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Pharmacy and the Law

brabners chaffe street

Faisified medicines directive could complicate

the dispensing process

Richard Hough, a practitioner

pharmacy law, looks at the implications
for the dispensing process of changes in

European Union requirements
traceability of medicines

here has been an alarming increase

within the European Union (EU) over

the past few years of medicinal products

that have either been falsified or

misleadingly represented in relation to
their identity, history or source. These
products, which pose a major threar to public
health and safery, are illegal in so far as they do
not comply with European Communiry (EC)
law for medicinal products and may be referred
to as “falsified medicinal products” (FMPs).
They are usually unsafe, inefficient or low
quality products that may conrain sub-
standard or falsified ingredients, no ingredients
or ingredients in the wrong dosage.

Oualine sales from illegal, unregulated
websires account for the majority of FMPs
identified within the EU. However, it is not just
the illegitimate supply chain thar is affecred by
the presence of FMPs. Recently undertaken
research has estimated that FMPs represent
around | per cent of all medicinal products
currently sold to the European public through
the legal supply chain. Due to the increased
sophistication of counterfeiters and the
increased complexity of the distribution
systems of medicinal products, the integrity of
the legal supply chain is now under threar and
this has prompred the EU’s policy makers to
take action.

Directive
Directive 2001/83/EC, together with the
narional legislation which implements the
direcrive in each Member State, governs the
regulation of medicinal products for human use
within the EU. The directive’s aim was to
establish the funcrioning of the internal market
for medicinal products, while ensuring a high
level of public health protection. However, the
directive’s provisions are now regarded as being
ourdated and inadequarte in addressing the
causes of FMPs remaining underecred in the
legal supply chain. In order to address these
legislarive deficiencies, a number of
amendments to the directive have been
proposed and recently accepred by the
European Parliament.

The Falsified Medicines (FM) Direcrive,
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which amends Directive 2001/83/EC, forms
part of three proposals introduced in the
European Commission’s “Pharmaceurical
Package” of measures adopred in December,
2008, and aims to protect public health by
taking steps to counteract this growing
problem by protecting the legal supply chain
from the infilcration of FMPs. It has been
described as one of the most significant
European directives ever to affect community
pharmacy.

( ( If the proposals

are fully implemented at
national level there will
be understandable
disquiet among

pharmacy contractors
over cost implications
and electronic
infrastructure ’ ,

The headline grabbing provisions of the FM

Direcrive are those pertaining to the
introduction of mandarory “safery fearures”,
which include authentication and traceability
measures in relation to medicinal products.
Orther significant provisions will lead to
improved regulation of internet pharmacies (in
those Member States where they are permitred
to operate) and more stringent sancrions
against those invelved in counterfeiting
medicines.

Under the terms of the FM Direcrive, certain
safery fearures will need to be placed on each
individual pack of medicinal producr so that its
provenance can be determined and its
authenticity and traceability guaranteed. It is
envisaged, for instance, that a unique serial
number will be applied to the packaging of
prescriprion medicines, so that an electronic
scan could reveal any duplication of packs
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when checked against informarion contained in
a massive centralised darabase. In theory, any
discrepancy berween the scanned serial number
and the informarion conrained in the database
would alert the dispensing pharmacist thar a
potentially falsified medicinal product had been
derected which the pharmacist could then
remove from the legal supply chain. Once a
medicinal product has been dispensed to a
patient, the darabase will be required to record
it as having been dispensed.

Significantly, the EM Directive allows for the
safery fearure requirements to be waived for
generic medicines, on the basis thar their low
cost makes it less profitable and, therefore, less
likely for criminals to falsify them. The safery
feature requirements will also not apply to non-
prescriprion medicinal products, though they
may be applied in future once the effecr of
those for prescription medicines have been
assessed.

The safety feature requirements also include
a prohibition in principle of manipularing (ie,
removing, tampering with or over-labelling)
safery fearures on packaging by those parries
situated in berween the original manufacrurer
and the last party in the distribution chain,
typically the pharmacist. Parries such as
parallel importers who are involved in the
repackaging of medicines will be required to
replace the original safery fearures of a product
with equivalent ones. This prohibirion of
package manipulation should also allow
pharmacists to ascerrain if the outer packaging
has been tampered with prior to dispensing.

As a separate bur related point, Member
Srates will also be required ro ensure thar no
collection or commercial processing of darta
generated by the use of the safery features
takes place that would enable a link to be made
berween a medicinal product and the patient to
whom it is provided.

Internet pharmacies

All internet pharmacies operating within the
EU will need to be specially authorised by a
competent authority before medicinal products
can be supplied to the public. They will also be
required to adhere to professional standards
and to display a logo, which will be
recognisable throughour the EU, on the front
page of their websites so that the public can be
assured that they are linked to an authorised
internet pharmacy. The logo will be linked ro a
centralised website at Member State level,
which will allow the website visitor to check
the authenricity of the logo and receive
reassurance that the website they are visiting is
a regulared one. The centralised website will
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also provide informartion perraining to the
risks of buying medicinal products through
the interner.

The FM Directive also states that effective
sancrions should be imposed for acts involving
FMPs which should be at least equivalent to
those which would be typically applied for
illegal acts involving narcorics.

Orther provisions of the FM Directive
include:

® Cerrain obligations (eg, compulsory
licensing) being placed on parries other than
wholesale distributors, who act in the
distribution chain of medicinal products (eg,
traders or brokers) who may be involved in
transactions withour actually handling the
products

® Obligarory audirs of wholesale distributors
of medicinal products

® The strengrhening of requirements for
imports of active pharmaceurtical ingredients
from non-EU countries, if it can not be
established that the regulatory framework in
the non-EU country ensures a sufficient level of
protection of human health

® Audits of manufacrurers of active
pharmaceurical ingredients

All Member States will be required to
implement a system to prevent fake or poor
qualiry medicines from reaching partienrs,
including a system thar can issue recalls — if
an FMP reaches patients an alert must be
issued within 24 hours.

Impact on pharmacy

The directive's aims are laudable and its impact
will certainly be felt by communicy
pharmacists, not least as the way is now paved
for electronic verification of medicinal products
at the point of dispensing, although it must be
stressed that the system of verificartion is yet to
be decided upon and it will be left to the
European Commission to ensure that any pan-
European traceability system, which should be
adopted by no later than February, 2014, is
comprehensive, harmonised, efficient and
effective. If the proposed measures are fully
implemented at national level there will be
understandable disquiet among pharmacy
contractors over the cost implications of
implementing the proposals, the reliabilicy of
the electronic infrastructure which will need to
be introduced to run the traceability system
and the operarional difficulries of being
required to verify branded prescription
medicines bur not having to do so for generics.

Richard Hough is a solicitor and pharmacist in the
commercial and intellectual property team at
Brabners Chaffe Streer LLP. Soficitors, and is based
in their Liverpool affice

(réchard. howugh(@brabnerses. com;

tel 0151 600 3302)
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