
How to embed a national system  
in a European context 

Peter Krug 
 

2. securPharm European Conference  
on the Falsified Medicines Directive 
 

Frankfurt, Thursday, July 23, 2015 



Impact Assessment – Objective (III) 
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Impact Assessment Outcome – Objective (III) 
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setup & management by stakeholders 
• open to use by all distribution chain partners 

• cooperation with rel. nat‘l competent authorities (access & supervision) 

real end-to-end verification system 

data protection 
• no patient data at all 
• separated databases at MAH- and pharmacy-level 

composition, format and carrier of the unique identifier 
•2D data matrix code 

•4(5) elements 

free competition of coding schemes 
• IFA-Code:   PPN 

• GS1-Code: NTIN 

Design principles (Approved by Com        ) 
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Stakeholders & Partners 
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Stakeholders & Partners 
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management 
(legal entity) 

governance 
(top-level board) 

Vision of access & supervision 

supervision 
(relevant nat‘l competent authorities) 

Assistance of MAH 
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OPERATIONS 
technical provider 

GOVERNANCE 
top-level board 

MANAGEMENT 
legal entity 

securPharm organisation 
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Phase Ausbau und 

technische Erprobung

Lenkungsausschuss

Borchert N.N. N.N.

4
.I

Ausdetaillieren

N.N.

4

PG_KMS_Subsystem

Internes Audit 

Subsystem 1..n

Borchert

Abgleich der SiKo zwischen 

Subsystemen

Borchert

7
.I

V

5
.I

Ausdetaillieren

N.N.

5

PG_Synergien_Europa

3
.I

I
3

.I
II

Auditplan für 

Gesamtsystem

Borchert

2
.I

V

URS für KMS_Technik 

erstellen

Brückner

2
.I

I

Prozesse des KMS und des 

Gesamtsystems

Brückner

Brückner

3
.I

V

1
.X

Finanzierungsmodelle 

anpassen

N.N.

1
.I

X

Grundlagen EU-Hub 

Anbindung 2.0

Hajostek+Krug

2
.I

II

Gesetzgeber einbinden

Brückner

1
.V

II
I

Rollen und Rechte 

der Akteure

Hajostek+Krug

1
.V

I

Verifizierung 

Multi-Country-Pack

Beer

1
.V

II

Verifizierung ausländ. 

Internetapotheken

Bauer

1
.I

V

Einbindung Generika

Dr. Hoferichter

1
.V

Verifizierung der 

Krankenhaus Ware

Rupp 2
.V

Organisation KMS für 

Betriebsphase entwickeln

1
.I

II

Legitimationsverfahren pU

Dr. Kortland

1

PG_Basic_ESM

1
.I

Offene Grundsätze 

securPharm-Systeme

Beer

Dr. Kortland / Krug

1
.I

I

Standpunkt zum 

Parallelhandel

Dammann

Datenseparierung mittels 

Instanzen

N.N.

6

PG_Geschäftsstelle

Bergen

6
.I

Ausdetaillieren

Bergen

7
.V

Anbindung an EU-Hub 2.0

N.N.

7
.V

I Internes Audit ACS

N.N.

7

PG_ACS

Gerbsch + Kortland + Krug

7
.I

Sicherheitskonzept ACS

N.N.

7
.I

I

securPharm Legitimations-

verfahren implementieren.

N.N.

7
.I

II

Schnittstelle v2.0 

(Web-Service)

N.N.

8

PG_ABDA /ABDATA

Resch + Hubmann

8
.I

Ausdetaillieren

Resch + Hubmann

3
.I

Grundsätze zur Sicherheit, 

Basistechn. und Verfügb.

Borchert

2
.I

Grundsätze zum KMS

Brückner

Anmerkung

Dies ist eine vereinfachte Darstellung zu Demonstrationszwecken

Brückner

2

PG_KMS_Org

3

PG_Sicherheitskonzept



Our mission & timeline 

Complete  
2018 

Roll out & Growth 
(vertically & horizontally) 

2013-2018 

Pilot / Field test 
Q1 2013 

Development of a solution  
in conformance to EU-Directive 

Vertically Growth: Include additional groups (e.g. hospital pharmacies, 
European Hub, nat‘l competent authorities etc.) 
Horizontal Growth: More products, more MAH, more pharmacies etc. 



How securPharm implements the FMD 

• created a stakeholder group 
• memorandum of understanding 1st 

• common goals and rules for collaboration  
• securPharm e.V. (non-profit organization) 2nd 

• checked national prerequisites 
• master data already available (IFA) 
• product code (PZN) integrated in coding system 3rd 

• selected IT service provider 
• data protection by separate data bases 4th 

• learning from experience  
• expand system for market phase 
• optimize operation 5th 

11 securPharm: it just works July 23, 2015 



Pan-European architecture:  
design for interoperability and efficiency 
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Contract with ACS 

Contract with EMVO 



Fee Model 
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• Initial set-up fee 
(increase in stepwise fashion by 2018) 

• Operating fee 
(degressively scaled, which means that 

the operating fee will decrease with an 

increasing number of new users) 

• Fee per data set (pack volume) 
(degressively scaled, i.e. with an increasing 

number of packs provided by a 

pharmaceutical company the costs will 

decrease) 

Component C   

Fee per data set  

(pack volume) 

Component B  

Operating fee 

Component A  

Initial set-up fee 



Please Don‘t Hesitate to Ask 

www.securpharm.de 
info@securpharm.de 
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Peter Krug 
Member of the board of securPharm e. V., 

Director Human Resources / Finance 

Research-Based Pharmaceutical 
Companies (vfa) 


