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If Retail Works Like Healthcare
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Presentation Outline

Introduction to GS1 in Healthcare

Overview of GS1 System of Standards

New GS1 Standards Updates

- GS1 Clinical Standards

- GS1 Digital Link Standards

Global Trend in Pharma & Medical Device Identifications
Overview of Regulatory Requirement Landscape
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Introduction to GS1 in Healthcare




GS1 by the numbers

Neutral and User-driven [® Global Inclusive and
not-for-profit # and governed &N and local collaborative
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231 GS1 Healtl’fc_rg Mls sio
GS1 Healthcare is a neu‘tral and open commumty brlngmg together all related
healthcare stakeholders to Iead the successful developm’ent and |mplementat|on of

.....

> ’ U.

over 1 million 25 industries served Barcodes scanned 114 Member
companies worldwide across 150 countries more than 5 billion Organisations
use GS1 standards times per day globally around the world
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GS1 is a Standards Development
Organisation working with others

The council is form to enable common, timely health informatics standards
by addressing and resolving issues of gaps, overlaps and counter-productive
standardization effort.
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GS1 Healthcare: an expanding, committed
community of globally engaged stakeholders...
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..and there are many more companies Working with GS1 at a local level
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Value Proposition for Solution/Logistic
Service Providers working with GS1

Wide adoption of GS1 To meet healthcare clients’
Standards in Healthcare in needs by implementing their
more than 70 countries requirements

Provide solution which
facilitates interoperability
both intra & inter enterprise
connectivity

Solution Providers
and GS1 standards

Become a healthcare
industry though leader

https://solution-providers.gsl.org/ and more benefits....

@
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...as well as with leading hospitals and
government agencies to implement GS1
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Endorsement paper - Healthcare leaders
endorsing GS1 Standards

- GS1 standards enable streamlined supply chain processes and
improve visibility — from manufacturers to patients

- Global healthcare leaders have endorsed the GS1 Healthcare
standards and the number is growing.

- Endorsement paper could be found on :
http://www.qgsl.org/sites/default/files/docs/healthcare/endorsement

paper-hd.pdf
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Why are standardisation important for
Healthcare?




Lack of standards in daily life is
inefficient and annoying...

BAI>
A g B
B

Standardization came too late

©
1 The Global Language of Business © GS1 2019

Japan: Size 23 ]
et oo o],



..in Healthcare it is dangerous and
inefficient!

17 countries

Syl Prdew oy Poden lq‘i him !ql hﬁ h.m Prdes Sy’ .
flags printed —>=|i' "=."i, T i Y '. .,. i ",..;'; 5 different
i 1 ;1' ilq ;}! '-1 i | types of
12 different languages i il i _¢ ‘f jlg b j; {;. 3,;‘; n‘~ "(;I Barcodes
—> kil it s gl e T F”?;
Pedea il it i e V'
5 my/ml

s -

Multiple bar codes on one
package — which one to scan?
1 Data » Different types of bar codes —
Matrix Code inconsistency; incompatibility
* No bar code — need to bar code;
re-package; re-label

@
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The Need for Global standards in
Healthcare (Upstream)

couny Ay IHIRIILDLAAMARRY ORI VAN D
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>

Diverging country requirements
Manufacturing headache

-

-

“CUSTOMIZED ACTIONS MEAN COSTS!!

Harmonisation of regulatory requirements and data standards will enable
efficiency of a global product offering — otherwise complexity and cost will
continue to raise” Senior Executive, MD company

~N
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Why using local formats/national
codes are not ideal (Downstream)

Some observations in hospital environment

GOOD

Not so good

« Barcode scanning are widely * Non-standardisation of product
implemented in various parts of code. We noticed at least 4-5
hospital processes. Easy to use. different formats of product codes

used. (Such as: GTIN, GPO No., SIN

« Pharmacists and nurses prefer to No., Hospital Internal No.)
receive “barcode” ready products as
it makes their work and processes « Some systems are able to process
simpler. GS1 barcode, some are not.

« Hospitals are investing and
implementing various systems to
automate processes.

Using your own local format introduces cost, increases the
risk of error and overall inefficiency.

©
1 The Global Language of Business © GS1 2019

16



Potential issues with non-standards product
code in Healthcare Provider Environment
Downstream

Create Inefficiency, increases risk &

additional Cost in following areas:

Manual stock received process
Error prone to data entry
Need for re-label work
System mapping

Medication Error

Lack supply chain visibility. JCI audit requirement.

Breakage in link management impact of capability for effective
product traceability & recall

System may not be able to interoperability/prevent from sharing
distribution data with other institutions
Manufacturers/distributors are not able to leverage on existing
standards cater for global market for specific local needs

®
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GS1: Area of focus in Healthcare

One of these medicines is fake.

Can you tell which?
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Strength in unity: The promise of Global
Standards in healthcare” (McKinsey 2012)

- “Implementing global standards across the entire healthcare
supply chain could save 22,000-43,000 lives and avert 0.7
million to 1.4 million patient disabilities”

- “Rolling out such standards-based systems globally could prevent
tens of millions of dollars’ worth of counterfeit drugs from
entering the legitimate supply chain”

- [We] “estimate that healthcare cost could be reduced by $40
billion-$100 billion globally” from the implementation of global
standards

- “Adopting a single set of global standards will cost significantly
less than two” (between 10-25% less cost to stakeholders)
SOURCE: McKinsey report, “Strength in unity: The promise of global standards in healthcare”, October 2012

®
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Standards Comparison Grid
(McKinsey 2012)

GS1 Standards HIBCC Standards

Availability of high information
density data carriers

Comprehensiveness of the standa 10 identification keys
in terms of identification definitions incl. GTIN, GLN)
GDSN (Global network)

Includes traceability standard Global Traceability
tandard for healthcar

Interoperability with national
ID numbers

Yes (GS1 DataMatrix

and RFID) RFID)

Product (UPN),
location (HIN)

Master data synchronization UPN repository

No

National numbers
compatible with use of
GS

Not applicable - no
national codes for medi-
cal devices

Used in all global geographies Yes, except Japan

Medical devices
(phamaceuticals in The
Netherlands)

Pharmaceuticals and
medical devices

Span across product types

Global infastructure and
support (global office and
11 member orgs)

Global organization infrastructure
andsupport

US; support staff in Aus-
tralia and Europe

Core sectors in Retalil,
Healthcare, Transport and
Logistics; 20 others

Regulatory agencies / jurisdictions 65 Turkey only
accepting use of standard

Additional industry coverage Healthcare only

Yes (3 ISO 2D Matrix and

National codes

Generally not (linear
barcodes)

Product code only

No

No

Not intended to be used
outside country

Only in country

Pharmaceuticals only

Within relevant country

Pharmaceuticals only

China, Germany,
taly, Belgium,
Portugal



Understanding GS1 Standards




How to get started with GS17

®
@1
Singapore

v v
central allocation by GS1 Member Organisations (MOs)

GS1 Company Prefix (GCP)

For self-generation of unique identification numbers . . .

v

encoding in
GS1-Barcode

@
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GS1 GTIN/UDI=-DI Issuing Process

(Example)

Pharma/Medical
Device (MD)
Manufacturer

Hospital/Pharmacy

@:

®
— — 1
Singapore

Company
have 5 SKUs

Allocation of GS1
GTIN/UDI-DI to
Product/MD

The Global Language of Business

Apply for GS1
membership

|

8 I8864741100017! >

Allocation of GS1
Company Prefix

© GS1 2019



GS1 System Of Standards

Identify: GS1 Standards for Identification

GLN Global Location Number GTIN Global Trade Item Number S$SSCC Sorlal Shipping Container Code GRAI Global Roturnable Assot ldentifier GIAI Global Individual Asseot Identifier GSRN Global Service Relation Number

[(oin ] [erin] [orin] [eTin] | oun | | cia | [ sscc | | eun | [ciai] [orin] [erin] [oin] [esen]
| sscc | | sscc |

e S o B B = 5 & % 7

Transport Distributor Transport Pallet Distribution Transport Case Item Retaller Consumer

Centre Healthcare Patient
Provider Careglver
Operator

Capture: GS1 Standards for Barcodes & EPC/RFID

GS1 Barcodes GS1 EPC/RFID

GS1 Composite

EAN/UPC GS1-128 ITF-14 GS1 DataBar GS1 DataMatrix GS1 QR Code Barcode EPC HF Gen 2 EPC UHF Gen 2
I| [l ||||||| |||||||||| AN Jlml N D
(00) 3 95011
0110102103 (01) 09501101 02103 7 E. 950 1H1028

Share: GS1 Standards for Data Exchange

Master Data Global Data Synchronisation Network (GDSN)  Transactional Data eCom (EDI) Event Data EPC Information Services (EPCIS)

¢ Interoperability P
Item Master Data Location Data Item/Shipment Traceability Product Pedigree Purchase
Tracking Recall/Withdrawal Order/Despatch

Advice/Invoice



Identify & Capture
Example: Structure GTIN-13 (Barcode)

Example:

Panado_l

COUGH & €OLD"
@ 16CAPLETS |

I" 888 123456 ,000, 1
0001

8"881234"56

GS1 COMPANY PREFIX
The first seven or nine digits are

ITEM REFERENCE
The next five or three

allocated by GS1 Singapore

digits are allocated to a
to the member company

specific product by the
member company

®
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Product Hierarchy

GTIN 1
GTIN 2 4601234560016
GTIN 3 4601234560023 /
4601234560030 -
SSCC1
(00)046012345600000016

S$SCC 2

(00)046012345600000023 '}
% —

Pallet Case / Secondary Primary Single Unit
(Tertiary™®) Shipper Package Package Package
(Tertiary™®)

@
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GS1 Healthcare GTIN Allocation Rules

Allocation of GTIN's... ‘ot

...fundamentals still apply...

Brand owners allocate GTIN’s based on
standardised allocation rules, for example:

, o ) - 1 GTIN = 1 product
| 1 product = 1 GTIN
- Different GTIN for each packaging level

« Change GTIN when pack of 20 becomes
pack of 25

- Add language, same GTIN
- Change language, new GTIN

.  Never re-allocate a GTIN to another
canma i T product !

|

— B i(ﬂ@(——

http://www.gsl.orqg/docs/gsmp/healthcare/GS1 Healthcare GTIN
Allocation Rules.pdf

©
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GS1 Application Identifiers...

GS1 Gen Spec includes 100+ “Application Identifiers”

a.k.a. "Key Attributes”
Application Identifiers generally or commonly found in Healthcare

00 SSCC (Serial Shipping Container Code)
01 GTIN (Global Trade Item Number)
10 Lot / Batch
GS1-128

11 Production
17 Expiry Date
21 Serial Number
710 NHRN - Germany PZN 67893 (17) 23(21) 123456789
711 NHRN - France CIP
ze RN GS1 DATAMATRIX
713 NHRN - Brazil DRN 5

i i - '4 t
7003 Expiry Date + Time <
7004 Active Potency
8003 GRAI (Global Returnable Assets Identifier)
8004 GIAI (Global Individual Assets Identifier)
8017 GSRN Service Provider (01)04601234567893

(17)160125
8018 GSRN Service Recipient (10)ABC123
8019 Service Relationship Instance Number (21)123456789
®
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GS1 Data Exchange Standards

@
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Data Exchange Standards:
GDSN(Master Data)

GS1 Global Data Synchronisation Network® (GDSN) is a network of
interoperable data pools enabling collaborating users to securely
synchronise master data based on GS1 Standards.

Global Data Synchronisation
LT_'—’ Network
3

< (3]
Global

—l T |
& = &

Data Source Seller’s data pool Buyer’s data pool Data Recipient
A L

2]
1. Loading of company data 4. Publishing of company data
2. Registering of company data 5. Confirmation of receipt of company
3. Subscription to seller’'s data pool

©
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The National E-Health Transition Authority
(NEHTA) uses GDSN to support their
eProcurement processes.

E-Health

NPC and the NEHTA eProcurement
Solution

eProcurement [
message flow g <
[

|
\V/
|

using NPC

oo 2
[o][s] X

BUYERS

oo
00

8

3

8
VENDORS

ooooo 5
—| 8000000 @

%:]un an
&

ﬂlEE ml=l=l=ls
Distributors

e-health
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Share: Data Exchange Standards
GS1 EDI (Transaction Data)

Electronic Data Interchange (EDI) is the computer-to-computer exchange of
business documents in a standard electronic format between business partners.

Manual Process EDI Process
0.. A §[A '). . Purchase Order . ‘
As & W

Internal systems and prints an internal system internal system
Invoice

No paper, no people involved

g

Standard format required

Lots of paper and
people involved

Sources: edibasics



Basic Scenario — Example of EDI Work Flow

Pharma
Manufacturer

I need to pick the goods and
package them for transport

I created 2 pallets, assigned
sscc-1 and sscc-2, and printed
and attached the labels

The goods have been loaded

We received
an order for
80 cases of
various
products

The goods are
on their way

We can
prepare the
invoice

-

Order

Stock is low. System
triggers an order

Despatch Advice

massage. “We need
to replenish our
stock”

Our ordered goods are
about to arrive

Receiving Advice

The receipt has been

approved

+

Hospital
Pharmacy

We received two pallets

The scanned SSCCs
correspond with the
despaich advice

The pallets are ready for
further processing




Data Exchange Standards:
EPCIS (Event Data)

ﬁ Key
— >
- p EPC/barcode data

Supplier Warehouse — Real-world goods

EPCIS is a GS1 standard
that enables trading T
partners to share . F
information about the
physical movement and
status of products as
they travel throughout the
supply chain — from « .
business to business and
ultimately to consumers.

. . Finished goods n

Retail store Distribution centre

®
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EPCIS Capture of supply chain events
-—-

AggregationEvent

WHAT: SSCC 4001356.5900000817
SGTIN 4026800.010421.101
SGTIN 4026800.010421.102

WHERE: SGLN 4012345.00040.0

WHEN: 23.10.2009 13:40:00 UTC+1

WHY: commissioning

EPCIS Repository

1026800.010421

SGLN 4012345.00031.0
2.10.2009 11:20:00 UTC+1

Source: Craig of GS1



EPCIS query of supply chain events B
EPCIS Repository

pharmaceutical
plant

logistics
~ provider

Epharmacy 9USt°mS
regulatory
l .consumers
“Where are the drugs we ordered?”
“What has been commissioned and is waiting for us to pick up?”

“Which serialised blister packs were produced on line 33F in week 37?”
“"Who had custody of these articles at any given point?”

@
@1 The Global Language of Business © GS1 2019

Source: Craig of GS1




Introducing New GS1 Standards
- GS1 Clinical Trial Standards
- GS1 Digital Link Standards




GS1 Clinical Trial Standards

Why globally standardised identifiers
and barcodes for investigational
products?




IP is tracked in multiple system across
the supply chain

Clinical Supply Chain

333 Investigational S
3 Products =
:‘ig — . DTP ¥ =] Dl_}
Manufacturing B "l —
— Patients

5 l\‘
-,

333 E= -
~ T [L r.'
*’Liseg = == 2
m : L.
S Chan H Clinicar
Packaging
= W=V S—
T B 7 aper (direct
Packaging . Distribution—_ / eCRF_ Site to patient)

system aaTem g Feaystem. .
—— : -~ Or paper
) p—

- == IRT

Forecasting
System

®
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Current paper IP management example

Consignment Request -
Protocol number: L] IVRS Nama:
DatolTime of dispatch: 1 Telephone: +1 415 293 1353
Country: France Wiab: -SEREET T,
CRTN number: N .
Investigator:
From the delivery form...
Attention:
Shipping address: Colonel
FR-95107 Argentou
Shipping phona:
Shipping fax: i
Consignment number: IR
Type of supply: S
Delivery No.: Pago1/2
I |
Mem code Item name Total
i Medication/ Baich number Use by dato Quantty |
1 vial 00 g/10mL or Picbo 1%
WCC00302 / 31.102017 1
WCCo0B8S / 31102017 [
WCC05425 ~ 31.10.2017 1
WCC10047 ~ 31102017 1
wee10220 < 31102017 1
weer2mz # N0z ' L 3 Site Inventory Log
WCC16333 / 31102017 1 Sl VTS
wecz1a2z / Mr02017 1 Sponsor: \EEEEE——.. B Protocol Number: @l
WCC21918 31.10.2017 1
weczzaro 7 31.10.2017 1 - - _
weczsesa ~ 31102007 A vesigato _ o Stes__
WeC3n0er 31.10.2017 1 " _(Hd ENT ELL Counry __EQANCE _
WCC48583 31.10.20%7 1
WCCEds49 /) 31.10.2017 1

SITE INVENTORY LOG SHOULD BE COMPLETED FOR EACH DRUG SHIPMENT
N All used and unused vials Should reman at ste U eun « pert L
0 Drug will be cest

GNE cepat

Complete When Drug Complete Upon.Drug Return to-

Upon Receipt at Site Dispensed to Subject GNE or.Upon Destruction” Comments

1 S T unused esprec, camaged a1
- o arep ot

Duro0e® | smeze

To the inventory log

Source: Presentation from CH Victor Dupouy and Sanofi, February 2019
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Examples of current situation

Numbered boxes and bottles

Multiple barcodes

Over-labelled commercial drugs

@
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What has been developed?




A global standard by the industry

resulting from an industry-led working group:

GS1 Clinical Trial Standards

. (01)09501101530003 - Global Trade Item Number
An ind ustry-led effort (10)AB-123 - Batch Number

(21)000124pcl23 - Serial Number

(7240)PR0044 - Protocol Number

Global standards unique
to clinical trial products

3
- (0109501101530

o
: 123
A0)AB-12
£ (100012406123
(7240)[3[?00

An element of trust

@
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GS1 Clinical Trial Standards

E -

A new standard >
for investigational products

GS1 clinical trial video

The Global Language of Business © GS1 2019 44




Standardisation along the Clinical
Supply Chain

Accuracy Efficiency Process Familiarity Safety

w Packaging Operations

.,,,r“ ¥ING » Standardization of
| T , Clinical Labels
» and information

* Ease In line Controls,
+ Identification of kits /
batches

SOAL
oy’
~

Shipments preparation are more reliable "
Supply Chain stakeholders are sharing and HOSpItaI
exchanging information

Ease Study Managemen By " PharmaB

Patient activities at site level
+ Connectivity to Patient’s T
ecosystem (smartphones, diaries...) -
* Innovative Solutions (eLabeling...) Pharma C

Providing an element of Trust

@
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Visit GS1 Clinical Trial Info Page

. Welcome to GS1 MO Zone login | Contact us
1 The Global Language of Business T >

About v Standards v Services v Industries v News & Events v Get your barcodes

GS1 Standard

New standard for investigational
products answers clinical trial
industry’s need for consistency

https://www.gsl.org/industries/healthcare/clinical-trials

@
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GS1 Digital Link Standards

For Healthcare (eleaflet)




GS1 Digital Link

A single barcode for identification, authentication and access to
information for medical products

Product leaflets

Instructional videos

nl-lJ (r——y
) NIl 557 L Prodict Information
E!E IE Storage and handling

GTIN

Interactions

And more

@
@1 The Global Language of Business © GS1 2019 48



How it works?

E; 8881234567895
% |||||| | ||||||| IConverts the data elements into a URI
81234'56

78951>  https://example.com/gtin/8881234567895

8"8

0]

(01)08881234567895(17)200400(10)DZ929

IConverts the data elements into a URI
https://example.com/gtin/08881234567895/lot/DZ9297?exp=200400

® 49
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Extra services can be offered using the
scanned data

. “Resolver” Service to
RELVAR'sr0e @ route it to designated
product info web url

Each defivered dose containg 184 mi=
22 micrograms of vilanterol 4
magresum stearale,
In use shelf+ffe: 6 woel

Jado abgegabeno Dosis en —

zzuimgmmw-;euq https://public.gsk.co.uk/products/
Magnesiumstearal (Ph.Eur.), | relvar.html

Haltbarkeit nach Offnen: 6 I

Elee algegeven dosis bevat 184
vilanterol (s vifenataal), Beval |
Houdbaarheid na openen: 6

——
United Kingdom/ireland
\%cnun:l procuct subject fo “\
sllj,l!ll!,l, 4 P o (o 3o sapeis g
PC (01) 05000123113996 Relvar ¥ Ellipta
PC (01) £S000123113556 SN (21) 1BAAAA2BR3
SN (21) 1uarkaZbd Exp (17) Nov 2011
a0 Lot (10)  PXsL -
Warning
The product you
scanned is out of
date
Return to your pharmacist
Furiher Infer=atian
®
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Relvar and Ellipta are registered trademarks of the GlaxoSmithKline
Group of Companies and are used here for illustration purposes only



Potential to route different users to different

end points and sources of content

© DEVICEDBMFIER (1) INFORMATION

S by oy PeAD
virde 120

7N

HAUN MLAGAL I
B G x 38

ik

© DEVICE CHARAG TERISTICS

© DEVICE STATUS

O ALTLRNANIVE BN KODIINONAL IDINTINES
© CUSTOMER CONTACT 21

DEVICE: Perifix® (04046964178320)

| T
i

Lo o
[iekes Coor 10

@:

"""""
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B/BRAUN
| L}
-"'. & "'l‘:J“\l' : -‘ :

PERIFIX® 16 Ga, % 3% n. {80 men} Tuohy, PERIFIX 20 Ga. Cloezd Tip
Catheter, 5 ml Glass Luer Lock LOR Tray [Ki)

h
/ g mq ::'fl‘-lw.a. VAT PRYA B TR
.‘1

.

o

I, = W
ayida il
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GS1 Digital Link eLeaflet Demo

10:12 4 all = ==

Scan soomPharma

O e

Perjeta 420 mg/14 ml
concentrate for solution for
infusion (07640149612837)

. Pepeee20modml
" infusion (07640149612837) |
Perjeta 420 mg/14 ml concentrate for solution for infusion , l e

https://id.gsl.org/01/07640149612837
https://id.gs1.0rg/01/07640149612837/

epil
de ePIL (DE) https://www.e-compendium.be/de/packungsbeilagen/patient/3570/3021
fr ePIL (FR) https: //www.e-compendium.be/fr/packungsbeilagen/patient/3570/3021
nl ePL (NL) https://www.e-compendium.be/nl/packungsbeilagen/patient/3570/3021
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GS1 Digital Link eLeaflet Demo

0:12 7 ol = =

< soomPharma

utsche

Nederlands

@

10:12 7 wll = -

Done & e-compendium.be o

-notice

PERJETA

=

Notice : Information de l'utilisateur

Perjeta 420 mg solution a diluer pour perfusion

pertuzumab

Veuillez lire attentivermment cette notice avant que ce
médicament ne vous soit administré car elle contient
des informations importantes pour vous.

- Gardez c e notice. Vous pourriez avoir besoin de la
relire.
- Si vous avez d'autres guestions, interrogez votre

cin ou votre infirmier/ére

The Global Language of Business

10:13 7 il = -
Done & e-compendium.be (&
(Zh= DE ~

Entfalten

=
Gebrauchsinformation: Information fir Anwender

Perjeta® 420 mg Konzentrat zur Herstellung
einer Infusionslésung

Pertuzumab

Lesen Sie die gesamte Packungsbeilage
sorgfiltig durch, bevor Sie mit der Anwendung
dieses Arzneimittels beginnen, denn sie enthilt
wichtige Informationen.

- Heben Sie die Packt

eilage auf. Vielleicht

mochten Sie dies mals lesen

spéter noc

Sie sich

- Wenn Sie weitere Fra 1 haben, w

an lhren Arzt ode S mec e chpersonal

- Wenn Sie Nebenwirkungen bemerken, wn

M
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Calling for Pilot (Participation)
GS1 Digital Link + elLeaflet

Looking for interested parties (Pharma or Medical
Device) companies whom wish to pilot using GS1
Digital Link Standards for eLeaflet initiatives.

®
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The Global Trends in Pharmaceutical
and Medical Device Identification




Global Trend 1: IDENTIFY
4 Identification Attributes

Product Identifier
(GTIN)

GTIN:08806400123453
S$/N:000000010266
EXP:130706
£ L0T:12345

J Serial Number ]

.

Expiry Date ]

GTINs (Global Trade Item Numbers) provide
access to information held in computer files
— they are unique — non-significant —
international — foundational.

©
1 The Global Language of Business © GS1 2019

Lot/Batch
number




Global Trend 2: Data Carriers
Use of GS1 DataMatrix

GS1-128
( 01)1{022222233333L];17 10)(A13458)211234)
ltem identifier Exp”'y date

/7/> Batch number

éSerlal number

GS1 DataMatrix

®
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Global Trend 3: Share
Need for Traceability

Identify: GS1 Standards for Identification

GLN Global Location Numbor  GTIN Global Trado Itom Numbor SSCC Sorlal Shipping Container Codo  GRAI Global Roturnablo Assot Identifior GIAI Global Individual Assot Idontifior GSRN Global Sorvico Relation Numbar

GLN | [etin] [emin] [eTin] [ s1ai ] [ N | | e1ar | [ sscc ] [ sun | [ear ] [ern] [erin] [en ] [esen]

e & B oo B8 = B LN = B

Track

Manufacturer Itemn Case Pallet Transport Distributor Transport Pallet Dlscrgg;lelcn Transport Case Item Retaller Consumer I Tra Ce
Healthcare Patient x
Provider Caregiver
Operator >
Capture: GS1 Standards for Barcodes & EPC/RFID ( ) AUthentlcatlon
GS1 Barcodes GS1 EPC/RFID —— > Ch . f
ain o
EAN/UPC GS1-128 ITF-14 GS1 DataBar GS1 DataMatrix GS1 QR Code Gl Composlte: EPC HF Gen 2 EPC UHF Gen 2 m
Barcode — u S 0 y
o =
(00) 3 9501100 000001001 9
01101'02103" (01} 09501101 01103 7 E. 950 181028 R
j eturns
Share: GS1 Standards for Data Exchange
Master Data Global Data Synchronisation Network (GDSN) Transactional Data eCom (EDI) Event Data EPC Information Services (EPCIS) Reca | Is
+ Interoperability g
Item Master Data Location Data Item/Shipment Traceability Product Pedigree Purchase
Tracking Recall/Withdrawal Order/Despatch

Advice/Invoice
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Regulatory Requirement Overview




Pharmaceutical Regulatory
Requirements

2 Major Markets:
« US DSCSA (Drug Supply Chain Security Act)
« over a period of 10 years by providing a migratory path from lot
identification to serialisation to item-level traceability. (2013 to
2023)

- EU FMD (Falsified Medicine Directive)
« ensure product integrity and authentication of medicines (ie. safety
features and product serialisation) by Feb 2019. Set up end-to-end
verification system" for drugs across the world.

PC: 09876543210982

Recent developments SN: 12345AZRQF1234567890 b _bE
. China NN: (optional) E:
- Batch: A1C2E3G4I5
Russia . Expiry: 180531
« South Africa
- Middle East

« Bahrain, Lebanon, Oman, UAE, Jordan, Sandi Arabia ..etc

®
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US DSCSA implementation phases

Lot-level management

Started on January 1, 2015 for manufacturers, wholesalers, and
repackagers, and July 1, 2015 for pharmacy (hospitals and retail): Share
the 3T’s: Transaction Information (TI), History (TH), and Statements (TS) at
the Lot (or Batch) level of identification.

Item serialization

Mid-term (2017-2019): Manufacturer/repackagers serialize packages of
drug products using a product identifier (GS1 Global Trade Item Number®
(GTIN®) or NDC), serial number, lot number, and expiration date.

Serialized item-level traceability

By November (2023), make available information that would allow supply
chain partners to trace the ownership back to the initial manufacturer or
repackager.

®
@1 The Global Language of Business © GS1 2019 61



EU Traceability Concept:
Point of Dispense Verification

Pharmaceutical
Manufacturer

Unique
Serialisation with
Random Numbers

srmrrmmrs somae e

Product code
Batch

Medicines
Upload Number —p —_— verification

o s[ﬁir' System

NMVS

I . . Risk Based
b : *  Verification

P oiiiiin
Verification on receiving
- x Rx and decommissioning

on dispensing to patients

<— Authenticate Number

> EMVS

®
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Korea Serialisation System based on
GS1 Standards

Korea

Pharmaceutical Serialization System

KPIS - Korea




Medical Devices Regulations

The U.S. FDA released, in September 2013 a rule which
establishes that a common, worldwide system for product
identification should be applied to all medical devices placed on
the U.S. market.

The rule establishes that:

« a unique device identifier number should be assigned by the
device manufacturer to each version or model of a device.

« the unique device identifier should be both in human readable
format and in AutoID format. By default, this information will
be applied on the label of each device uniquely identified.

The EU Medical Device Regulation (MDR) and In-vitro
Diagnostic Regulation (IVDR) have been adopted on 25 April
2017 and define the requirements for the EU UDI system.

According to the Regulations, a UDI number must be applied to

the medical device label, its packaging and, in some cases, the
device itself.
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US regulation implementation planning

The regulation was voted on 24 September 2013

Database (GUDID) + UDI marking deadlines :

High risk o
>

f' % < September 2014
f"l Q.-,'o f{‘f P September 2015
©

Ch
B/ /N >

0 é0 ﬂﬂ I au ﬂ w%%%«:ﬂ 4—— September 2018
O + 4 e 1 R a ?’) % extended to 2020

2-year additional period granted for direct marking

—— September 2016

Low risk

®
@1 The Global Language of Business © GS1 2019



Total Number of Primary Device Identifiers
Listed in the FDA GUDID by Issuing Agency

GUDID PrimaryDI additions by month

deviceldissuingAgency @GS1 @HIBCC @ICCBEA @ Count of deviceld running total in year-month-cat
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EU regulation implementation planning

1. Database (EUDAMED) + UDI-DI assignement : 26 May 2020
2. Marking deadlines:

High nisk C
g 6,;,

ﬁ' Y < May 2021
Pl o
AN
8 ¢ /7 N
GoPledAl o . 0
»8 | | &,

<
o
[

« May 2023

=z

Low risk
2-year additional period granted for direct marking

*In-Vitro diagnostic devices have different deadlines for implementation.
See the related regulation:
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0746
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PRESS RELEASE

GS1 has been designated as issuing entity for Unique Device Identification
(UDI) by the European Commission

FOR IMMEDIATE RELEASE - Brussels, 7 June 2019. GS1, the leading global supply chain
standards organization, has been designated by the European Commission as issuing entity for Unique
Device Identifiers (UDIs). GS1 global standards meet the EU Commission’s criteria for the issuance of
UDIs, supporting the EU regulators in ensuring a successful implementation of the UDI system as
defined by the EU Medical Device Regulation and In-Vitro Diagnostics Medical Devices Regulation (EU
Regulations), and enabling manufacturers to comply with these requirements.

The UDI system intends to provide a globally harmonised framework for identification of medical
devices to enhance quality of care, patient safety and business processes.

"The GS1 global system of standards is the most widely implemented in the world and is used by all
stakeholders in healthcare supply chains. The GS1 identifiers are fundamental to enable an efficient
and effective identification of medical devices from product conception through every step of the
supply chain lifecycle. Strengthening patient safety is central to GS1’s mission in healthcare and GS1
is committed to support the EU Commission, manufacturers and other stakeholders worldwide in
implementing the new EU UDI system.” said Miguel Lopera, President and CEO of GS1, which has
headquarters in Brussels, Belgium.

Since 2013, GS1 is accredited as UDI issuing agency in the U.S.A. and other regulators are also
planning to allow the use of GS1 standards as the basis of their national UDI system.
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Recent Country UDI Development




GS1 Healthcare Reference Book

GS1 Healthcare Reference Book
2017-2018

Stories of successful implementations of GS1 standards

Compilation of healthcare success
stories

Reference Book 2018/2019 NEW!
Reference Book 2017/2018

Reference Book 2016/2017

Reference Book 2015/2016

Reference Book 2014/2015

Reference Book 2013/2014

Reference Book GS1 Argentina

"Successful cases of Traceability in

the Healthcare Sector in Argentina"

Reference Book 2012/2013

Reference Book 2011/2012

Reference Book 2010/2011

Reference Book 2009/2010
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GS1 Healthcare Webinars Series

Bedside scanning requires cultural change

"M ~  “When implementing bedside scanning it is

important to be a clear leader and show the
way. However, it is equally important to

- have strong nurses on the floor as ambassa-

J-,_:{ -

dors to help pave the way. A cultural Thursday
change must make sense for the individual
nurse in order to succeed, and itis a 29 AUgUSt 2019
process that needs to be kept in focus.” BI"USS€|S, CET: 14:30 - 15:30

New York: EST: 08:30 - 09:30
London, GMT: 12:30 - 13:30
Trine Spiegelhauer is a Registered Nurse and Nursing Director for the Clinic Singapore, SGT: 20:30 - 21:30
for Children and Adolescents with Surgical Diseases at Rigshospitalet S&o Paulo, BRST: 10:30 - 11:30
Nursing School, Copenhagen, Denmark.

During this webinar 'Bedside scanning requires cultural change’ Trine will
present:

1. Implementing barcode scanning is not something you do overnight;
2. the importance of leadership;

3. and the necessity to have software and hardware up to date.

https://www.gsl.org/healthcare/hpac webinars

@
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Upcoming Event:
36t Global GS1 Healthcare Conference
5-7 November 2019, New Delhi, India

With a focus on patient safety, the conference themes include:
- Track and trace for access to safe medicines

+ Hospitals working towards a better quality of care and increased
efficiency

* Unique Device Identification (UDI)

*Participation free for regulatory bodies and hospitals

More details, please visit:
https://healthcare-event.gsl.org/
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GS1 Implementation in NHS Trust
Hospital

| Mandie Sunderland

®
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Contact Details

Andy Siow

GS1 Singapore

E andysiow@gsl.org

W www.gsl.org/healthcare
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