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Protecting patients - the EU Falsified
Medicine Directive

EU Falsified Medicine Directive 2011/62/EU (FMD)

http://ec.europa.eu/health/sites/health/files/files/eudralex/vol-1/dir_2011_62/dir_2011_62_en.pdf

EU Commission Delegated Regulation 2016/161

https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-1/reg_2016_161/reg_2016_161_en.pdf

Prevent the entry into the legal supply of falsified
medicinal products by requiring the placing of safety
features consisting of a unique identifier and an anti-
tampering device on the packaging of certain medicinal
products for human use for the purposes of allowing their
identification and authentication.
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Where does GS1 play a major role ?
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The Unique Identifier in the DA

The UI - Composition

» The UI will contain:

* Product code: ISO-compliant (ISO 15459); < 50 characters;
globally unique; issued by ISO-compliant coding agencies;

¢ Serial number (max 20 characters; randomised)

* A national reimbursement or identification number (optional)

* Batch number

* Expiry date

» UI also ISO-compliant (ISO 15418; ISO 15434).

Producti code Seriallnumber Batch Pumber Expiqy date

[ \f \f i !
(01)09876543210982(21)12345AZRQF1234567890(10)A1C2E3G4I5(17)180531

Illustrative example — not binding
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Global standards - GS1 by the numbers

over 1 million 25 industries served Barcodes scanned 112 Member
companies worldwide across 150 countries more than 6 billion Organisations
use GS1 standards times per day globally around the world
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Voluntary, Global Healthcare User Group

To lead the
healthcare sector
to the successful
development and
implementation of

global standards
by bringing
together experts
in healthcare to
enhance patient
safety and supply
chain
efficiencies.

@:

GS1 Healthcare - an expanding, committed
community of globally engaged

stakeholders
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Globally unique product code
& serialisation

Product Identifier
(GTIN)

: —
GTIN:08806400123453

S $/N:000000010266 .
TN EXP 2130706

BT | 0T:12345. 0 —

\ Expiry date ]

Lot/Batch number }

Serial Number }
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From GS1 linear to GS1 DataMatrix e

21
Item identifier Expiry date

Batch number

—> Serial number
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GS1 Application Identifiers... e

01 GTIN (Global Trade Item Number) - 14
digit numeric

10 Batch / Lot — up to 20 characters -
alphanumeric

17 Expiry Date - format is YYMMDD - so for
today 170324

21 Serial Number — up to 20 characters -

alphanumeric

Sequence: GTIN first - then recommend to have fixed
length - followed by variable length
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Anatomy of a GTIN-14...

Assigned by Assigned
GS1 Global by Brand
Office Owner
Assigned by
Brand Owner
| 5 9 4
_ - P = Item
| = Indicator Number
594 = GS1
Country code
for Romania

GS1 Global Company code

@
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Different packaging levels require e
different GTIN's

= Hd
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Pallet Case / Secondary Primary
Shipper package package
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Ideally - identifiers and data carriers
at all packaging levels

(01) 0 7612345 00252 1
(17) 120101

(10) ABC99def /

7

7

(01) 0 7680123 45678 1

{17) 120101

\\ (10) ABC99def /
7612345 0025
{17) 120101

(01) 0 761

K (10) ABC99def /
7612345 0
(17) 120101

(01) o 3 8
(10) ABCY99def

2345 00254 5
(17) 120101

(01) 0 0255 2
(10) ABC99def

NOTE: Data carriers shown are for illustration purposes only!

® Note: Images shown are for illustration example only, refer to local regulations and/or the latest version of the GS1 General Specification for more detail.
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- 2 countries use their own

The coding situation in Europe
today

21 countries have a %
full GS1 GTIN U code structure

(UK, Ireland, Czech Republic, Slovakia, Latvia, Lithuania,
Estonia, Malta, Netherlands, Turkey, Romania, Bulgaria,
Serbia, Albania, Bosnia and Herzegovina, Macedonia,
Croatia, Cyprus, Slovenia, Hungary, Portugal)

2 countries use a GS1 NTIN @ with
product identification number allocated by
a number bank or an external agency for
the coding of pharmaceuticals embedded

in GS1 data structure
(France, Greece)

10 countries allow GS1 GTIN
AND GS1 NTIN

(Austria, Denmark, Finland, Germany,
Iceland, Norway,

Poland, Spain, Sweden, Switzerland)

2y
2

= S

non-GS1 compatible solution

(Germany, Italy)

° | (1) GTIN: Global Trade Item Number ‘ 3
1| (2) NTIN: National Trade Item Number o 4
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What is a NTIN?

- A National Trade Item Number - from the GS1
numbering pool, not assigned by the
manufacturer, but by 3" parties (e.g. a national
regulator) NTIN

A
’704626 123456 6‘

Number National Check
pool number  Digit
element element

NOTE: Exampleforillustrative purposes only based
on the format common forthe Nordic countries of
Denmark, Norway, Iceland, Finland and Sweden

®
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The move towards harmonisation
and GS1 standards in Europe

Belgium, Greece,
Italy

until 9 February
2025.

Implementation
announced

for 2019 in Belgium
and

for 2021 in Greece.

The Global Language of Business 4
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Multiple markets taking a pack

d  Any number of GTIN Existing pack

markets can be in a Mkt1 | Mkt2 | Mkt3 Take the worst colour | What to use in the Data Matrix

%

shared pack group T P Pack Group can be Hopefully all 3 GTINs are the
d Only 1 NTIN market can retained same on the shared pack

be in a shared pack group e

NTIN GTIN GTIN ) Use the NTIN
retained

*Subject to labelling requirements
and space on the packaging GTIN Pack can no longer be shared

Other considerations

« If an NHRN is also used there may be technical constraints on how many lines of data can be
encoded in the Data Matrix

« NTIN + NHRN is the Data Matrix is not supported by the standards

» Once a PPN is used in the barcode no other GS1 standard using market can share that pack as they
are not compatible within the same barcode

The Global Language of Business

@1 Source: GSK & Pfizer presentation, GS1 Global Conference, 2017
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Market ; EIE|E|8 |3
% 6 || 6|6 |b|b|? '
Bulgaria G | BG
Croatia HR HR
Estonia i = GTIN:GTIN - allowed
Germany DE DE
Hungary i W NTIN:NTIN - not allowed
[[:::T: :i : " Na_tion_aI:Any - not allowed**
Lithuania i i This table is a snapshot and
Malta T T will change over time
Nethe There are choices of coding
Romania R0 R0 D scheme in some markets
Slovakia sK
Slovenia ] sl
UK UK UK
Cyprus oy o
Czech Republic (¥ a
Denmark DK DK
Finland ] Al
Iceland 15 I5
Norway NO NO
Poland PL PL
Sweden s S
Belgium BE BE
France FR m
Liechtenstein u u
Switzerland H H
Austria AT AT
Greece GR GR
Spain [ £
Luxembourg w w
Portugal L P
Italy ]




Keep yourself informed

Couniry Cading status Coding short-term dev.

Mesting cn 18 Jan 2017 (351 Austria)

Under discussions: GTIM + PZN cross-referenced in the
Austria NTIN DataBase

- Bi-weekly conference calls of | o s et o o e
specific Public Policy group - -

Possible to use NTIM or GTIN until 2019, All new registered

« Contribute and watch the EU e e

Mational code will stay on the pack but not in the barcode.

FMD Coding Tracker i it 0 . 17

» The two main wholesalers have announced that they intend
ta be able o handle more than one barcode reference per
VNR in Q3-2047. That will make it possible to make a
. . transition from NTIM to GTIN for that part of the supply chain.
) Impo rta nt |nfo rmat|0n to make They also focus on being able to handle GTIN-14 when
implementing this change.
+ BUT the Phamacies have not started a project o be able to

C h a n g e S n O W stablishing the NMVO before

& project. So they will not ke
’ nNTIN to GTIN at G3-2017.
1ot gither.
- e t
« Multi-country packs == | Importan _

]n-for‘matlon until 2018. All new product

ing NTIN to GTIN.
Finland pack but not in the barcode.
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Harmonisation around the
identification of pharmaceuticals

= country using GS1 standards

.| = no input available

The Global Language of Business
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For the developing countries:
WHO and USAID/UNFPA

@:

2015 Generic Preferred Product Profile for
Vaccines (PSPQ2) recommends barcodes with
GS1 standards (GTIN, lot number and
expiry date) on all packaging levels used
by manufacturers, with the exception of
primary packaging

http://www.who.int/iris/bitstream/10665/148168/1/WHO IVB 14.10
eng.pdf

USAID and UNFPA requirements for
reproductive health products will be put into
action now - same approach: GTIN, lot
number, expiry date - later serialisation

https://www.ghsupplychain.org/news-type/innovations
http://summit2017.familyplanning2020.org/commitment.html

The Global Language of Business

© Copyright GS1 AISBL, 2012-2018. All Rights Reserved.

Vaccine Pre: sentation and Packaging Advi isory Group
Generic Preferred Product
Profile for Vaccines

version2.1

[dentification Guidelines
for Reproductive Health
Products

Regroductive feaith Global Troceabilizy Advlory Group


http://www.who.int/iris/bitstream/10665/148168/1/WHO_IVB_14.10_eng.pdf
https://www.ghsupplychain.org/news-type/innovations
http://summit2017.familyplanning2020.org/commitment.html

Interagency Supply Chain Group (ISG)
Adoption of global GS1 standards

The ISG: Bill and Melinda Gates ey M
Foundation, DFID, Global Affairs Canada, i : *
the Global Drug Facility, KfW, the Global T T

ghes. The group promates coordination both globaly
and

da, the Global Drug Faclity, KW, the Global Fund, Ga-

Fund, Gavi, NORAD, UNDP, UNFPA, %:mmrﬁﬁ“
UNICEF, USAID, World Bank, WFP and T T
WHO published a position paper in August ——

Medidnes supply chain exacution and responsiveness. nadves of oerwise have not approached this topic at

require synchronizaion of supply and demand, a5 well as a1

2017 on the adoption of GS1 standards RS L B T

ning a wide (I not global geographic) region. Whitst the  Standards (GS1) 10 provide a wider and hamanized
aceabily systems has boen identlied  ramework for supply chain visility, syengthening anti-

committing to the process of transitioning to e T R S R A
include established, global data standards as ) S

Current activities of the ISG

part of their procurement requirements and T T r—— e

mﬂmm and global chain standard, globilly, thiough tech-
u-m-'.-amm astaboration with mandacturer. i

support country uptake of these standards. == PR

Develop a soadmap & mmunammaus 1 standards mummmmm
« Provide technical sssitance 10 several countries Nasonal Ti
abdity Systems. and phans for barcoding of
05 Jor Member Sales. &.4. SUppor o @ naticn-wide adoption of bar-

s for

R —t L]
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GS1 Healthcare across the world

- 331 global conference in
Bogota, Colombia from 10
to 12 April 2017

* First conference in Africa
in Addis Ababa, Ethiopia
from 8 to 10t" May 2017
supported by international
organisations like USAID...

®
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Summarising...

- Barcoding technology and
global standards are
valuable tools to improve
patient safety, fight
counterfeits and increase
visibility in the supply chain
and with that the efficiency

- A globally harmonized
approach will be less
complex and costly

®
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Improvement of care

02:00
B @] [m =]

GS1 UK Healthcare video November 2017
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Contact Details

Ulrike Kreysa

Senior Vice-President Healthcare
GS1 Global Office, Brussels

E ulrike.kreysa@gsl.org

W www.gsl.org/healthcare
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