FMD

FMD: IS IT IN HAND?
OR IS IT IN DANGER OF SLIPPING
THROUGH YOUR FINGERS?
With less than ten weeks to go, you
would expect all of the pieces of the
'Falsified Medicines Directive jigsaw'
to be in place. After all, this is a move
that has the potential to have the
greatest impact on the dispensing
process in many years - and one which

has financial, time and workflow
consequences for your business.
Yet, despite the best efforts of the IT
companies to have pharmacies totally
FMD-ready, SP has discovered that
many are choosing to adopt the 'wait
and see' approach...

FMD

A QUICK SURVEY OF PHARMACISTS REGARDING
PROGRESS ON THE FALSIFIED MEDICINES DIRECTIVE
WOULD INDICATE ONE THING…AS FAR AS THEY
ARE CONCERNED, THERE ISN’T ANY…

What if a medicine is dispensed and
decommissioned, but the patient
doesn’t return to collect it?
If a medicine is dispensed and
decommissioned, but not collected
by the patient, then you can change
its status in the UK hub back to active
within ten days of decommissioning

FMD: IS SCOTTISH PHARMACY
ON THE COUNTDOWN?

it. This is called recommissioning.

S

FMD would actually mean for their
business, with a majority convinced
that once Brexit came into play on 29
March, FMD would disappear.

‘ten-day’ rule, most pharmacies will

Well, think again…..

Unfortunately, however, Brexit deal
or no deal, FMD is here to stay. So,
what exactly does it mean for your
pharmacy?

o, let’s look at the facts….
FMD is going live on 9 February
2019 – less than ten weeks
from now. By now, you would think
that everyone would be fine-tuning
their new systems in preparation for it,
wouldn’t you?

IT suppliers have been warning over
the last few months that those, who
delay in preparing for the FMD, risk
non-compliance.
Neville Fitzgerald, head of pharmacy
integration at FMD IT Ltd, for example,
recently gave a warning about lastminute buying.
‘There is a risk,’ he said at the time,
‘that as stock depletes, as people now
accept the reality of FMD, that the
timescale to get hardware delivered
to pharmacies will go from two to six
weeks.’
Despite such warnings, however, while
the fifteen-odd pharmacists surveyed
by PiF may have accepted the reality
of FMD, no one had done anything
to even begin the process. Worse still,
many were unsure as to exactly what
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Well, from 9 February 2019, market
authorisation holders have to place
two safety features on all prescription
medicines distributed in Europe. These
are: a unique identifier (UI) in the form
of a 2D data matrix (barcode), which
contains the batch number, expiry
dare, product identifier and a unique
serial number for the pack, and an
anti-tampering device (ATD).
Community pharmacies throughout
the UK are legally required to:
• Check the ATD to ensure it is intact
prior to dispensing; and
• Check the status of the pack in the
UK’s National Medicines Verification
System and change it from ‘active’
to ‘inactive – supplied’. This involves
scanning the 2D barcode on each
pack.

Almost all prescription-only medicines,
including generics have to be
authenticated. Exceptions include
specials and several products which
community pharmacies are unlikely to
dispense. Non-prescription medicines
do not need to be authenticated
unless specified. At the moment
the only OTC product specified is
omeprazole.
When a barcode is scanned, the UI is
checked in the UK hub to see if it is a
valid serial number and if it is marked
as previously dispensed, recalled or
expired. This is known as verifying the
pack.
If the medicine is to be supplied to
the patient, the system will then send
another message to the UK hub to
change the status of the product to
‘inactive – decommissioned’. This
process is known as decommissioning
and it prevents any other pack with
the same unique identifier from being
authenticated – duplication of packs
being a sign that falsification might
have occurred. During dispensing, the
pack will also be checked to ensure
that it still has an intact ATD.

After that time the product cannot be
recommissioned, and the legislation
requires that any medicines that are
not collected by the patient must be
disposed of; they cannot be supplied
to another patient. Due to this
want to use a system that allows the
product to be decommissioned at the
point it is handed out to the patient.
Many system suppliers have developed
FMD software products that allow
scanning of the UI at the time of
dispensing, but the products are not
decommissioned until the medicines
are collected by the patient.
With regard to split packs, when you
part-dispense a medicine from a pack,
you should decommission the pack
when part of it is first supplied to a
patient. The next time you dispense
from this part-pack, you don’t need to
authenticate it again. However, since
you are not scanning the pack on
subsequent scannings, you won’t be
alerted to recalls or expired medicines,
so this will need to be checked
manually.
As regards out-of-date medicines, the
2D barcode contains the expiry date
of the product, so if you attempt to
dispense the product after the expiry
date has passed, the system will alert
you to the fact that the medicine has
expired. •

Unlock the potential of FMD
with BD Rowa Technologies
The Falsified Medicines Directive (FMD) will be rolled out in Europe from February 2019 to help address the
threat of counterfeit medicines in the market and will impact the entire pharmacy supply chain. This rollout
will see the introduction of two new safety features to every pack of medicine on the market – a 2D data
matrix (bar code) ensuring the individual identity of each item, and an anti-tamper device.
With BD Rowa Technologies, the perceived uncertainty caused by the introduction of FMD could help
unlock potential in your business.

Automatic loading of stock*, with 2D barcode
scanning and data uploaded into your PMR system**
Visibility of exact expiry dates, and prioritised output
by expiry date from your robot.
Automated batch recalls
Completed Rx can be stored within your robot
(StoreRx), avoiding the need for recommissioning

* Requires Rowa Prolog
** Requires PMR to be connected to the NMVD, and interfaced via BD Rowa’s new WWKS2 (Mosaic) interface.

For more information on FMD and how BD Rowa Technologies can help you unlock the potential in your business, go to
www.bd.com/rowa

Rowa® Technologies
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FMD

THE FALSIFIED MEDICINES DIRECTIVE (FMD) MAY
BE A NEW AND INNOVATIVE STEP IN COMMUNITY
PHARMACY DISPENSING, BUT BESTWAY MEDHUB HAVE
APPROACHED IT WITH THE SAME PROFESSIONALISM
AND TOP-QUALITY CUSTOMER SERVICE THAT THEY
HAVE ALWAYS APPLIED TO THEIR CUSTOMERS!

BESTWAY MEDHUB:
PUTTING INDEPENDENTS FIRST

B

estway Medhub was founded in
2015 as a new and innovative
pharmaceutical wholesaler,

with a mission of bringing a simple
approach to short line wholesaling.
Medhub offers simple net pricing, no
minimum spend and free next day UKwide delivery on over 2,000 generic, PI
and OTC products.
The company has quickly grown
to service over 2,200 independent
pharmacies across England, Wales,
Northern Ireland and Scotland. Based
in a highly automated 250,000 square
foot warehouse in Stoke on Trent,
they handle over 300,000 SKUs a day.
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It is this scale that gives them unique
expertise in the short line wholesale
market, particularly when it comes to
FMD.

carry warehouse in 1976. Needless

The Bestway Group story began in
Bradford back in 1963, when, at
the age of 28, company founder,
Sir Anwar Pervez, was working as a
bus conductor. Pervez managed to
save up enough money to open his
first convenience store in Earls Court,
London, later to be known as Bestway.

Bestway Medhub is part of the

By the 1970s, Sir Anwar was the
proud owner of eleven Bestway stores,
and then followed up this success by
opening the first Bestway cash and

bandages to dressings, and has over

to say, it was a great success and,
by 2004, Bestway had 31 wholesale
depots, and a turnover of £1.1billion.

company’s healthcare offering and
works closely with its in-house
dispensing appliance contractor
(DAC) Wardles; enabling it to offer
a one-stop-shop for all your product
requirements. Wardles is a specialist
DAC supplying everything from
50 years’ experience working with
independent pharmacies and patients
across the UK.

From humble beginnings, The
Bestway Group has grown into a
global business with a turnover of
£3.4 billion and UK workforce of over
11,900 people.
Needless to say, Bestway Medhub
has thrown its wholehearted support
behind the new FMD regulations.
‘Bestway Medhub will be compliant
with the Falsified Medicines Directive
Regulations as per the Delegated Act
Requirement from 9 February 2019,’
the company said in a statement.
‘All products purchased from NonMarketing Authorisation Holders or
Non-Designated Wholesalers will
be verified by our Goods In team to
maintain a secure supply chain to all
our customers.
‘We continue to work with our
suppliers in relation to Designated
Wholesaler status. Our objective
is to maintain patient safety and
customer satisfaction, whilst meeting
the requirements of these new
regulations.
‘This is a significant change for the
market and it can be a difficult and
complex subject to understand. If
you have any questions about how
Bestway Medhub are approaching
FMD or how they can support
your business, then please contact
customerservices@bestwaymedhub.co.uk

BESTWAY: Discover the Bestway for
your business •

DISCOVER THE
BESTWAY
FOR YOUR
BUSINESS
Working in partnership with independent pharmacies, our
wholesale expertise and 70 year heritage in community
healthcare will strengthen the health of your business.

Contact your local representative Brendan Moﬀat
Email: Brendan.moﬀatt@bestwaymedhub.co.uk
Phone:

07900165093
Sales and enquires:

0800 050 1055

bestwaymedhub.co.uk

FMD

CEGEDIM RX LAUNCHES INTEGRATED
& STANDALONE FMD SOLUTIONS

T

he workflow changes imposed
by FMD are going to have a
significant impact on pharmacy

operations when the new regulation
comes into force next year (9th Feb).
Cegedim Rx has been working closely
with customers across the UK to fully
understand these changes, and make
sure the solutions required to meet
FMD help minimise any disruption and
add value to the dispensing workflow.
As a result, Cegedim Rx is pleased
to announce the launch of two
FMD solutions, both of which
will be supplied free of charge to
their customers. These include
an integrated FMD solution that
maximises the benefits of scanning
within the PMR dispensing workflow;
and a standalone FMD solution that
allows pharmacies flexibility to comply
with FMD independently of the PMR
system.
‘In speaking to customers about the
upcoming changes,’ explains Product
Director, Gian Celino, ‘we quickly
learnt that a ‘one size fits all’ approach
to FMD would not be enough. That’s
why we have developed two different
FMD solutions to cater for all our
customers’ needs - whatever their
preferred solution.
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‘Our standalone FMD solution offers a
light touch answer to FMD, ensuring
minimal disruption to pharmacy
workflows. It can be used alongside
both our Pharmacy Manager and
Nexphase PMR systems. Being a
standalone solution, FMD scans are
carried out independently of the PMR
so the touch points in your pharmacy
can be selected to suit your existing
workflows.’
Cegedim Rx’s standalone solution
allows pharmacies to verify and
decommission medicines at any
point during the dispensing journey.
It works using a standalone Healthi
FMD app. As part of the process, the
PMR systems will produce a barcode
for the bag label, which can be used
to aggregate all the items inside the
bag – so there is only ever one scan
at handout to decommission all the
items. The Healthi FMD app can be
installed on a PC, with the company
also offering the option of using
tablet technology, giving pharmacies
greater flexibility and the freedom to
ensure FMD compliance from almost
anywhere in the pharmacy.
‘Our integrated FMD solution will
sit within our Pharmacy Manager
PMR,’ continues Celino, ‘which will
prompt the user to scan medicines

as part of the dispensing workflow.
The medicines will only need to
be scanned once, at which point
the unique serial number will be
automatically aggregated to the bag
label barcode and decommissioned as
part of the handout process. We have
also linked other valuable activities
to the scanning process in our
integrated solution to help make the
workflow even more efficient, such
as an accuracy check. Our objective in
delivering both of these solutions has
been clear from the start. We wanted
to minimise the operational impact
of FMD, whilst wringing out every
possible benefit for our customers and
their patients.’

‘The team behind our next generation

As part of Cegedim Rx’s integrated
solution, pharmacies will also have
access to the benefits of the Healthi
FMD app, which allows for ad hoc
verification and decommissioning
scans, recommissioning of items, and
adding or removing specific items
from a patient’s already-assembled
prescription, all of which can be
performed independently of the PMR
for flexibility.

as these are included as part of the

There are still concerns within
pharmacy about costs and funding
for FMD, as well as the operational
impacts.

Rx’s website www.cegedimrx.co.uk

pharmacy systems made a compelling
case for an FMD solution that
addresses the uncertainty in the
market created by Brexit, as well as
the financial pressures on pharmacy
that we know our pharmacy
customers face,’ explains Celino,
speaking of Cegedim Rx’s decision to
fully fund both FMD solutions. ‘Their
recommendation that we provide
our FMD solutions free of charges
is one the company wholeheartedly
supports.’
Cegedim Rx will be rolling out their
FMD solutions as part of a regulatory
compliance change. Changes such
company’s core PMR software offer
and, as such, contract end dates will
not be affected. A phase 1 of its FMD
roll out will commence towards the
end of the year to ensure all customers
are able to operate ‘FMD ready’ in
good time for the FMD go-live date.
For further details, head over to the
FMD Resources section on Cegedim
where you can also find links to useful
information and register for your
preferred solution. •

Are you ready for this
year’s Flu Season?

Which FMD Solution is
right for your
pharmacy?

Now is the time to make sure that you have a solution in place that allows you to deliver consistently
high-quality flu vaccinations to your patients.

Cegedim Rx is pleased to offer a choice of two FMD
solutions; each designed to ease disruption and
existing pharmacy workflows.

Healthi Services

Integrated FMD Solution

Healthi Services is our advanced solution for delivering clinical
services through a secure online portal. This single web-based
platform uses streamlined and intuitive workflows to help you
deliver clinical services quickly and efficiently. It not only helps
save you time, but also makes sure your patients receive a
consistent and high-quality service each and every time.

Our integrated solution sits within our Pharmacy Manager PMR.
The PMR prompts the user to scan medicines as part of the
dispensing workflow.

Healthi Services is only accessible through a secure portal giving you extra peace of mind that patient data is stored safely
and securely.

Each medicine will only need to be scanned once,
at which point the unique serial number will be
aggregated into a bag label barcode and automatically
decommissioned as part of the handout process. To maximise
the value of the scannning functionality, we have linked other
activities into the process, for example: accuracy checking.
Benefits of our Integrated FMD Solution:

Healthi Services can be used anywhere, at any time via a secure portal meaning you can choose where you use it; either
in your Pharmacy or remotely to assist you with delivering Flu
vaccinations in other settings such as care homes.

Seasonal Flu Pass Offer
This year we are excited to offer a
seasonal pass for Healthi Services to
support pharmacies looking for an
efficient way to manage the delivery of
vaccinations over the Flu Season.

• included as part of your PMR
• managed workflow
• only scan once at handout
• includes an integrated accuracy check
• includes expiry date check

Standalone FMD Solution
Our standalone solution offers a light touch ensuring
minimal disruption to your pharmacy workflow. It can be
used alongside both our PMR systems. FMD scans are
carried out independently of the PMR so the touch points in
your pharmacy can be selected to suit your existing workflows.

What’s included in our Flu Pass?

Benefits of our Standalone FMD Solution:

•
•
•
•
•
•

• can be used independently alongside either PMR
• flexibile workflow - you choose where to scan
• includes an automatic expiry date check

Unlimited access to Healthi Services
Unlimited access to the Electronic Health Account
Reporting suite to help simplify the claims process
Intuitive workflows for consistent delivery
Anywhere access for mobile delivery
Access to our full suite of services

To order call 0330

303 3342

Book a Demo at www.cegedimrx.co.uk

Both FMD Solutions are available FREE.
To order call 0330

303 3342

THERE'S
STRENGTH IN
NUMBERS.
THERE'S
STRENGTH IN
NUMARK.
Our membership continues to grow at an unprecedented rate.
JOIN US.
Call 0800 783 5709* or visit www.numarknet.com

*Calls may be recorded for training and quality control purposes.

Falsiﬁed
Medicines
Directive
IT systems for
your pharmacy

The EU Falsiﬁed Medicines Directive
(FMD) will introduce major changes
for community pharmacists in the UK
and the requirements for medicines
veriﬁcation will be introduced in just over
two months on 9th February 2019.

You will have an option of diﬀerent IT solutions to
provide the interface between your pharmacy and
the NMVS. These options include:
• FMD-capable PMR system
• Stand-alone FMD (only) system

You should choose the system that best meets the
requirements of your pharmacy. Consider the full
range of options before investing in an IT system,
as switching to a diﬀerent IT solution at a later date
may incur disruption and additional cost.

FMD capable PMR option

This may expand the functionality of your
existing PMR system to allow scanning,
veriﬁcation and decommissioning of
prescription medicines to take place.
Advantages:
Possible to generate aggregated codes
Maintain relationship with existing PMR
provider
Potential to accommodate ongoing
developments, such as accuracy checking
Disadvantages:

 Pharmacy layout may need to be

adapted to incorporate additional PMR
terminals

 Changes to dispensary assembly
workﬂow process is highly likely

Stand-alone FMD (only) option

This will be a separate system that has the single function of
scanning the Unique Identiﬁer (UI) on FMD-compatible products
to facilitate verifying and decommissioning of the medicine prior to
supply to the patient.
Advantages:
Scanning at the dispensary reception may have less of an impact
on the assembly of prescriptions
May be more cost eﬀective
Disadvantages:
 Additional power and network connection may be needed
 Scanning at the counter takes time, increases queues and could
negatively impact patient conﬁdentiality
 Unlikely to accommodate future developments, such as
accuracy checking
 May need to use an additional IT system supplier
 May require additional space within the dispensary depending on
the system conﬁguration
 Pharmacy could incur additional costs if the PMR-capable option
is adopted at a later date

Numark members can access lots more guidance on NumarkNet
• Medicines veriﬁcation systems – what
they are and how they work
• Changes to product packaging - antitamper device and Unique Identiﬁer
• Products not impacted by FMD

• Will Brexit impact FMD?
• Advice on PI products
• Accommodating split packs

Plus lots more!

Take a look at our comprehensive guidance and support

Not a Numark member? Join us on 0800 783 5709*
*Calls may be recorded for training and quality control purposes.

www.numarknet.com/8806

Falsiﬁed
Medicines
Directive
your questions answered
The Falsiﬁed Medicines Directive (FMD)
is now less than three months away and
you may well be in the midst of sorting your
solution to ensure you are compliant with
new legislation.

With this in mind, you will likely have many
queries around everything FMD. Our
Information Services team takes several
calls a week about FMD and has compiled
an FAQ guide to help answer your questions.

Numark members can access the full library of FAQs at
www.numarknet.com/8914

What is the 10-day rule?
The 10-day rule reﬂects the period of time during which
reversal of decommissioning can take place and the pack
status can be set back to active.

How does FMD aﬀect split packs?
The splitting of medicine packs is a process almost
exclusive to UK pharmacies. On this basis, the
UK government requested inclusion of a clause in
the legislation allowing medicine packs to be split.
Contractors would be required to check the anti-tamper
device and decommission the product when the pack
is split and then use the remainder without further
veriﬁcation.

be FMD compliant, contractors should check the antitamper device and decommission the medicine before
assembling the MCA. The completed compliance aid
would then not need to be further authenticated or
veriﬁed before being issued to the patient.

Who will pay for providing the FMD
system?
The delegated regulation speciﬁes that each sector,
including pharmacy, will be responsible for costs incurred
in complying with the legislation.

Can I still supply non-FMD compliant
stock after 9 February 2019?

Contractors are encouraged to introduce processes to
identify split packs that have been decommissioned
to enable diﬀerentiation of split packs from potentially
tampered packs.

All new packs of medicines entering the supply chain
from February 2019 will need to be compliant with the
FMD legislation by having a unique identiﬁer and antitamper device.

What about medicines dispensed into
Medicines Compliance Aids (MCA)?

Pharmacy contractors can still supply any non-FMD
compliant product within the supply chain after the
implementation of FMD.

Dispensing into an MCA requires the contractor to
remove the medicine from its original pack. In order to

Want more support and resources around FMD?

Numark members can access comprehensive advice and guidance on NumarkNet
www.numarknet.com/8806

Not a Numark member? Join us on 0800 783 5709*
*Calls may be recorded for training and quality control purposes.

FMD
WHILE MANY PHARMACY CONTRACTORS ARE STILL ADOPTING A ‘WAIT AND
SEE’ APPROACH TO FMD, PHARMACY BODIES ARE HEAVILY INVOLVED IN
ENSURING THAT EVERYONE IS FULLY COMPLIANT WITH THE DIRECTIVE.

PHARMACY BODIES READY TO
ASSIST WITH FMD
W
hile IT suppliers move
to assist pharmacies in
meeting the requirements
of the new regulations, while
simultaneously striving to ensure
both patient safety and customer
satisfaction, pharmacy bodies have
been working behind the scenes to
guide pharmacists across Scotland in
order to ensure compliance.
Community Pharmacy Scotland (CPS)
has taken various steps to assist
pharmacy contractors in meeting the
demands of the FMD regulations.
‘Due to the differences between
our community pharmacies across
Scotland,’ said Adam Osprey, Policy
& Development Pharmacist at CPS,
‘we’ve taken an approach of trying
to inform our pharmacy owners on
the requirements to comply with
FMD and to enable them to make the
decision which is most suitable for
their business.
‘In addition to an FMD training video,
which we’ve produced in conjunction
with NES, Amanda Rae and I have
also been delivering training sessions
across Scotland. We’ve also produced
a webinar, which will be more indepth than the video, and this will be
available to watch as a recording.
‘For some time now, we’ve been
communicating with members
about FMD developments via
our newsletters, and we have
also provided training events and
communications, which have
been designed to give background
knowledge to support contractors in
identifying the unique needs of their
business. This will help them to make
decisions, such as whether to opt for
a standalone system, which will allow
them to comply with the new law,

or to invest in an integrated system
and take advantage of some of the
opportunities which this technology
may make available.

how the FMD can support safer use of

to avoid getting tied into long-term

medicines in your pharmacy.’

contracts with IT suppliers, given the

‘The NPA is working hard to provide as

uncertainty about what may happen

much information on FMD as possible,

after 29 March.

‘Our members are at various stages
in their preparations for FMD. There
are complex decisions to be made
around equipment and workflow
which should not be rushed. Once
these decisions are made, there are
a wealth of options for contractors
and implementation can move more
quickly. We are confident that the
network will be ready for FMD when
the time comes.’

to help members get prepared,’

‘The FMD will come into force a few
weeks before the Brexit date and will
require to be subsequently brought
into new UK legislation,’ says Aileen
Bryson, Deputy Director and Policy and
Practice Lead for Royal Pharmaceutical
Society Scotland. ‘We therefore have
to go ahead with planning for this
new way of working. How this will
work in the longer term will depend
on the detail of the outcome of the
Brexit agreements. Whatever that
outcome, the UK will require a system
which gives patients the same safety
assurances right through the supply
chain. The UK can’t become an easier
target for counterfeit medicines than
other European countries.
‘There are opportunities using the
barcode technology requirements
of the FMD to add in accuracy
checks linking packs to patients. This
should be seen as an opportunity
to streamline working systems and
potentially free up pharmacists time
from end-stage accuracy checks. We
understand that some PMR suppliers
are already offering this. Our advice
would be to move forward with
planning but think more widely about

says Janice Oman, NPA Scotland

‘To support members the NPA has

Representation Manager. ‘With

launched its first phase of updated

the clock ticking, we are advising

standard operating procedures

members to start planning now and
not to delay preparations. While Brexit
creates uncertainty it won’t stop

(SOPs). More FMD-version SOPs will
be created in the coming weeks. Go

FMD becoming an obligation from 9

to www.npa.co.uk/fmd for more

February. We do however advise you

information.’ •

‘RIGHT AND WRONG’ SCANNING GUIDANCE FOR FMD EARLY ADOPTERS
The UK FMD Working Group for Community Pharmacy has issued new
guidance for FMD early adopters. The presentation will help you to train your
pharmacy team to recognise the types of packs that will need scanning for
verification and authentication, and the features you need to look out for, as
well as the types of pack that will not need authentication.
The latter includes the vast majority of existing stock that does not carry
the necessary safety features (both a 2D data matrix barcode and an antitampering device) – this can continue to be dispensed as normal. Products
that are out-of-scope for FMD are also highlighted. These include nonprescription medicines, medical devices and specialist food supplements.
To view the guidance, visit fmdsource.co.uk/2018/11/22/right-and-wrongscanning-guidance-for-fmd-early-adopters/

FMD safety features – what to look for
2D data matrix

[printed on low-reflecting area]

Anti-tampering
device
[various different
kinds can be used]

Human-readable text

[Product code or GTIN – may be pre-printed]
[Serial number] [Expiry date] [Batch or lot number]
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