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The Falsified Medicines Directive in Europe
Overview of the legislative process
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National Medicines Verification Organization and

National Medicines Verification System
Successful & timely local stakeholder engagement is mission

critical

+ Verification and
decommissioning in the
cases foreseen by the
law
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Scope and High-Level Requirements

Safety Features

- Unique Identifier (Ul): GS1 DataMatrix
with GTIN, Serial Number, Expiry Date
and Batch number)

- Anti-Tampering Device (ATD): tamper
evidence label or glued carton

T200 mg
uranen

era
- subk
Rituximalb
1.0 mg7T 71,7 mi
s

Upload of Data to
Repositories

- All data included in the
Unique ldentifier and
additional product
master data attributes

Verification and

Decommissioning h ital
ospitals

Manufacturers ﬂ[ >

= Decommissioning by
Hospitals and Pharmacies

EU/1/98/067/003

—_

Standard Product Identification, GTIN

Standard data carrier ;: 2D Matrix
Code

,2
—

28 national Databases:

Choice for National organizations
with only 2 IT providers

= Verification by manufacturersj
wholesalers, pharmacies,

Improves reliability in

= the supply chain _
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The FMD also defines the governance model

European Medicines Verification Organisation (EMVO)
will

€3 European OESM « Establish, manage and operate European Hub
e | 3
e » Ensure interoperability of connected systems
Hovernance EMVO Board + Conclude agreements with NMVOs
System management EMVO - Set standards for the EMVS
System operation IT provider to EMVO « Manage ‘national Blueprint’ systems at request of
‘ ‘ national stakeholders
Cooperation
Agreements

NMVO Board . .
National stakeholders govern national systems through

National Medicines Verification Organisation (NMVO)

Froerowo

Mational
B

System
ECurh@ErTT

NMVO Board

+ Establish and manage national system

* Ensure interoperability with European Hub

» Conclude agreements with EMVO

* Analyse exceptional events at national level
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Milestones for National Medicines Verification Organisation

EMVO
founde

EMVS
go-live

d

13

Q1 Q2
2005 | 2016 207 J 2018

Q

[ Stakeholder coalition

in place
MoU signed

O Fund, found
and staff the
NMVO

O Contract signed
with one of the
blueprint
vendors

0 Design, Define,
Build and Test
the NMVS in
production
mode

0 Conduct a pilot

0 NMVS in
production
mode

O End Users
connected




FMD went live on time, i.e. on February 9%, 2019  .2\/, CRoche)

« This the beginning of a journey, a lot of activities need still to be performed: = 77/}
— Connections of Industries : 965 connected out of 1600 expected
— Connections of wholesalers, hospitals and pharmacies

— Alert Handling END-USERS CONNECTION OVERVIEW!"
— Report to Health Authorities 140000

120000
OVERVIEW OF ALERTS AND SCANS IN ALL COUNTRIES 100000
72.770.579
70.552.313 80000
40000
50.529.11¢6
40000
20000
20.063.806
. Other D issioni
Whaolesalers Pharmacies Healthcare Institutions Dispensing Doctors 9 ecomr‘r‘il_:smn ng
1.698.274 2.369.647 1.851.081 1.984.725 Channels
m Not connected 2750 33060 2826 88 6620
m Connected 4535 102191 5569 923 1113
- Percentage remaining 37.75% 24, 44% 33.66% 8.70% 85.61%
T}JM L}jTL [*IThe information figuring hereunder was collected in Calendar Week 30

o ey X e I
MO witstnopessn 8 Calendar Week 31 2019 erpmbesie  ONd will be updated on a monthly basis
EMNYO MOMITORING REFPORT SIMVO  teoion tgisaion



Continuous Information by National Medicines Verification

Organisations

Internet Site

IRISH
MEDICINES
VERIFICATION
ORGANISATION

Protecting Irish patients from falsified medicines

News

- f nl
Announcement of extension to FMD 'use and learn' p

2nd September 2019

The Irish Medicines Verification Organisation (IMVO) is a new organisation set up to protect Irish patients from the threat of falsified

medicines being supplied through legitimate channels.

O Finnish Medicines Verification

eriod in Ireland beyond September
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Type of potential secondary use opportunities of EMVS *

Commercial

Develop real-time Obtain real-time
granular insights into visibility on supply
commercial performance chain, optimizing
(incl. volume and market inventory, reducing
share data) based stock-outs risk, and
on local product monitoring regulatory
dispensing data compliance

% Subject to compliance safeguards or adoption of an appropriate regulatory basis as required

Regulatory

i

Improving safety
tracking and providing
enhanced and
personalized patient
services by linking
medicines to patients

Pricing &
Reimbursement

23

Enabling fair and
patient-centric pricing
options, and reducing

potential pharmacy
fraud



FMD : an initiative to protect the European pharmaceutical
supply chain from the entry of falsified medicines

Success Key Criteria:

*» Compliance to international standards (GS1)
¢ Interoperability of systems

s Cooperation and Colloboration of all stakeholders

g1 Safe
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Doing now what patients
need next

P
Safefrack
keeping Supply Chain safe for patients
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