative

Business
Process

Data
Management

Data
Governance

Information may be
unstructured

7

Data that may have
been for internal use
now will reside in an
FDA database

\

7

Analyze the current
state vs. future state
and develop a plan

\

@-

é )

Creation, processing,
storage and
publication of data

\ S

New platforms may

be required
\ J
4 N

Modification to
existing data
management systems
may cause disruption
in the business

7

Data governance will
be needed to control
enterprise data

\

|| Keeping the data

quality level

\ S

\

The Global Language of Business

é )

Sustainable business
processes will enable

compliance
\ J
4 N

Keeps focus after the
project is over

\ S
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AIDC in Healthcare

Application of UDI

- Preferred formats for distribution
vs. point of use, or by customer

- Content requirements create space

challenges

- Label application for inner and

outer boxes

Multiple device package levels

. E 3 covioen~ ‘@ ® @ W 4nisx
o STERILE[ R Rx & i

& Mono;ect

".7 (o1
aaaaa
? lmr!_ NN!MWW

m‘rubem-l @XCE 'GE mmmmmmm 068

X 1/2" 0356 .3¢m) Covidien| £ (miovszs
286G /2' e "mﬂ.u‘k’mﬂﬂmmm (oM

[REF) 8881511201

l 1o W@R"Ws»m

I COVIDIEN  KEFIS588265108
KYLAB88888

lem Sump™ 8~ e

ne Dual Lumen Stomach Tube
Line

0)KYLABBS8888

l

it <
il @

R

I

01)2088452100

15 Hampshire Street, Mansfield,

[REF] 5558590203 | o s (: ' 5 558590203

B &
Ul ¥ I1||\I||I|\IIMIIIIIIHHII\|1|||I|||||!|III?IllllllllIWllllllﬂ
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AIDC in Healthcare

Application of UDI (Details)

* Printing on primary packaging
substrates: inkjet, thermal transfer fao %@g&seﬁé?m
1 mL Tuberculin Syringe K i1 (01)208m4521014068
S e e 02 e
- Printing software inconsistencies -
I COVIDIEN  KEFIS588265108
lem Sump™ &
» Barcode verification for AIDC @&
quality el _ 5y
. @y =2
- Process Controls Variables & .
Process Capability e, ES5
5558590203 | et o %y 5558590203

Documentation in Device History Tl ¢ 2

n
Record AT ® 6{% I\ll!lllll\lllﬂllIIH|||||\|i|||l|||||?|||??Illlllll\IWllllllﬂ
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AIDC Structure is Important

« What's in our GS1 Barcodes?
- Correct Use of AIM Identifiers
- ]C1 for GS1-128
- ]d2 for GS1 DataMatrix
- Efficient Use of Application Identifiers - Order Matters
- UDI application Identifiers
* (01) GTIN the Device Identifier
- 1 or more Production Identifiers
- (17) YYMMDD Use By Date or (11) YYMMDD Manufacturing Date
- (10) Batch Number and/or (21) Serial Number

®
@1 The Global Language of Business © GS1 2015 62



Why Data Quality?

‘ Compliance '

‘ Accuracy
‘ Efficiency ’

®
@1 The Global Language of Business
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Definition of Data

What is Product Data?
- Attributes

- Item Level
- Packaging Level
« Compliance and Standards

- “Data Dictionary”

Governance

®
@1 The Global Language of Business
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GTIN Hierarchy

Company R?:?)l;ldeer UuoMm

QOM

Covidien

Covidien | 9255 CT 25 | 20884521021911

Covidien | 9255 | CA | 100 | 30884521021918




Infrastructure and Systems

Starting Out...

* Manual interactions « Disconnections
- Un-validated - Data degradation
« Lack of definition - Multiple requirements

People and
Processes

Company Systems @

Trading Partners

Product
Packaging

FDA

OUS Requirements

Spreadsheets

®
1 The Global Language of Business
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Future State

Strategic Approach...
- Defined processes
- Data quality

Company Systems @ @

Ll

Product

Packaging

Spreadsheets

@-

Validated interactions

Model of publication and
consumption

Enterprise =l S
Data Data g
=

Management Publication
Trading Partners

T

FDA

OUS Requirements
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Data Publication

Best Practices...

«  Global Attribute - Future applicability OUS
Spec for all UDI Data «  Other Data Pool
- Scalable for UDI and applications

GDSN publications

Enterprise
Data Data
Management Publication

Global Attribute Spec

Manufacturer
(Labeler)

OUS Requirements

®
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Why Data Pool / GDSN for UDI?

e Competency for e Compliance e One feed to your
transmitting data Reports data pool may

e Attribute e Traceability of serve multiple
definition submission recipients - take

e Existing supplier e Validation of advantage of

scale!

e Investigate
overlap with
other ‘product
catalogs’

software

®
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Take-away

Key Points to Remember

- Understand the initiative — establish project
- UDI value is in the data

- AIDC implementation is different in
Healthcare (Structure Matters)

- Data Pool / GDSN for UDI has advantages

- Start early!

®
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To conclude... audience questions...

5555555 71



