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Objectives

ÅWhat is FMD all about and when does it need to happen?

ÅWho are SecurMed and what is our role in FMD?

ÅWhat is the scope of FMD and who is obliged to comply?

ÅWhat do you need do to prepare for FMD?

ÅImplementation Approach and Next Steps



Falsified Medicines - What is the problem?

Åά¢ƘŜǊŜ ƛǎ ŀƴ ŀƭŀǊƳƛƴƎ ƛƴŎǊŜŀǎŜ ƻŦ ƳŜŘƛŎƛƴŀƭ ǇǊƻŘǳŎǘǎ ŘŜǘŜŎǘŜŘ ƛƴ ǘƘŜ ¦ƴƛƻƴ ǿƘƛŎƘ ŀǊŜ 
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 
ǎǳōǎǘŀƴŎŜǎύ ƛƴ ǘƘŜ ǿǊƻƴƎ ŘƻǎŀƎŜ ǘƘǳǎ ǇƻǎƛƴƎ ŀƴ ƛƳǇƻǊǘŀƴǘ ǘƘǊŜŀǘ ǘƻ ǇǳōƭƛŎ ƘŜŀƭǘƘΦέ

Directive 2011/62/EU, Para 2

Å Involving nearly 2500 cases , EU Customs seized 27.4 million doses of falsified 
medicines at EU borders in 2011- an almost seven-fold increase from 2007

ÅMHRA seized £8.6m and discovered fraudsters are infiltrating the NHS drugs supply 
chain and diverting medicines to street drug dealers and illegal websites ςMay 2014 

ÅMHRA seized 6.2m medicine doses/ medical devices worth £15.8m as part of 
Operation Pangea ςJune 2015

ÅHerceptin, Spiriva Turbohalerand Kaletra

ÅWHO 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.



FMD history and when does it need to happen?

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

Content: Pan-European system to verify the authenticity of medicinal products
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FMD requirements for safety features  on 
medicine packs

þUnique identifier

þData-Matrix Code

þRandomised serial number

Product #: 09876543210982
Batch: A1C2E3G4I5
Expiry: 140531
S/N: 12345AZRQF1

þAnti-tamper Device

Å Marketing Authorisation Holders (MAHs) obliged to add Safety Features on all 

Prescription Only Medicines (POMs), except excluded POM medicines and included 

General Supply List (GSL) medicines

Å Introduced to enable wholesale distributors (all WDA holders) and those who supply 

to patients:

Å to verify the authenticity of the medicinal product,

Å to identify individual packs, 

Å to verify whether the outer packaging has been tampered with (Anti-Tamper Device check)



{ƻƳŜ ƭŀōŜƭƭŜŘ ǇŀŎƪǎ ŀǊŜ ŀƭǊŜŀŘȅ ƻǳǘ ǘƘŜǊŜΧ

Å FMD requires Prescription Only Medicines 
(POMs) to be verified/decommissioned

ÅYŜȅ ƭŀōŜƭƭƛƴƎ ŦŜŀǘǳǊŜΩǎ ǎƘƻǿƴ
Å Product Code (GTIN)
Å Batch Number
Å Expiry Date
Å Unique serial number
Å 2D encoded matrix (for scanner)

Å No anti-tamper proofing on these packs

Å Picture taken at Minal Pharmacy, Twickenham, 15-Sep-17
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Costs are incurred by all stakeholders

Ç Each stakeholder pays for costs of own installations.

Ç Manufacturers pay for cost of the verification system.

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

Å FMD legislation passed into UK law in 2013 (part of Human Medicines Act).

Å Delegated Regulation approved by UK government in 2015.

Å DH MHRA position April 2017 -ά¦ƴǘƛƭ ŜȄƛǘ ƴŜƎƻǘƛŀǘƛƻƴǎ ŀǊŜ ŎƻƴŎƭǳŘŜŘ ǘƘŜ ¦Y ǊŜƳŀƛƴǎ ŀ Ŧǳƭƭ ƳŜƳōŜǊ ƻŦ 
the EU and all the rights and obligations of EU membership remain in force.During this period, the 
ƎƻǾŜǊƴƳŜƴǘ ǿƛƭƭ ŎƻƴǘƛƴǳŜ ǘƻ ƴŜƎƻǘƛŀǘŜΣ ƛƳǇƭŜƳŜƴǘ ŀƴŘ ŀǇǇƭȅ 9¦ ƭŜƎƛǎƭŀǘƛƻƴΣ ƛƴŎƭǳŘƛƴƎ ǘƘŜ Ψ{ŀŦŜǘȅ 
CŜŀǘǳǊŜǎΩ ǇƻƭƛŎȅ ǳƴŘŜǊ ǘƘŜ CŀƭǎƛŦƛŜŘ aŜŘƛŎƛƴŜǎ 5ƛǊŜŎǘƛǾŜΦThe outcome of the exit negotiations will help 
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 improves livesΦέ

Å SecurMed UK has been instructed to continue as full member of Europe-wide 
FMD implementation.

Å SecurMed has sought guidance from Deptof Health/MHRA since the General 
Election and the direction remains the same.

Å Arvato Systems appointed on 18-Jul-2017 as UK Blueprint Service Provider.



SecurMed UK - NMVO Service

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

Å A joint venture funded by 
pharmaceutical industry via 
industry associations

Å Scope governed by Delegated 
Regulation of Falsified 
Medicines Directive

Å UK Blueprint Service Provider 
is Arvato Systems GmbH

Å Supervised by National 
Competent Authority 
(DH/MHRA)

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

