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Eurepean Directorate for the Quality of
Medicines & HealthCare (EDQM)

A Council of Europe Directorate, based on
the Convention on the Elaboration of a
European Pharmacopoeia (PA, 1964)

e Mission: to contribute to a
basic human right : access FiFe
to good quality medicines
and healthcare
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EDQM) contribution -European Regulatory Network

e European Authorities

e European Union

European

European Union Medicines Agency
EMA London
[
Council Parliament NCAs
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DG Health and Consumers Competent
Brussels Authorities
Pharmaceuticals :
_ Pharmaceutical care  =Uropean Dlregtorate
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EDOM anti-counterfeiting
strategy

Multiple actors / multifocal threat

e Custom level (importation)
 Legal instruments (pharmaceutical crime)
« Pharmaceutical level

* Inspection

 Testing (detection / provide enforcement officers
with evidence)

 Surveillance of pharmacovigilance reports from
users

« Packaging (traceability of serialised items)
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www.coe.int/t/dghl/standardsetting/medicrime/default_EN.asp?

Council of Euro

Medicrime

Council of Europe
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INTRODUCTION

The Councl of Europe drafted a convention which
constitutes, for the first time, a binding interational
instrument in the criminal law field on counterfeiting of
medical products and similar crimes involving threats to public
health (MEDICRIME Convention).

The Council of Europe has long been concerned about the
absence of harmonised international legislation, non-deterrent
sanctions that were not proportionate to the harm caused to
patients, and the involvement of criminal organisations which
operate across borders.

DG-HL Portal Home Contactus

NEWS

International High-Level Conference:
The Council of Europe Convention on
Counterfeiting of Medical Products and Similar
Crimes involving Threats to Public Health
(Medicrime Convention) - Countering the spread
of counterfeit medical products - Moscow, 26-
28 October 2011: More Information

The MEDICRIME Convention was adopted
by the Committee of Ministers of the Council of
Europe on 8 December 2010: Press Release




Proposed EDOQM Traceability service

- Distribution
- Pharmacies

- Internet/mail-order
pharmacies )

neration @l ificati
Generatio Verification

of UMI Tracing & Verification of UMI of UM

Governance: EDQM as a intergovernmental
organisation guaranteeing sustainable confidentiality of dat
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EU Pharma package

 Amended Dir 2001/83/EC (adopted —

eAQr

EP 16/02/2011, EU Council 27/05/11)
on prevention of the entry into the legal
supply chain of falsified medicinal
products

Safety features making possible

— for wholesale distributors and pharmacists
— to verify authenticity and identify individual packs
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EDOM Traceability Service

1D barcode coding for product number only

- oW eTACT

(01)03700011234562(21)01234XY785901234567AB(A T 100201(10)00345E(90) 03412345678

GS1GTIN B. Serial Number C.Expirydate  D.BatchNr. EDCM Al with variable

(product number) . . length imax. 20digits).

The first 3 digits are
the G51 country code. @
The restinclude the

national product code.




Directory vs. Repository

Traceability Service
1 - Manufacturers for Medicines

uploading their

Directory Service
UMIs j‘> (Rules Engine) < >
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v P UMI Queries:
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& < pharmacies,
‘ N i patients,

customs, etc.

2 — Manufacturers with own UMI
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@1 Healthcare Information sharing model 3

Real time (one source)
- No point-to-point information sharing

- All data on request based on traceable item identifier

|

Repositories for
data search

Information _)i
flow

Manufacturer Distributor Provider
Physical
flow ‘ - — - ﬁ- -
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Scope of the EDQM project

« Any Pharmaceutical products on a voluntary basis

« Any registered business stakeholders within
distribution / patients / authorities

« Any of the 36 member states
of the European -
Pharmacopoeia and beyond =g f

the Council of Europe ¢4
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If Interested

« Secondary packaging
(e.g.: folding box, bottle)
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(General overview
on EDOQM project

Phase 3:

Service
development

26-27 Jan 2012:

Phase 1:

Concept
development

Alignment with EDQM workshop
stakeholders and users

and business
requirements

Dec 09-March 2010 From 2012
eAQIrr &
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Aim of the workshops

« Showing functionalities of the demo system by
simulating the lifecycle of pharmaceutical packs
In the supply chain

* Audience: pharmaceutical authorities and
business operators from the supply chain

* Objectives:
— collecting comments to fine tune the concept
— Discussing with stakeholders on the suitability of:
e technical approach
* project governance

« Implementation strategy @
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What will be shown In the
eTACT live demo

« Simulation of the supply chain
* A real ERP for manufacturers

* A real Point of Sales (PoS) system for the
retail pharmacies

* A set of applications simulating other
actors and patients
* Business intelligence tools providing
advanced reporting and analytics
capabllities (business space)

ezﬁ/Q/ﬂ
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What will be shown In the
elACT live demo (2)

Core eTACT system able to collect
Information about the entire lifecycle of
serialized pallets, cases, and individual
items as they are commissioned, moved
through the supply chain, dispensed,
and finally decommissioned
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Capture
Interface

Standarization of Actors
coding structures Registration Interface

Director
{RulesEng

SheTACT

Motification Alerting Reporting
Interface Interface Interface
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A bit efiflavour from the eTACT
system

eTACT

for verifying whether packs of medicines distributed in the supply chain are genuine. The services allows as well authorities and business
stakeholder: ng the transparency of the supply chain using tracking and tracing tools they can use on a voluntary basis

the name for the service provided by

lise counterfe of medical products and similarly dangerous crimes, v
a number of other projects including a 'fingerprint" database for active pharmaceutical ingredients and
multisectorial tr v to combat counterfeited medical products in order to protect Public Health

Patients - Verify a pack of medicine

R Create an account, log to your account, track, trace or verify your products

Authorities Create an account, log to your account, verify products

Documentation ) Service documentation, legislative texts

N 8% 3 GesOry S Drovided Dy e Drand OWNers, Rem Owners or competent
European Direclorate for the g z X ™ 2 oot I x o 90 yOu Sndior any Omer Tid party) Srising out of or In Connection with e
Qualty of Medicines & HealthCare
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eTACT

———Business Stakeholders ——

Regi -
how to use products

tracked by

this service the EDQM

Logon

Password

? —

'/ HOME | TERMS AND CONDITIONS | CONTACT | SUPPORT
m The eTACT sanvice is maintained and operased by he EDIM. ACCESS %0 e ganeral Dudlic IS granted for vartt) cines. The comtent of The senvice nun as 8 areciory

n te for hories. For = A scces SOy O Y ever (includie 2 Mot Bimite = o 13 % OCCUr 20 ¢ < 9 Lo e ‘ 4 W X
Cuatyof eckines & Heathar e e e g T T T '5 Périphérique d‘entrée USB * X
¥ Le pilote de périphérique a été installé.
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Example of actors interfacing

5 Internet
' Pharmacy

.

. | Receive & Verify

Dispense

[

iliT Decommission
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Internet
Pharmacy

¥
e* Dispense

sooctonter st

Compliant:

Compliant - Near to Expire:

Expired:

Mot Ready:
Counterfeit:
Suspicious:

Status unavailable:




eTACT

Business Reports [« |

Reports Dashobard = X

Cognos Reports

Mb of Evens

Cognos Viewer - Cognos EDNGM Dashboard

% Product Visibility for Capture Events Product Wisibility for Cueny Events

FProduct Vishidity Report for Acfor [ab R SUsemame @ LR_I137

Business intelligence tools

eTACT

Businezs Reports [+ |

Reports Dashobard = X

Cognos Reports

Copoe iwer-coos e vesonrs 1)

[y Product Visibility for Capture Events Product Visibility for Cuuery Events

FProduct Visbility Reporf for Acfor [ab R Slsername @ LR_137

16 Lab R commizaoning
Minoxidil - cammisoning

Manufaciurer, Beent Type
Lab B - commisoning

La ?-EJEKIIE 14
Laty & - ship ping
12
0
B

Mb of EBvens




Business intelligence tools (2)

Welcome LR_137 | Help | Logout

Manage Business Spaces

Log Off | iy = Launch ~ Aboat

Packaging Service Usage - Commissioning: Service Ussoe - Decommissioning

Service Usage - Commissioning Events

Year Capture Source Location GLN Event Time UMI EPC Product
2011 L=bR 701001354148 Feb 20, 2011 5:57:08 PM | wrmiepc:idiumii PEE0205000037, DDE200 4K TEM 77V Y M451 Mincsidil
wrniepctidiemi: FeE02Ire000037 . DECSWDKDA Y152 DTMGHEC
wrniepctidimemi: 7680202000037, 0ET TI021 SCEMIWRITRNG
wrmiepcidmmi: PEE020R000037 0EFIWIVGHEF2GEIINTR
rmiepcidiumi: PRI Ie000037 . OFSKENMN FMTKT2ESGMNIEA
rmiepcidiumi: 7eE02 08000037 . 0GH Y IHSESFGGINPESNRX
rmvepctidiemi: FEE020e000037. DGRWNEN GWPKPPPESDPH
rmvepctidiumi: FEEI2Ie000037 . OHHGTGFFEGCMIEN DIEX
wrniepctidimemi: 78020000037, OHPDRXSEPGSEFCDFIERS
wrniepctidiemi: 7EE02Ie000037. DHRPYNMAZA AKIBN 484G
wrniepctidiemi: 7EE02 000037, 0KV FPEKRA 14TGR1RKERS
rmiepctidiumi: FEEI20S000037. DMSEYE4TFMSHZ KGN TBGT
rmiepctidiemi: A2 Ie000037. ONEHRISTPY L IHDIWKE A
rmiepcidiemi: FEE02IR000037. ORREHR7ES1REY DS ABKIX
rmiepctidiemi: FEE020re000037. 0T45MPEPFENZI0SCV 12W
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eTACT

Patients

Verification interface

Input mode selection

@ LIMI onby 8] Composed input

HOME | TERMS AND CONDITIONS | CONTACT | SUPPORT
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;ﬁé”‘/L/ooking forward to seeing
-~ |stakeholders in Strasbourg
= |for eTACT workshops!




Contact detalls:

« EDQM project team:

* Francois-Xavier Lery
Email: francois-xavier.lery@edgm.eu
Tel: +33 (0) 3 88 41 33 62

« Hans-Joachim Bigalke

 Email: hans.bigalke@edgm.eu
Tel: +33 (0) 388 41 22 86
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