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AWhat is FMD all about and when does it need to happen?
AWho are SecurMed and what is our role in FMD?
AWhat is the scope of FMD and who is obliged to comply?

AWhat do you need do to prepare for FMD?

Almplementation Approach and Next Steps




SecurMed 9 Falsified MedicinesWhat is the problem?

The UK Medicines Verification Organisation
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falsified in relation to their identity, history or source. These products usually contain sub
standard or falsified ingredients, or no ingredients, or ingredients (including active
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Directive 2011/62/EU, Para 2

A Involving nearly 2500 cases , EU Customs selzedl milliondoses of falsified
medicines at EU borders in 20Xn almost seveifiold increase from 2007

A MHRA seizefi8.6mand discovered fraudsters are infiltrating the NHS drugs supply
chain and diverting medicines to street drug dealers and illegal welsikes 2014

A MHRA seized 6.2m medicine doses/ medical devices worth £15.8m as part of
Operation Pangeq June 2015

A Herceptin, Spirivaurbohalerand Kaletra

A WHO estimated in 2014 that 1% of sales in developed countries could be counterfeit.
With approx. 2 billion items dispensed per year in the UK, this would equate to 20 million
medicine packs if correct



oecurMed @ FMD history and when does it need to happe

The UK Medicines Verification Organ

Objective: Protection of patients from falsified medicines in the legal
distribution chain

Content: PanEuropean system to verify the authenticity of medicinal products

2011 2013 PAONRS 2016

July 2011  Jan 2013 Oct 2015 9 February 2016
Publication of FMD except Delegated Publication of
FMD  Safety Features Regulation Delegated
implemented approved by UK Regulation
Ministers

Non-compliance puts supply and sales at risk

v FMD Gelive- 09 February 2019




SecurMed@ FMD requirements for safety features o
The UK Medicines Verification Organisation m e d I C I n e p aC kS

A Marketing Authorisation Holders (MAHSs) obliged to add Safety Features on all
Prescription Only Medicines (POMSs), except excluded POM medicines and included
General Supply List (GSL) medicines

A Introduced to enable wholesale distributors (all WDA holders) and those who supply
to patients:

A to verify the authenticity of the medicinal product,
A to identify individual packs,
A to verify whether the outer packaging has been tampered with (Anti-Tamper Device check)

b Anti-tamper Device b Unique identifier
b Data-Matrix Code
P Randomised serial number}j |

Product #: 09876543210982
Batch: A1C2E3G4I5
Expiry: 140531

SIN: 12345AZRQF1
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The UK Medicines Verification Organisation

A FMD requires Prescription Only Medicines

17161344 . (POMSs) to be verified/decommissioned
33452::9462275 : N ~ A . ~
6A2LX2LA94IPLN AyvySe tFroSttAy3a FSI {dz2NB
e - A Product Code (GTIN)
Exp:  08/2018 A Batch Number
: 179462275 .
_S-No.: 6223xAL93xc24k A .- A Expiry Date
e - A Unique serial number
oo e 1y . A 2D encoded matrix (for scanner)
RO Perindopril 4 mg Tablets ; A No antitamper proofing on these packs

PERINDOPRIL 4mg TABLETS
perindopril tert-b

A Picture taken aMinal Pharmacy, Twickenham, Bepl7
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The UK Medicines Verification Organisation Auth e N tl C atl O N
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SecurMed @ Costs are incurred by all stakeholders

The UK Medicines Verification Organisation

European
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C Each stakeholder pays for costs of own installations.
C Manufacturers pay for cost of the verification system.

C SecurMed is funded only for UK system set-up, no-one else.
IR
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SecurMed@ FMD and Brexit

The UK Medicines Verification Organisation

A FMD legislation passed into UK law in 2013 (part of Human Medicines Act).
A Delegated Regulation approved by UK government in 2015.

A DH MHRA position April 2018 ! yiAf SEAG yS3A20GA1GA2ya I NB 02y
the EU and all the rights and obligations of EU membership remain in fDxaéng this period, the
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determine what arrangements will apply once the UK has left the EU, however the government
remains committed to providing a regulatory environment which protects health and improve®l&es

A SecurMed UK has been instructed to continue as full member of Euvigee
FMD implementation.

A SecurMed has sought guidance fr@eptof Health/ MHRA since the General
Election and the direction remains the same.

A Arvato Systems appointed on-I8+2017 as UK Blueprint Service Provider.
e




SecuMed & SecurMed UKNMVO Service

The UK Medicines Verification Organisation

HDAx
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The UK Medicines Verification Organisation
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"Detivering Phamaceatical Value'"

A A not for profit legal entity to
establish and manage the
verification system.

A A joint venture funded by
pharmaceutical industry via
industry associations

A Scope governed by Delegate

Regulation of Falsified
Medicines Directive

A UK Blueprint Service Provide

Is Arvato Systems GmbH

A Supervised by National
Competent Authority
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(DH/MHRA)



http://www.hdauk.co.uk/

