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“The Countdown is running. Implementation has to be finished till February, 9th 2019."
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FMD LEGISLATION AND DELEGATED ACT

2016 2017 2018 2019

9 Feb 2019
Mandatory verification of
all packs in scope

July 2011 9 Feb 2016

Publication of FMD Publication of
Delegated Regulation

« Connect approx. 2,291 companies to the EMVS

« Establish National Systems in 32 countries

« Connect many thousand Pharmacies and Wholesalers
 Serialise all affected pharmaceutical packs (10.5 bn)
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ORGANISATIONAL CHART

EMVO Board of Directors
President: Hugh Pullen (EFPIA)
Vice-President: Sonia Ruiz Mordn (PGEU)
Treasurer: Richard Freudenberg (EAEPC)
Monika Derecque-Pois (GIRP)

Adrian van den Hoven (Medicines for Europe)

General
Management
Andreas Walter

Commercial &

Markus Gerigk

Partner
Management
Tobias Beer

) (External
‘ Consultant)

André
Geraldes

Léa Auriol & Kirsi
(Intern) Kulmakorpi
(Intern)
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Jannik Jager

Operations
Koen Van
Gompel

, Paul Mills
(External
Consultant)
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STAKEHOLDER GOVERNANCE: NMVO

2 Scum

Y

Y

NMVO Incorporated (all stakeholders)
NMVO Incorporated (stakeholder missing)
No NMVO

Non EU Countries
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BLUEPRINT TENDENCY

Blueprint candidate
Small Country Blueprint
Blueprint open
Standalone system

Non EU Countries
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DR-COMPLIANCE 02/2019: HIGH-LEVEL ASSESSMENT

B likely ready

Probably ready

- Probably not ready

Uncertain
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CHALLENGES & ACHIEVEMENTS ON EUROPEAN LEVEL

Challenges Achievements v/
> Sef-ug EMVO & EE gub . v EMVO incorporated & EU Hub
> NMVO incorporated & NMV .
selected (provider contract signed) upgraded 2.0 (out limited
» Connect approx. 2,291 On-boarding resources)
Partners (OBPs) to the EU Hub v 26 NMVOs (>75%) founded,
» Connect 27 (+5) NMVS to the to the v 27 countries choose Blueprint
EU Hub: v 500 OBPs in Portal, 460 PA signed,
. Cooperation Agreement (CA) 6 in PRD. Scheduled: 1.900 end of
> NMVS assessments & technical v 18 CA signhed
on-boarding v Only Germany connected to EU
» On-boarding/certification of
connection providers Hub (PRD)

Support by NCAs heeded
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CHALLENGES & ACHIEVEMENTS ON NATIONAL LEVEL: HOSPITALS

Defining a | ~ Defining a strategy
qommgnlcqtlon Istrategy to get the
(including NCAsl) fo Limited Limited involvement of
iIncrease awareness in knowledge  involvement hospital expertise in
member states at all : . NMVOs
levels of FMD in of hospital
health (and  expertise in
social) care NMVOs
| Limited Limited cross-
Updating HOPE/EAHP | information  information
mapping exercise with '\ on on- be.’rween MS _
current situation including:\ boarding on issues and CO”.eCTIﬂg cgf case
. Governance indicators solutions / studies/ national pilots;
« Awareness indicators » Gathering a consensus
« Technical indicators on issues and solutions
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CHALLENGES & ACHIEVEMENTS ON NATIONAL LEVEL:

INVOLVEMENT NCAS

Challenges

» NCASs in several countries not
involved reqg. operations
(awareness raising of end users
and national
manufacturers/MAHS)

» Nearly no support of NCAs reg.
hospital integration in almost all

countries (ownership, budgeting,

awareness, etc.)

» Access to data by NCAs:
Extended reporting requested

Achievements v

v Slow progress and low
feedback(despite EMVO circular)

v No progress or feedback (despite
EMVO circular)

v Constructive dialogue NCAs (WG
II)JEMVO in order to harmonise
access to data/reporting
throughout Europe. Common
position possible.

NCAS/EMVO/ NI\/\VOS TO ACT
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CONCLUSION: EUROPE CAN BE READY, IF.....

There is strong involvement, commitment and cooperation of dll
supply chain stakeholders on European and national level: It is a
European, not only a national project!

~a) NCAs play their role: Raising awareness, supporting the
Implementation process, hospitals, coding requirements, voluntary
use of the safety features, regulatory pathway to implement the
Safety Features, art work requirements, etc. Without support, the
timely implementation could be af risk!

~=) COM supports the implementation process and clarifies the legislation
(awareness, Q&A, etc.)
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