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Meeting rules

» Presentation in English - slides will be sent asap
« Meeting is recorded
» Please mute during presentation + switch off video sharing
- Different tabs:
« Chat: feedback
« Questions: put questions here, we will answer them live at the end of the
presentation (or if no time or if too many questions, we will answer under
this tab)

« Polls: at the end

I Chat Questions Polls People

Thanks and enjoy the event!
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Antitrust clause

GS1 Belgium & Luxembourg will not enter into any discussion, activity or conduct that
may infringe, on its part or on the part of its members and participants, any applicable
competition laws.

By way of example, members and participants shall not discuss, communicate or
exchange any commercially sensitive information, including non-public information
relating to prices, marketing and advertisement strategy, costs and revenues, trading
terms and conditions and conditions with third parties, including purchasing strategy,
terms of supply, trade programs or distribution strategy.

This applies not only to discussion in formal meetings but also to informal discussions
before, during or after meetings.

http://www.gs1belu.org/nl/over-ons/bestuur/deontologische-code
http://www.gs1belu.org/fr/administration/code-deontologique
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GS1 policy to all meetings: 

Members shall not go into discussions
Members shall not discuss commercial information regarding prices, strategies, costs or any other trade constrains during this meeting
No discussions on competition activities


.

Intellectual Property (IP) clause

By their mere presence at the meetings of consulting bodies and/or working groups of
GS1 Belgilux, participants release all intellectual property rights on information
(oral and written) provided by them during the meetings of consulting bodies and/or
working groups of GS1 Belgilux, regardless of whether the members are represented by
employees or by contractors delegated by them.

The information thus provided by GS1 members can and will be processed (without
additional message) by GS1 in - without wishing to be exhaustive — GS1 protocols, GS1
standards, GS1 reports,... As of then this registered and (un)processed information
belongs exclusively to GS1.

(see also article 2.2 of the General Conditions of GS1 Belgium & Luxembourg approved
by the Board on October 28 2015)
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The goal of GS1 
Process standards
User driven to our members
By their presence, all participants give up all intellectual property rights on information mentioned during this meeting
The gathered info will be processed by GS1 and this information exclusively belongs to GS1


Privacy disclaimer

«  This Webinar/event will be recorded in order to be able to share it with the
participants and partners/members of GS1.

« You are kindly invited to ask questions at the FAQ session before the end of the
Webinar/event.

- By participating you are authorizing GS1 to process the data that you share for
the realization and distribution of this Webinar/event.

@1 The Global Language of Business © GS1 Belgium & Luxembourg 2021 5
Belgium & Luxembourg



Topics

- Welcome
My Product manager (MPM) update 20’ (SL)
- Healthcare 30’ (PP)

- Sectoral data exchange: HO2C (EANCOM - EDIFACT) 15’ (DW)
- Cross-sector & cross-border data exchange (Peppol) 30’ (DW)
«  GS1belu knowledge centre (existing & new) 10’ (DW+SL)
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My Product Manager (MPM) - Update

What changed since our last event ?

My Product

w4 ) Manager

BIEP!

®
@1 The Global Language of Business © GS1 Belgium & Luxembourg 2021
Belgium & Luxembourg


Presenter
Presentation Notes





MPM - Datamodel releases

New datamodel releases per sector
- DIY, Garden and Pet: Planning 2021
- FMCG/FS: Planning 2021

Release 1 18 december 2020
Went into
Release 2 19 maart 2021 - -
production
Release 3 18 juni 2021 on 15/05
Feleasze 4 17 september 2021
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https://www.gs1belu.org/nl/datamodel-voor-de-doe-het-zelf-tuin-diersector
https://www.gs1belu.org/nl/updates-releases-gdsn-fmcg-foodservice

MPM - Datamodel releases

@1 Twhzlgrgga'\:c;_:lr?;uageofBusiness ) B
sl @5k - w + Datamodel update
15/05 = new rules
influences DQ scores*

Dashboard My Products My Brands My Publications My Reports

Supplier Report

GLN: Mumber of GTIN's Current data qualit ° H H H
5410000111128 6 100.‘*00%, N Suppliers ShOU|(-j fill in
data or correct it

Your validation failures Tradeltem status overview

You have no validation errors.

Keep up the good work! o Changes V|S|b|e |n

reporting tool of MPM

N + Click-through GTIN to

Watch our vidzo tutorial or find mors information in_our

Trade ltem overview

Erand GPCCategoryCode

HammerTime 10003500 manuz

DHZTD TEST BRAND 10002121 correct
DHZTD TEST BRAND 10003500
DHZTD TEST BRAND 10003500
NIEUWMERK 10003639
DHZTD TEST BRAND 10003984
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MPM - Documentation

Technical documentation (API) is updated on our website:

- Upload: Here
- Download: Here

* FMCG

* Datamodel —

= External-contract-v2.0_json
= Upload open APi Specification. JSON

& Foodservice sector:

codelist Incremental upload: Only the new products or changed products are prepared on the SFTP server

PLEASE NOTE: these options are available only for the identity cards or the products that comply
with the B2C (data specified on the label) or FMCG Benelux data models.

« Upload open APi Specification¥AML Technical decumentation:
« Do-it-Yourself, Garden & Pet sector: * Datamodel FMCG & Foodservice —
s Datamode] —= * Datamodel Do-it-Yourself, Garden & Pet —
» codelist * Codelist —

« External-contract-v2.0.json

* External-contract-v2.0.xsd —

= Upload open APi Specification.JSON

= Upload open APi SpecificationYAML

©
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https://www.gs1belu.org/nl/productinformatie-opladen-my-product-manager
https://www.gs1belu.org/nl/productinformatie-afnemen-my-product-manager

MPM - Datamodel releases

- When will which datamodel be accessible in MPM ?

- DIY, Garden and Pet: Available

- Healthcare - ECHO: Available* API download not yet available
- FMCG/FS - B2C: Available

- FMCG/FS - B2B: Available under certain conditions*

* No publications to other target markets than BE/LUX/NL
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MPM - Migration FMCG/FS [updated]

* Old Trustbox users already migrated to My Product Manager in 2020 (B2C model)

« Users currently using the CDB (B2B2C model) will be migrated in Sept/oct of
2021 *

- However, under some prerequisites, new users can directly be setup onto MPM for
B2B2C

- We will assess this case by case
- If not possible, setup on CDB and migrated later on

- We have a small tool to migrate data from MPM (B2C) to CDB so you don’t have to
re-enter data twice

®
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MPM - FOCUS: Bulk edit and excel edit

- Two possibilities to modify data in My Product Manager through the WebUI

- Edit products through excel up and download for suppliers in the
webinterface [NEW]

- Edit products through bulk edit action - only useful when you want to add
the same value onto several products

®
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MPM - FOCUS: Product Images [Updated]

- Harmonised Benelux cross-sector guideline for product images

« Here is a short checklist to test the compliance of images: FMCG DIY

- Validation rules were added to check presence and compliacen of
images

- FMCG: need for at least one packshot per product since 01/01/2021

cl Checklist adding product
images in a GDSN-datapool or
My Product Manager

- DIY: can add picture(s) of your products and retailers will process ther. ....... .
01/05/2021

llllllll
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https://www.gs1belu.org/fr/documentation/checklist-image-produit-0
https://www.gs1belu.org/fr/documentation/checklist-image-produit-0

MPM - FOCUS: Read-only [reminder]

« Are you a supplier using another GDSN datapool or another solution ?
- Do you have an automated connexion directly to GDSN ?

Publish your data to MPM by adding a publication to GLN: 5410000876546
* You can visualise your data in read-only in the WebUI

» Access to embedded data quality report

* No cost

®
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MPM - Reporting

Recipient Report L
- Recipients also have

Overview Active trade items Incomplete trade items Data quality Information providers

& quick overview of the i

NI 466 (Blank)  8s.0a% 1~ ESESN access
Active GTINs Last Month (published) Amount of GTINs per Information Provider

/ - Report for all data

Incomplete GT"::::S:;‘;}:lh {unpublished) -_ rece i Ved by reCi p i e nt

Status @incomplete Status ®Actve ®incomplete ° CI i C k th ro u g h by
F— supplier

Mo image provided 466

DoplegallyRequiredindicator must not be empty.

SdsLegallyRequiredindicator must not be empty.

For this entered gpcCategoryCode, it's required to enter Substance.

If targetMarketCountryCode eguals "056" {= Belgium), then description should at le...

Severity ®Error ®#Warning

®
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Questions? Comments?

Contact

1 The Global Language of Business © GS1 Belgium & Luxembourg 2021

Belgium & Luxembourg


mailto:karkesteyn@gs1belu.org

Topics

- Welcome
My Product manager (MPM) update 20’ (SL)
Healthcare 30’ (PP)

Sectoral data exchange: HO2C (EANCOM - EDIFACT) 15’ (DW)

- HOZ2C next release
- HO2CtoPeppol mapping tool
- Other news (validation tool, the future of HO2C, ...)

Cross-sector & cross-border data exchange (Peppol) 30" (DW)
GS1belu knowledge centre (existing & new) 10’ (DW+SL)

®
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Voluntary, Global Healthcare User Group

GS1 Healthcare is a neutral and open community bringing together all related
healthcare stakeholders to lead the successful development and implementation of
global GS1 standards enhancing patient safety, operation and

supply chain efficiencies.

®
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Our vision e

« The vision of GS1 Healthcare is to be the recognised, open and neutral source
for regulatory agencies, trade organisations and other similar stakeholders
seeking input and direction for global standards in healthcare for

7

‘:{{L '1':'_1 v f""‘}
i/

Patient Supply chain  raceability Product

Safety security & data
efficiency

®
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GS1 Healthcare: an expanding, committed
community of globally engaged stakeholders...
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. in Belgium & Luxemburg there are over 500 HC companies and number is increasing
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Leading hospitals implement GS1

Erasmus MC & - B
,X p University Medicat Cemi ey
Centre Hospitalier Intercommunal AUTHORITY
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Geneve — i Australian Digital Health Agency =
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.
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LISBOA NORTE, EPE SANTAMAR[A PulidoValente P w
<
S om— v
e Servicio Andaluz de Salud =

‘ B People caring for people [t
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A

ST XINCENT'S
UK

GEISINGER

MAYO
@ HEALTH AUSTRALIA CLINIC

The Otawa | Uhipital
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. Mercy D
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= LoE
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Universiteit
UNIVERSITAIRE DE NANTES

Brussel

Les Hopitaux
Universitaires

PLAGH

. in Belgium & Luxemburg there are over 30 hospitals and number is increasing
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Beijing (8 hospitals published joint notice to collect MDs information including GTIN):
The PLA General Hospital (301)
http://www.301hospital.com.cn/en2012/web/index.html
Peking University Third Hospital 
http://www.puh3.net.cn/englishweb/index.shtml
And Peking Union Medical College Hospital, 304 hospital, 307 hospital…

Shanghai (almost all the hospitals are using GS1 in implants traceability system):
Shanghai East Hospital
http://www.easthospital.cn/
Shanghai Shuguang Hospital
http://www.sgyy.cn/cn/index/
…

Hang Zhou Bin jiang Hospital （using GS1 DM on drugs）

West China School of Medicine / West China Hospital of Sichuan University

More than 150 hospitals are using GS1 in China



by
i COVID-19 Vaccine A"
< Injection 5§
COVID-19 Vaccine "
(ChAdOx1-S [recombind®:
U hiramuscular use
N léldﬁhuws!ﬁlld\\mm.m
~ Sored at 2t 25°C (35 t0 77°F) Multldose vial (10 x 0_5”

-
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Legislations - types of healthcare products 6

Medicines Medical Devices

& =

Y ¥
B SR L

®
@1 The Global Language of Business © GS1 Belgium & Luxembourg 2021 24
Belgium & Luxembourg



Legislations - types of healthcare products

Medicines

®
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Background Counterfeiting medicine

Definition WHO

- with fake packaging.

©

GOUNTERFEIT

A counterfeit medicine is one which is deliberately
and fraudulently mislabeled with respect to identity
and/or source.

Counterfeiting can apply to both branded and generic
products and counterfeit products may include
products

- with the correct ingredients or with the wrong
ingredients

- without active ingredients
- with insufficient active ingredients or

SFFC = Spurious, Falsely labelled, Falsified, Counterfeit

1 The Global Language of Business © GS1 Belgium & Luxembourg 2021
Belgium & Luxembourg

26



The Impact

According to Interpol more than one million people die each year from
counterfeit drugs!

In some areas of Asia, Africa and Latin America
counterfeit medical goods can form up to 30% of the market

®
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The “favourites”

- Antibiotics

- HIV/AIDS

< Cancer medication
* Antidepressants

» Drugs to treat erectile
dysfunction

- Weight-loss supplements
» Anti-Malaria medication
« Anti-Allergica

- COVID 19

- ..and more!

®
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GMP 7?77

A counterfeit medicines
« factory »

The Pharmaceutical industry
deals with the most frequently
counterfeited products
worldwide.

This is a manufacturing
process: the tableting machine
and drying process belong to a
criminal gang of
counterfeiters.

Where's the traceability, GMP*,
safety, lot management?

* Good manufacturing practices

®
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Can you imagine giving a drug developed in this environment to a relative?




Introduction

lwm
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Introduction
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Falsified medicines
Peter Gillespie case

2.000.000

China N .

The Global Language of Business
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Fake cancer drugs given to thousands: Conman jailed for importing two million doses
Gillespie had imported 72,000 packs of counterfeit medicines – more than two million doses – between December 2006 and May 2007. Up to 25,000 seriously ill people, including many suffering from prostate cancer, took the drugs before the scam was discovered.
Gillespie ran a company in Luxembourg which purchased the fake drugs from China for £1.4million, when they had a retail value of at least £4.7million.


https://www.dailymail.co.uk/news/article-1374968/Peter-Gillespie-jailed-peddling-72-000-packs-dodgy-drugs-UK-healthcare-market-EUs-worst-fake-medicine-scam.html

Falsified medicines
Peter Gillespie case

2.000.000

China N .

The Global Language of Business
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Fake cancer drugs given to thousands: Conman jailed for importing two million doses
Gillespie had imported 72,000 packs of counterfeit medicines – more than two million doses – between December 2006 and May 2007. Up to 25,000 seriously ill people, including many suffering from prostate cancer, took the drugs before the scam was discovered.
Gillespie ran a company in Luxembourg which purchased the fake drugs from China for £1.4million, when they had a retail value of at least £4.7million.


https://www.dailymail.co.uk/news/article-1374968/Peter-Gillespie-jailed-peddling-72-000-packs-dodgy-drugs-UK-healthcare-market-EUs-worst-fake-medicine-scam.html

Falsified medicines
Peter Gillespie case

2.000.000

China — .

X not found/ used

The Global Language of Business
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Fake cancer drugs given to thousands: Conman jailed for importing two million doses
Gillespie had imported 72,000 packs of counterfeit medicines – more than two million doses – between December 2006 and May 2007. Up to 25,000 seriously ill people, including many suffering from prostate cancer, took the drugs before the scam was discovered.
Gillespie ran a company in Luxembourg which purchased the fake drugs from China for £1.4million, when they had a retail value of at least £4.7million.


https://www.dailymail.co.uk/news/article-1374968/Peter-Gillespie-jailed-peddling-72-000-packs-dodgy-drugs-UK-healthcare-market-EUs-worst-fake-medicine-scam.html

Package codes EU

GS1 GTIN code structure, 13 digits

Nordisk Varenummer, 13 digits

Spanish Codigo National, 13 digits

PZN (Germany), 7/8 digits
PZN (Austria), 13 digit
Italian Bollino (AIC code), 9 digits

French CIP code, Datamatrix (2011)

Belgian ABP code, 16 digits

Greek EOF code, 9 digits

B
=
B
Ll
[m
=

Portuguese code, 7 digits

L Source: EFPIA /

®
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e

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

®
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EU Anti-Falsified Medicines Legislation: Directiv
2011/62/EU

4 Pillars

2. Reinforcing the

1. Safety features
L2 distribution chain
Mandatory identification and
authentication of individual

et Strengthened GDP and
medicine packs.

requirements for GOOd
wholesale distributors . . .
Distributi

3. Active substances
4. Internet sales

Tougher rules on importation on

R i |

:?anul‘a?:t‘ureru. pohar::la::fi:s.ega e P ra Ctl ce
Good manufacturing practice (GMP) vy

if the website
is operating
legally

https://ec.europa.eu/health/human-use/falsified medicines en

Source: Presentation Jerome Lepeintre. GS1 HC Congress Beijin, October 2016

®
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https://ec.europa.eu/health/human-use/falsified_medicines_en

EU FMD
Delegated reqgulation 2016/161

- Detailed rules for the safety features appearing on the packaging of medicinal
products for human use

« Published in the Official Journal on 9th February 2016

© Timeline: oy 9 2016 official
publication of the DA on Feb 9 2025 Official Deadline
Safety Feature Belgium, Greece and Italy

mqmmi

Feb 9 2019 Official
Deadline for all MS except
Belgium, Greece and Italy

Belgium has officially communicated that it will follow the deadline of Feb 9 2019

®
@1 The Global Language of Business © GS1 Belgium & Luxembourg 2021 38
Belgium & Luxembourg



FMD: safety features

Safety Features

Safety features

Unique identifier Anti-tampering
(UI) device (ATD)
g =
Code enabling the identification Device allowing the verification of
and authentication of a given whether a pack has been
pack. opened/tampered with.

Source: Presentation Jerome Lepeintre. GS1 HC Congress Beijin, October 2016

®
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FMD: safety features
I T

EU FMD GS1 Standards
Falsified Medicines Directive Product Identification
Manufacturer Brand Owner

manufacturers of medicinal products
bearing the safety features

Safety Features N/A
Unique Identifier
GTIN and variable data using

4 Data Elements application identifiers (AI)

- Product code - GTIN, Global Trade Item Number: AI(01)
- Batch/Lot Number - Batch/Lot Number: AI (10)

- Expiry Date - Expiration Date: AI (17)

- Serial Number - Serial Number: AI (21)

Data Carrier

DataMatrix ECC200 2D GS1 DataMatrix

®
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FMD - Medicines in scope

- In scope
- Medicinal products subject to prescription
- Except the medicines described on the white list:
Radionuclides, medicinal gases, IV solutions, contrast media, homeopathic medicines

- Omeprazole capsules

- Out of Scope
- Over-the-Counter medicines (=0TC)

®
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Omeprazol zorgt dat de maag minder zuur maakt. Het wordt onder meer gebruikt bij maagklachten, maagzweren, darmzweren of om deze klachten te ….. 

Over-the-counter (OTC) drugs are medicines sold directly to a consumer without a requirement.



Falsified Medicines Directive

CNK code

214

7-205

Reimbursement:
CNK + unique numerical code

0123652327869340

®
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Medicines Verification System

Pharmaceutical i
Manufactines Wholesaler Wholesaler Patient

B
FLOW FLOW

L I

L

The European
L sion wi | ) Medicines Verification
" | B o vernanon - SYSTEM (EMVS) IS
[E2E X i
composed of a central
HUB and the different
National Verification

. Risk Based
v Verification

Medicines

\EAIEEEUEY - Authenticate Number SySte ms ( N M VS) .

System

Source: https://bemvo.be/start/medicines-verification-system/
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https://bemvo.be/start/medicines-verification-system/

Medicines Verification System

System Landscape 2

SYSTEM OWNER = OBP SYSTEM OWNER = EMVO SYSTEM OWNER = OBP
Marketing authorisation holder(s) o8P 08P Marketing authorisation holder(s)
WITHO':JT- i v interface interface WITH e -
parallel distribution activity parallel distribution activity
SYSTEM OWNER = NMVO
pharma. wholesaler
interface § interface j
{"D?:bealding Partner) pharmacy @
system
NMVS
{National Medicines Verification System)
NMVO SYSTEM OWNER = PHARMACIST 3YSTEM OWNEF WHOLESALER
(National Medicines Verification Organisation)
Source : https://emvo-medicines.eu/new/wp-content/uploads/System-Landscape-2.jpg
®
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https://emvo-medicines.eu/new/wp-content/uploads/System-Landscape-2.jpg

Legislations - types of healthcare products e

Medical Devices

®
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UDI - what was driving the Need ? Issues
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UDI - what was driving the Need ? Technology e
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UDI - what was driving the Need ? Duplicates

Product catalog numbers include duplicate identifiers for the different products across manufacturers

305905 Mosaic ® 305 Porcine Heart Valve

_ 305905 3mL BD SafetyGlide ™ Syringe

J&J 305905

Protectiv ® IV Catheter System ........... /0(0

®
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Belgium & Luxembourg
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UDI - what was driving the Need ? Duplicates

* Product catalog numbers include duplicate identifiers for the different products across manufacturers

305905 Mosaic ® 305 Porcine Heart Valve .............
_ 305905 3mL BD SafetyGlide ™ Syringe ........... Q\e

J&J 305905 Protectiv ® IV Catheter System ...........

*  Product re-identification by every stakeholder in the supply chain, making product tracking efforts
extremely difficult

®
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UDI - what was driving the Need ? Duplicates

Product catalog numbers include duplicate identifiers for the different products across manufacturers
305905 Mosaic ® 305 Porcine Heart Valve
_ 305905 3mL BD SafetyGlide ™ Syringe

J&J 305905

Protectiv ® IV Catheter System ........... ro<<\

extremely difficult

Manufacturer

) Distributor ) Hospital or Healthcare Provider
Product # 305905 Product # MT305905 Product # M-5905

Product re-identification by every stakeholder in the supply chain, making product tracking efforts

: _.,.n—r&:

®
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UDI and the GS1 System of Standards e

o1 1§ oot Y Ao

Device
In the EU: Identifier Unique Automatic
N |:> Device <:| Identification
Basic UDI-DI Identifier and Data
Production Database Capture
Identifier

/ \_ J

b 2
.
@ Identify w Identify ‘1.;’ Share @.D Capture
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Composition of the UDI (GTIN) 1/3 6

Device Identifier (DI)

®
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Composition of the UDI (GTIN) 2/3 6

Device Identifier (DI) + Product Identifier (PI)

Expiry Date

Batch Number
Serial Number

®
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Composition of the UDI (GTIN) 3/3 6

Device Identifier (DI) + Product Identifier (PI) j———

®
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UDI in GS1 AIDC terms

UDI regulatory requirements GS1 Standards

Required Basic UDI-DI GMN (Global Model Number)

No Application Identifier (Al) for regulated
medical devices

UDI-DI GTIN
Device ldentifier (DI) Global Trade Item Number

in the EU « New » level of identification in the EU

UDI-PI Al Application Identifier (Al)
Production Identifier (PI) + Expiration date Al(17)-e.g. 141120
(if applicabie) + Batch — lot Al(10)-e.g. 1234AB
» Serial number Al(21)-e.g. 12345XYZ
» Manufacture date Al(11)-e.g. 250717

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

UDI-DI + UDI-PI = UDI GTIN or GTIN + Al(s) = UDI

* The HRI Format shall follow the rules of the UDI Issuing Entity

®
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Composition of the GMN (Basic UDI-DI)

N KN BN N T 0 =

GS1 Company Prefix >>> <<< Internal Model Reference >>>

n = variable position number
- alphanumeric <<< variable start position

- mandatory check characters S ROVEIESE 0
<= less than or equal

- start of GS1 Company Prefix

- numeric

To calculate the GMN check characters:

https://www.gsl.org/services/check-character-calculator

®
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https://www.gs1.org/services/check-character-calculator

GS1 Global Model Number (GMN) v.2

For regulated healthcare medical devices:
GS1 Company Prefix + alphanumeric internal model reference + 2 check-characters

Length: max 25 characters (23+2) . \ ' - .
- Key in EUDAMED 3 a \ : f
- Used on relevant documentation
- Independent of packaging
Example of Basic UDI-DI on regulated documentation:

GMN : 51498541856 MRN
T V" T "7

Data title GCP Model Check
reference character
number

- Never on the packaging, label or device
- Never used in a data carrier

« Guidance on Basic UDI-DI assignment

Basic UDI-DI (English Version) - YouTube

®
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https://www.medtecheurope.org/resource-library/medtech-europes-guidance-on-basic-udi-di-assignment/
https://www.youtube.com/watch?v=vjvjJdcSWbg

Composition of the GTIN (UDI-DI)
GTIN in a 14-digits format for UDI

Pad or Fill Zero(es)>>> << <Right aligned GTIN string

CooEEoOEEEEEE -
EODBDEEEEEEERRAR
EEEEEEEREEEREBA
EEDEEEEEREEEAR
GS1 Company Prefix >>> << <Item Reference
indicator digit . Check Digit << < variable start position

=
. start of GS1 Company Prefix Zeros inserted >>> variable length

https://www.qgsl.org/services/check-digit-calculator
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https://www.gs1.org/services/check-digit-calculator

Reference documents

GS1 General Specifications - describes

©: o how GS1 keys & data carriers should be used
Revised http://www.qgsl.org/barcodes-epcrfid-id-
n . .
Anndatys keys/gs1-general-specifications - annual
publications
@ o

keys, es and barcodes be used in business

- GS1 Healthcare GTIN Allocation Rules -
GTIN assignment in Healthcare with
Healthcare specific examples Rules Standard

(gsl.orqg)

®
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http://www.gs1.org/barcodes-epcrfid-id-keys/gs1-general-specifications
https://www.gs1.org/docs/gsmp/healthcare/GS1_Healthcare_GTIN_Allocation_Rules.pdf

®
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How to implement UDI?




UDI system step by step

. Assess what are the products falling under the MDR/IVDR scope

. Assess what is the relevant Class for each type of product

1
2
3. Define/select one of the 4 Issuing Agencies
4. Use your GCP

5

. Basic UDI-DI (GMN) and UDI (GTIN & Als)

EUDAMED registration

. Barcodes and HRI (deadlines depending on the risk class)

10. Maintenance

The responsibility for compliance with the UDI requirements remains the entire responsibility of the GS1 user, not GS1

®
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Trade Item identification rules

Product

The brand owner allocates the GTIN One trade item, one GTIN

— A1 V (01) 0 9524000 05926 0
100) tablets m A 125)tablets m o (10) ABC123
- (21) abcd1234

Re-use of a GTIN is not
A GTIN for every different variant of a trade item perm ittEd

®
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Presentation Notes
The Healthcare GTIN Allocation Rules are designed to help industry make consistent decisions about how to manage the unique identification of trade items. For more information we suggest you read the document that you can find here and watch the webinar here
We would like to share the four most important rules: 
A separate, unique GTIN is required whenever two products are different in any way that is relevant to the trading process, intended use, or point-of-care.
The brand owner is responsible for the allocation of the GTIN.
An allocated GTIN SHALL NOT be reallocated to another trade item. Healthcare companies must ensure that GTINs allocated to regulated healthcare trade items SHALL never be reused.
One trade item equals one GTIN. So, there cannot be more than one identification number on a product.



A product = one GTIN

Each different packaging level requires a separate GTIN

Pallet

Each Case
[three syringes] Contains 3 'eaches
[BTIN-AI

| i ‘
‘
: two different trade item hierarchies
Unit of use ‘ ‘ ‘ """ ‘ | |

Each Case
leight syringes) Contains 3 ‘eaches’
[GTIN-Bsl

Pallet

®
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(GS1 Healthcare GTIN Allocation Rules

Purpose and regulatory disclaimer

This document aims at providing a globally harmonised framework for the implementation of the
GS1 standards in order to improve supply chain efficiency and ensure patient safety.

o Important: The Healthcare GTIN Allocation Rules represents a minimum requirement. Please
be advised that there may be regulation(s) in your market area that are more stringent and
SHALL be adhered to. Refer to the Healthcare Public Policy Interactive Map for more
information.

®
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https://www.gs1.org/1/hcgtinrules/en/

UDI in GS1 AIDC terms...

ISO compliant machine-
readable Data Carriers on
the product (via label or
Direct Marking) or its
packaging, which contain
the UDI : 1D/Linear &

2D/Matrix bar code
symbols, RFID.

Data Carriers

The manufacturer must

determine whether their

products fall under Direct
Marking criteria or

whether their products
meet an existing
exception.

devices that are “to be
used more than once and
reprocessed before use”.
It means that the mark

must be useable for the
useful life of the product.

@
Belgium & Luxembourg

The Global Language of Business

© GZi Beiyierr & Luaimibourg 2021 65



UDI Example of label

MOSAIC® 305 CINCH® Il MOSAIC® 305 CINCH® I

[REF] -» 305C221 Porcine Bioprosthesis Aortic Valve

1F4855 (07)006431690017653

I

1

ATTF4B55

01)00643 169001763 1607 12(21)21A7 o) (17)160712(21)21
|
Devi [STERILE[LC [Prrocen| MOSAIC® 305 CINCH® Il
evice SwiniC DevestaEsn |, Newrwwne  DoMetReseric Porcine Bioprosthesis Aortic Valve Production Identifier (PI)
Identifier (DI) FABNpChY prconing ¥ ENEI0HIR) “Dynamic” portion
“Static” porti 3 L o

Static® portion o 1 i S Application Identifiers (e.g.
GTI N (prod uCt Do Not Reuse Quantty Temparat re Limitaton . .

i . serial, lot number & expiry

identifier) Rx only [[[i]waww medtronic comimanuats

For US Audiences Oniy Censulk Instnactons for Use date)

Check temperature indicator prior to use

Manufacturer: Manufactured at:
Madronc, o Santa Ana CA USA
710 Medtroric Parcrs;

s, MM 5543 S 2011 Medironc

®
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Presentation Notes
Production Identifier (PI) Partie “Dynamique” 
Identifiants d’application (#série, # de lot, date de péremption)

Device Identifier (DI) Partie “Statique”
GTIN (identifiant produit)



UDI Example of label

CA/GB Sodi tate buffer luti for use ONLY with extracorporeal
H.E.L.P. apheresis
Caution: Federal Law (U.S.) restricts this device to sale by or on order of a physician.

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

sterile / stérile

Endotoxin-FREE and non-p ic/ Ne ient pas d’ ines et pyrog

SINGLE USE only, discard unused portion/ A USAGE UNIQUE seulement, jeter la portion inutilisée
DO NOT add any additives/ NE PAS ajouter d’additifs

NOT for intravenous infusion/ NON adapté 4 une perfusion intraveineuse

ONLY USE if iner and ions are not Ne pas utiliser si 'emballage et les
——— 54
Keep out of the reach of children/ Conserver la solution hors de portée des enfants

Sodium acetate x 3 HEO 27.22g/l

Acetic acid 99% 6.82g/l
L}

DIN: 02373807
s Manufacturer:
5l
: B/BRAUN
o

- e B. B Avitum AG
Device Identifier (DI) 4206 Welsungen

Germany

“Static” portion ~‘ @) 170228(1 1)1 40304¢10)0350’

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

ONLY USE if solution is clear and colourless/ UTILISER UNIQUEMENT si la solution est limpide et incoloré Article no.: 41 1 3

4 x 3000 ml

CEoo kT ®
4;5 A &

Read Do not

carefully Telise
instructions.

LOT| Batchno.: 0350214

@ Manuf. date: 2014-03-04
g Expiry date: 2017-02-28

Canadian Distributor:
Chief Medical Supplies Lid.
411-19th Street S.E.
Calgary, Alberta T2E 8J7 Production site:
B. Braun Avitum AG
US Distributor: Kattenvenner Str. 32
B. Braun Medical Inc. 49219 Glandori, Germany
Bethlehemn,PA 18018-3524 Made in Germany

GTIN (product

-
identiﬁer) Production Identifier (PI)
“Dynamic” portion
® Application Identifiers (e.g. serial, lot number & expiry date)
1 The Global Language of Business © GS1 Belgium & Luxembourg 2021

Belgium & Luxembourg

67



UDI Example of label IN CASE of RETAIL

s N
Trocars
[REF]: T05-100-CT-A [SN]: TR160005771 Device Identifier (D)
&I g LOT ® “Static” portion
GTIN (product identifier)
20161001 20190930 116091411 DO NOT REUSE EAN13
Sterilized using ethylene oxide ] ) ) )
. _ For devices exclusively intended for retail
@Do not use if package is damaged point of saIe, the UDI PIs
['[i] Consult instructions for use / in AIDC shall not be required to appear

on the point of sale packaging.
ad 7% Guangzhou T.K Medical InstmmentCo.,‘ké. P P ging

Address AB01 Guangzhou Intemational Business Incubatge-8Tangzhou Sciente~Rgrk,

Guangzhou,China . .
Tel No. +86 20 3229 0169 ProduE:Dtlon _Igenzlfler (PI)
Fax No. +86 20 3229 0395 0430 ynamic™ portion

50

MedNet GmbH,
Borkstrasse 10,

48163 Minster, Germany

Application Identifiers (e.g. serial, lot number &
/ expiry date)
GS1128
\ I
- N

®
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UDI Example of label : DPM

©

Label Example

Direct Part
Marking

REF 210024 1034887 {J 2013-07-30 [GTv]s

PANALOK® Absorbable Anchor

[Bcony|  [STERILE|EO)]

DePuy Mitek, Inc
325 Paramount Drive Raynham, MA 02767, USA ( E

LTI TR AN

(01)10381350000016

LTI L

(17)130730(10)1

0086

1

Belgium & Luxembourg

The Global Language of Business
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Barcode : GS1 DataMatrix

UDI regulatory requirements GS1 Standards

Basic UDI-DI GMN (Global Model Number) 7
« New » level of identification in the EU No Application Identifier (Al) for regulated
medical devices

UDI-DI GTIN
ice |dentifier (DI) Global Trade Item Number

UDI-PI Application Identifier (Al)
Production Identifier (P1) Exp;ratlon date Al(17)-e.g. 141120

(it applicabie) + Batch — lot Al(10)-e.g. 1234AB
« Serial number Al(21)-e.g. 12345XYZ (D‘I } D 541 D[” 3 1 1 1 DD g’
* Manufacture date Al(11)-e.g. 250717 (1 T} 1 6[} 52?
Production Identifier data will vary by medical device type and manufacturer current practice. ( 1 D} A E C 1 2 3

(21) 12345678

* The HRI Format shall follow the rules of the UDI Issuing Entity

®
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UDI Databases — USA and EU

Part that the U.S.
FDA UDI system

focuses on today...

EUDAMED

European Databank on Medical Devices
(as proposed by the European Commission)
Electronic ' Electronic Electronic Electronic Electronic Electronic
system system system system system system
on on on on on on
Registration ubi Certificates Vigilance Market Clinical
surveillance investigations
Medical devices/ VLR | Device Identifier | Rcertificates issued o Measures taken sponsors
economic ?peratn 5 data elements by notified bodies &nous;ncldents by Member States re. | | (& manufacturers)
incl. & i devices presenting a description of:
Summary of Safety Information on Field safety risk to health & safety| | investigational
Fa':r‘f’ Clinical certificates corrective actions preventive health device,
ormance refused ) ) rotection measures
(high risk devices) suspended Field safety notices || P p‘:::::]p:er‘:-f"é’l
reinstated status of CI
restricted
withdrawn Il
®

1
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provided by

Global Data Synchronisation Network (GDSN)

*= UDI databases do not subscribe to the GDSN and are an out of network connection. Data Pools offer the data
registration as a value-added service to their customers. This is not governed by GDSN policy.

GDSN = E...”.E?..)

Mmappings are e .,

H US FDA GUDID
G Minagar™ ; > I I
H - - MPM API

G S 1 ﬂ ............ ; & WHOLESALER /
" : Specific

Healthcare as wracturer DISTRIBUTOR
a COUI‘tesy tO -“-? ......... \)
the industry, ﬂ """"""" e . MPM API
it is not a IO RSP — . ........................ >
requirement : HOSPITAL
of an Issuing ﬂ ;S
Entity* MANUFACTURER
NL LIR

®
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Webapp on the FDA website


D
ECHO

« ECHO (European Collaboration of Healthcare
Organisations)

. GS1 MOs, Manufacturers, Hospitals

+  ECHO datamodel:
- Legal requirements (FDA, NHS, Eudamed)

- Business requirements (hospitals, wholesalers,
GPOs,...)

2018: phase 1

- ECHO mandatory data-attributes for medical
devices, based on the US FDA legal requirements
and the UK NHS requirements

+ Roadmap 2018 - 2022

- Determination business needs: alignment between
the stakeholders

- Pharmaceutical products

- Medical devices
- EUDAMED

®
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Start beperkt, en groei samen.
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EU - UDI: EUDAMED timeframe — MDR*

Timeframe subject to changes

Until May 2022
All registration in the modules released

remains voluntary. Member States 26 May 2023 26 May 2025
decide which platform (national or
EUDAMED) they will use. UDI labelling for Class Ila UDI labelling for Class I
and IIb Devices Devices

\/

1 December 2020
Actor Registration Module
to be launched

26 May 2021: MDR date of application

UDI assignment (ie Basic UDI-DI &
uDI)

- UDI labelling for implantables and for
Class 3 Devices

26 May 2022: EUDAMED officially released
Deadline for MDR device registration to 26 May 2024 + 2 years for Direct Marking,
(18+6 months = 24 months after EUDAMED becomes when applicable
fully functional). For more details: MDCG 2019-4
Timelines for registration of device data elements in
EUDAMED and transitional period FAQs

*IVDR application deadline: 26 May 2022

®
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https://ec.europa.eu/docsroom/documents/34921
https://www.camd-europe.eu/wp-content/uploads/2018/05/FAQ_MDR_180117_V1.0-1.pdf

Where? Requirements for medical device identification e

oL

Canada
£ A
‘* Turkey Qatar ‘p,; S.Korea Japan
U.S.A. China
4- ﬁ ‘ -
L] 2 *g Chinese
Saudi India Taipei
Arabia *
Singapore
wk
Brazil
"
ik Australia
Argentina
And more coming
@1 The Global Language of Business © GS1 Belgium & Luxembourg 2021
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Key take away

The Healthcare supply chain is
global

After COVID-19 healthcare will need
optimized processes for a better
and safer future

Traceability will stay an
important topic during and after
the pandemic

UDI will contribute significant to
make supply chains efficient and
improve patient safety!

1 The Global Language of Business © GS1 Belgium & Luxembourg 2021
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Presentation Notes
Key take away
The Healthcare supply chain is global
After the COVID-19 pandemic healthcare stakeholders will concentrate on optimizing processes for a better and safer future
Chinese manufacturers who want to export into the world will need to implement GLOBAL standards
Let’s work together to improve patient safety – with a simple scan!



Questions? Comments?

Contact
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mailto:dwillekens@gs1belu.org

. ””‘"Mﬁ!ﬁﬁ
Topics TOCASH

POWERED BY GS1 BELGILUX

- Welcome
My Product manager (MPM) update 20’ (SL)
Healthcare 30’ (PP)

Sectoral data exchange: HO2C (EANCOM - EDIFACT) 15’ (DW)

- HOZ2C next release
- HO2CtoPeppol mapping tool
- Other news (validation tool, the future of HO2C, ...)

Cross-sector & cross-border data exchange (Peppol) 30" (DW)
GS1belu knowledge centre (existing & new) 10’ (DW+SL)
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Topics of the meeting


HARMONIZED
HO2C v3.1: next release TE?EEEE

* Workgroup HO2C (subgroup EDI committee) limited to members
- Will discuss proposed changes
- Align HO2C with EN 16931
- Align HO2C with minimal legal invoice in Belgium (see later)
- Specific member requests
- Minor editorial (typos) changes
- Add VMI messages (INVRPT, SLSRPT, ORDERS proposal)
- As with HO2C v3.0, changes will be presented in detail to partners later
-> date to be planned when workgroup concludes

®
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Presentation Notes
HO2C is a growing format. We try to update based on several inputs:
Member request
European Norm
Other workgroups (e.g. BEG)
Legal stuff
Code list change
GS1 GO (Global Office) feedback
…





HARMONIZED

HO2C v3+ -> Peppol BIS v3 -> public entities &

POWERED BY GS1 BELGILUX

i HO2Cv3 to PeppolBISv3 - B2G

provider
2

Q HO2C 3 @ PEPPOL BIS v3

Fap. i -E’ : Belgium & Luxembourg —

$Olucious _EI HARMONIZED @ Pe PP ol
}gDEK The future is open

ASH

MQW| POWERED BY GS1 BELGIILX

1. Document in HO2C v3 send to tool
= 2. Document in HO2C v3 mapped to Peppol BIS v3
@1 3. Document send over Peppol network (using SML/SMP)
. 4. Document collected by public entity on Mercurius
Belgium & Luxembourg

L
Federale overheidsdienst
Beleid en Ondersteuning
L -
S Service public fédéral
Stratégie et Appui

Customer/
public

@ peppOI PEPPOLBIS v3 3 m 4

T huruimie st UBL2.1 Simpl.e PRIOR

BIS v3

UBL2.1

®
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Some special flow for sending our national HO2C format to the public entities (& other Peppol receivers).
All ‘pure’ scenarios from HO2C v3 manual are possible (and more),



Update on Mapping tool HO2CtoPeppol &3255

POWERED BY GS51 BELGILUX

«  Changed schemelD 9956 to 0208 (Supplier & Customer)

+ Add elements ‘minimal legal invoice in Belgium’
- Customer address data from NAD+BY (no longer from NAD+I1V)
- RPR -> RFF+GN:RPR Brussel’ (after NAD+SU)
- Legal form -> add to name from NAD+BY

« Customer can be identified by GLN, CBEnr & VATnr
- => first check receiver GLN UNB in receiving capabilities Peppol
« -> Yes = use GLN (e.g. healthcare)
« -> No (e.g. dummy GLN Mercurius — 5488888006515/5488888010581)
- Use CBEnNr (preferred or if not subject to VAT)
- Use VATnr (if no CBE after NAD+1V)
Old Mercurius interface has been decommissioned
More info in cross-sector newsletter -> to subscribe
- Free to use for registered partners

®
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Functionalities added to on the mapping tool,

https://gs1belu.us3.list-manage.com/subscribe?u=07467f19664873bac84de9559&id=8866e3f7f4

HO2C v3: news on the validation tool E?SEEE

POWERED BY GS51 BELGILUX

- Goal: increase data quality (based on schematron technology cfr. Peppol)

« Limited to HO2C v3 INVOIC (as milestone 1)

«  We continue the internal finetuning work on draft (business rules) — low priority
- Beta-version available (Github)

- Plans: support API + GUI (+ track & trace) website (HO2C v3.1)
+ keep usage free (public availability)

We dream of sending HO2C over the Peppol network (so we need schematrons)
- -> interested? Contact us
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We are (still) developing a validation tool for HO2C v3, beta available on Github,

mailto:cross-sector@gs1belu.org

HO2C: the future? roee

TO-CASH

POWERED BY GS1 BELGILU.

X

«  GS1 GO started a semantics project (linked to UN/CEFACT models)
- Goal: support multiple syntaxes based on 1 semantic data model (cfr. EN 16931)

- Start with Semantic Data Dictionary (linked to GDD) -> Business Terms
+ define approach & writing rules

- Develop data models (INVOIC, ORDERS, DESADV, eReceipt, ...)

- Map to syntaxes: GS1 XML, UN/CEFACT, EANCOM, UBL, API, ...

- Other messages (but not limited to O2C) like DESADV, INVOIC, ...
- Even outside O2C -> clinical trials, ereceipt, ...

- In the long run: we need to align this with HO2C (end next year?)

- EDI enabler: project eCommerce wholesaler
-> POC with Growzer & Coca-Cola is finalizing
-> other suppliers and tools (web platforms) will follow

®
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Some information on the semantic data model project


Questions? Comments?

Contact
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Topics

«  Welcome
My Product manager (MPM) update 30’ (SL)
- Healthcare 30’ (PP)

- Sectoral data exchange: HO2C (EANCOM - EDIFACT) 15" (DW)

- Cross-sector & cross-border data exchange (Peppol) 30’ (DW)
- Update on identification schemeID 0208 & old Peppol BIS v2 format (deadlines)
- schemelD 0209 (ISO 6523) holding all GS1 identifiers: where to use
- Peppol international invoicing: where are we?
- Update Belgian Business Expert Group (Federation Belgian Enterprises)
- CTC (realtime VAT declaration): nearby future?
- Changes to EN 16931 (CEN TC 434 WG1)

GS1belu knowledge centre (existing & new) 10" (DW+SL)

®
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SchemelD 0208 (Belgian enterprise number) I

« Has replaced 9956 (is deprecated as of 17/5/2021)
- Today -> 9956 no longer accepted in Peppol validation (spring release Peppol)
« 9956 will disappear from receiving capabilities

«  Some advice:
- Use schemelD 0208 where applicable

- In BE schemelD 0208 most suited in EndpointID (electronic address)
-> some receivers use GLN (without declaring CBE & VATnr in rec. capabilities)

- Align references used with CBE data (minimal legal Peppol invoice in Belgium)

- Notice Hermes registrations in Peppol receiving capabilities
http://smp.hermes-belgium.be/iso6523-actorid-upis::0208:0597870683/services
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https://einvoice.belgium.be/en/article/hermes-new-ally-development-e-invoicing

Decommissioning old BIS Billing 2.0

BE government (Mercurius) phased out (incoming) non-BIS 3.0 (including BIS 2.0)

Fazing out Peppol BIS v2 in B2B is ongoing (no deadline yet)
Do not send BIS v2 anymore as sending AP (C2) -> C1 might be involved (B2G)

However ... Mercurius is still sending MLR BIS v2 !!!
- IMR will replace MLR
- Transition period 1/10/2021 - 31/3/2022
- Multiple subsequent status messages are possible
- From “message received” to “Paid”
- Logic order of status sent is important (e.g. no CA after AP/RE)
- NL also focussing on IMR support
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SchemelD 0209 (GS1 identifiers) in ISO 6523

@:

Existing GS1 identifiers:

0088: GLN (alternative for enterprise number and VATnr)
0160: GTIN (global trade item number)

GS1 Application Standard for usage of ISO/IEC 6523 ICD 0209

The code will include an application identifier indicating the type of GS1 identification

key used for an object, followed by the value of the key. The string can be completed

by other application identifiers indicating attributes related to the GS1 ID key and the

value of these attributes related to the identified object.

Variable length, depending on the type of GS1 ID key and attributes being encoded

Can be used in addressing (with limitations) and data exchange environments

<cac:StandardItemIdentification> 8018 = GSRN
<cbc:ID schemeID="0209">8018541448860008309598</cbc:ID>

</cac:StandardItemIdentification>

See article in cross-sector newsletter (Vlaams Energie Bedrijf (VEB))
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https://www.gs1.org/standards/gs1-application-standard-usage-isoiec-6523-international-code-designator-icd-0209/current-standard

OpenPeppol: international invoicing

«  PINT =
The Peppol International Invoicing Model (PINT) is a semantic data model that
defines a set of business terms in an invoice to be used in an international context

«  PINT documents ready for review (in working group)
- Data model spreadsheet

- Specification
- Guideline
- DDTS document describing impact on receiving capabilities (wildcard)

*  GS1belu volunteered to test Peppol BIS v3.0 scenarios
-> to get an idea of impact on current document types (minor)
-> more to come ...
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https://gs1belgilux.sharepoint.com/sites/TeamStan/_layouts/15/Doc.aspx?OR=teams&action=edit&sourcedoc=%7b32E4CC91-191C-4F1C-BC8E-A93DE44C2833%7d
https://gs1belgilux.sharepoint.com/sites/TeamStan/_layouts/15/Doc.aspx?OR=teams&action=edit&sourcedoc=%7b06F4B495-69EA-4B99-B5D3-7F7AE5EDE693%7d
https://gs1belgilux.sharepoint.com/sites/TeamStan/_layouts/15/Doc.aspx?OR=teams&action=edit&sourcedoc=%7b090608CF-50A2-4C4C-A066-50C38224AB69%7d

/
27l

Feedback Business Expert Group (BEG) o T

- Objective BEG: implementation of Belgian scenarios in PeppolBisV3.
5 scenarios are validated (yet)
- Notice ‘minimal invoice’ -> Belgian requirements on top of Peppol BIS v3.0
- And published on einvoice.belgium.be (and others e.g. GS1belu, FEB, ...)
- Other scenarios / sector will follow (e.g. social secretariats (USS))
- Domestic VAT scenarios (Out-of-scope # Zero # Exempt -> but all are 0%)
- Establishment of a steering committee to prepare the plenary meetings

- Members of the steering committee: VBO, Agoria, BOSA, Flemish Government
and GS1 Belgium & Luxembourg. Next meeting ?

- Next plenary meeting: ?

®
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Presenter
Presentation Notes
We run some projects in close collaboration with VBO/FEB & sector federations called the Business Expert Group (BEG).

https://einvoice.belgium.be/sites/default/files/1.%20Minimal%20invoice%20%2B.docx
https://einvoice.belgium.be/en/article/business-expert-group-overview

Tax clearance — Continuous Transaction Controls

* GSl1lbelu participating in OpenPeppol CTC workgroup
« ‘Shaping the landscape’

- Identifying different scenarios

- Establishing liaison with tax authorities

- Planning
*  Europe:

- Italy: already in place

- France: plans for 2023 -> http://fnfe-mpe.org/

- Belgium?

* Goal = real time tax declaration (and reporting) & closing tax gap

®
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http://fnfe-mpe.org/

CTC — Proof of Concept (Peppol)

Simulation Environment — domestic flows

R

Business Business
Document Document

Document
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Document
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Response

Business
D Document

glocumdent Document Document Document
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Response Response

Document § i Document
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Changes to the EN 16931 (CEN TC 434 WG1)

TC 434 WG1 (GS1belu participating in Belgian mirror committee NBN (Agoria))
Member states are voting on 38 amendments

Next steps
- Syntax mapping

- Cen work finalized (incl. translation 16/9/2022)
- EU Decision & publication -> 24/5/2024

®
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Changes to the EN 16931 (Amendments)

- Inclusive prices (optional element - no calculation)

- Support >2 decimals

- Split payment

- Xml attachments (but limited - no extensions)

- Detailed information on paid amounts

- German skonto (cfr. BE scenario cash discount published on einvoice.Belgium.be)

- Car spare parts (cfr. BE scenario published on einvoice.Belgium.be)

- Extra charges on behalf of third party not part of the invoice
- Mix detail lines S(tandard) & O(ut of scope) in 1 invoice
- Multiple delivery & order references at line level (EU)

- Take out negative credit notes (only allow negative invoices)
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Tips & tricks

«  BE sender align with Peppol minimal legal invoice in Belgium (einvoice.belgium.be)
«  Use 0208 instead of 9956 (wherever allowed)
« Some statistics: https://ionite.net/peppol statistics/?country=BE

- Senders list published by Flemish government: link
-> Mercurius + major Peppol Access points in Belgium

«  Peppol fall release 2021:
-> add document type codes 102 (tax notification) & 388 (tax invoice)
-> solution for e.g. property tax & withholding tax documents (“invoices”)

«  GSl1belu will participate in e-Invoicing summit 2021 21/10/2021 (heliview.be)
«  GS1belu was also present in e-Fa talkshows Vlaamse Overheid 26/5/2021

«  GS1belu in jury of e-Fa awards 23/6/2021

« GS1belu national Forum 2021 7/10/2021

®
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Some tips & tricks

https://einvoice.belgium.be/sites/default/files/1.%20Minimal%20invoice%20%2B.docx
https://einvoice.belgium.be/sites/default/files/1.%20Minimal%20invoice%20%2B.docx
https://ionite.net/peppol_statistics/?country=BE
https://overheid.vlaanderen.be/overheidsopdrachten-en-raamcontracten/e-procurement/peppol-mercurius-eprior#2peppol-ontvangers-n-verzenders
https://heliview.be/e-invoicing
https://overheid.vlaanderen.be/agenda/e-facturatie-talkshows-2021
https://overheid.vlaanderen.be/overheidsopdrachten-en-raamcontracten/e-invoicing-en-e-procurement/e-fa-award

Questions? Comments?

Contact
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Topics

« Welcome

My Product manager (MPM) update 20’ (SL)

*  Healthcare

- Sectoral data exchange: HO2C (EANCOM - EDIFACT) 15’ (DW)

- Cross-sector & cross-border data exchange (Peppol) 30’ (DW)

- GS1belu knowledge centre (existing & new) 10’ (DW+SL)

Cross-sector (Peppol) (DW)
My Product Manager (SL)

®
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GS1belu knowledge centre Peppol

- (GS1 Trainings (transactional data exchange)

Getting familiar with Peppol:
- Basic (3/6 - 15/9)
- Advanced (17/6 - 29/9)

Peppol master class (technisch)
- Peppol detecting receiving capabilities (Peppol first) (23/9)
- Partner Identifiers in Peppol and how link to ERP
- eOrdering in Peppol incl. orderresponse & punch-out (ecommerce) (2/12)
- Peppol XML validation (manually & automated) + Peppol fall release (4/11)
- Peppol minimal legal electronic invoice in Belgium (18/11)

- Partner event - only registered partners (9/9 - 16/12)

- HO2C v3 to Peppol BIS v3 (mapping tool) p I
«  More info: peppol@gslbelu.org eppo

- Free for members & partners The future is open

®
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https://gs1belu.org/en/other-trainings-gs1
mailto:peppol@gs1belu.org

S
GS1belu: our cross-sector general projects

*  OpenPEPPOL (MoU)

- F2F (now online): 2x / year

- International invoicing + changes in receiving capabilities (SMP impact)

- Continuous Transaction Control (5-corner project): real time VAT decl. & reporting)
CEN TC434 (elnvoicing)

- WG1 changing the EN 16931 (core) + ereceipt

- WG7 building a registry for CIUS & extensions (interoperability)
CEN TC440 (eProcurement)

- WG6 eOrdering

- WG7 despatch advice + aligning eCMR solutions in EU (+ Peppol in logistics)
Correct implementation Peppol in large ERP systems

- e.g. Microsoft Business Central: global (Peppol BIS v3) + country-specific (CBEnr)

+ E-Invoicing Summit 2021 - 21/10/2021 (22/10/2021-22/11/2021 = online event)
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GS1belu knowledge centre My Product Manager

 GS1 Trainings (MPM)
Dutch: 17/06
French: 24/06
English on request

- Reminder: technical documentation MPM

« My Product Manager Manual

French
Dutch
English : NEW

1
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The Global Language of Business

Which product data?

What types of product information
does My Product Manager contain?

Entering data via My Product
Manager Share

How are product details entered
into My Product Manager?

Receiving data via My
Product Manager Share

How can you receive product sheets
from My Product Manager?

Global Data Synchronisation
Network (GDSN)

What is GDSN?

What is the relationship between
My Product Manager and GDSN?

Who uses My Product
Manager?

Which suppliers register product
information in My Product Manager?
Which companies receive data from
My Product Manager?

Which companies are active on the
Global Data Synchronisation
Network?

Quality of the product data

How does GS1 check the quality of
product data?

How are you able to see the quality
of your product sheets?

Pack shot photos

Everything you need to know about
mandatory pack shot photos for
vour product sheets

More information

Rates and subscription

How much does a My Product
Manager subscription cost?
How do | access the Platform?

Documentation

All documentation on the
datamodel of standardised product
data sheets and systems for
managing product information in
one place.
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https://www.gs1belu.org/nl/productinformatie-beheren-my-product-manager
https://www.gs1belu.org/nl/productinformatie-my-product-manager-gdsn

Questions or suggestions

Contact us
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Next GS1 partners event

9 September 2021
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