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The Council of Europe 

– Founded in 1949 

– Development of 
European common 
and democratic 
principles  

– 47 member countries 

– Headquarters in 
Strasbourg 

– Core values :  
– protection of human 

rights 

– pluralist democracy & 
the rule of law 
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European 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) 
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• Mission: to contribute to a 

basic human right : access 

to good quality medicines 

and healthcare  
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EDQM contribution -European Regulatory Network 

• European Authorities 
• European Union 
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EDQM anti-counterfeiting 

strategy 

Multiple actors / multifocal threat 

Multi-level (“holistic”) strategy 

• 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? 



Proposed EDQM Traceability service  
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Generation 

of UMI Tracing & Verification of UMI 

Manufacture 
- Distribution 

- Pharmacies 

Governance: EDQM as a intergovernmental  

organisation guaranteeing sustainable confidentiality of data 

Verification 

of UMI 

Patients 
- Internet/mail-order 

 pharmacies 



EU Pharma package 

• Amended Dir 2001/83/EC (adopted – 

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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1D barcode coding for product number only 

NOW 

NEXT 

EDQM Traceability Service 
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(product number) 

UMI 



Directory vs. Repository 

©2011 EDQM, Council of Europe,  All rights reserved 10 

1 - Manufacturers 

uploading their 

UMIs 

UMI Queries: 

pharmacies, 

patients, 

customs, etc. 

Traceability Service 
for Medicines 
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Directory Service  
(Rules Engine) 

2 – Manufacturers with own UMI 

repositories 





Scope of the EDQM project 

• Any of the 36 member states 

of the European 

Pharmacopoeia and beyond 

if interested 

 

• Secondary packaging  

(e.g.: folding box, bottle) 
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• Any Pharmaceutical products on a voluntary basis 

• Any registered business stakeholders within 

distribution / patients / authorities 

 



General overview  

on EDQM project 
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Phase 1: 

Concept 

development 

2a: System 

development 

Phase 3: 

Service 

development 

Dec 09-March 2010 

Phase 2: Live demo 

Apr 2010 – 2012 From 2012 

Alignment with 

stakeholders and users 

and business 

requirements 

2b: 

Workshops 

26-27 Jan 2012: 
EDQM workshop 

 



Aim of the workshops 
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• 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: 

• technical approach  

• project governance  

• implementation strategy 



What will be shown in the 

eTACT live demo  
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• 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 

capabilities (business space) 



What will be shown in the 

eTACT live demo (2) 
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• 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  



A C 

D 

E 

F 

G 

! 
H I 

J 

B 



A bit of flavour from the eTACT 

system 
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Actor 
registration 

Product 
registration 
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Manufacturer 

product 

Authority 



Example of actors interfacing 





Business intelligence tools  
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Business intelligence tools (2)  





Looking forward to seeing 

stakeholders in Strasbourg 

for eTACT workshops! 



Contact details: 

• EDQM project team: 

• Francois-Xavier Lery 

  Email: francois-xavier.lery@edqm.eu 

  Tel: +33 (0) 3 88 41 33 62 

• Hans-Joachim Bigalke 

•   Email: hans.bigalke@edqm.eu 

  Tel: +33 (0) 3 88 41 22 86 
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