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The EDQM is a Directorate of the Council of Europe, an international
organisation founded in 1949 that covers almost the entire continent of
Eurepe. The Council of Eurape aims to develop common democratic and

legal principles based on the European Convention on Human Rights and
other reference texts on the protection of individuals.
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Chapter 3: Regulatory environment

The absence of the conicepts of “counterfeit medicines” and “pharmaceutical =
crime” in European national regqulation forced the authorities to use the available
tools fo try to face the emerging problems related fo the easy circulation goods -~
in the infernet sphere. The following sections try fo give an outline of the general
framework and some practical examples on how the authorities are stretching the
edges of existing regulation to better counteract the counterfeiters.
International initiatives such as the conventions and guidelines developed by
international bodies (Council of Europe, WHO IMPACT) are aimed at co-ordinating
the development of national regulations that could foster cooperation between all
the interested stakeholders, - e ComEe e

3.1,"National’legislation*againstcounterfeit——medica_l—i)_ro_ducts .

Axel F Wenzel, TOPRA, and Dr Reiner Schwarz-Kaske, Institut flir Chemie-
Information, Germany - ...+ . . i s e e

A physician of a mission hospital in Kenya reportéd, a few months ago, about
patients who-complained that their anti-malaria medication was “not working as
expected”. After a simple analysis, the pharmacists found out that'the'médicine.
contained only potato starch and a minimal concentratiofi of thé fever-lowering -
agent, paracetamol. This was not what was indicated on the labelling and inthe =
patient information leaflet. Clearly, this combination had no effect whatsoever = -~
on malaria. Because the medicine had reduced the typical malatia fever:for a few
hours, the patients assumed it had a therapeutic effect and were encouraged to
buy this medicine again. It was not mentioned, however, how many fatalities were
caused by this counterfeit- medicine., . . . - Y

Counterfeiting medicines, including the entire range of activities from ;1
manufacturing to providing them to-patients, is‘a vile and serious criminal offence )
that puts human lives at risk and undermines the credibility of health systems.”
Considering their direct impact on health, counterfeiting of medicines'should = -
be combated and punished. Combating counterfeit medicines requires the co- . ..
ordinated effort of all public and private stakeholders. that are involved and are ... - .

competent for addressing the different aspects of the problem.,

Counterfeiting of medicines is widespread and has increased to an extent that o
effective co-ordination and co-operation at international level are necessary to make
regional and national strategies more effective. Traffic in cotinterfeit goods isa
scourge that is taking the form of an epidemic, increasing in Europe in both range
and-volume by an estimated 20% every year. Counterfeiting is difficult to detect,

to investigate and to quantify. So, it is difficult to know, or even estimate, the real: -
extent of the problern. What is known is that it occurs worldwide and is more - -
prevalent in developing countries. It is estimated that more than 10% of medicines
are counterfeit worldwide. In some countries more than 50% of the medicine
supply is counterfeit medicines. Furthermore, the World Health Organization

(WHO) estimates that the anmnual profit from counterfeit medicines exceeds US$32 -
The growing phenomenon of counterfeiting in Europe points to substantial risks ‘
to public health and well-being and to the considerable losses incurred by the
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economies of the Council of Europe member states. All member states of the
Council of Europe are concerned either as countries of origin (the ‘producers’),
transit or end-destination for counterfeit goods. This multi-billien euro-problem -
can no longer be- ignored as marginal owing to the extent to which it undermines
securrty, economic growth, employment, innovation, mvestment competltlon fax
income and the reputation of branded goods. . o

One of the main difficulties is enforcement of legislation as the perpetrators are
often residents of another country or members of a global criminal network.

Under international law, EU member states are entitled to proscribe that an

activity occurring in another state is a criminal offence under domestic law if the
perpetrator or the victim of the offence is a national citizen. ‘However, ‘there i is

a need for the co-operation of the other state in order to prosecute the crlmlnal

“offerice.

The legislations of the rne'mber states of the Council of Europe were for a long time
not ready to punish organisations or people that fake medicines, And there are
many countries that still have to start to enact new legislation. o

The evident risk to public health in Europe and the lack of commitment on the part
of public and private sectors:to tackle the problem, led the Council of Europe to
entrust, in 2003, the Ad-hoc Group on Counterfeit Medicines with a comprehensive
risk management and prevention programme including a systematic review on
applicable legislation. This. was based on Resolution ResAP(2001)2 pointing out to
the public health risks posed by counterfelt med1c1nes and callmg for multlsectorral
co-operation in Europe..- . Do

In addition to earlier actl\nt;es to combat counterfelt medicines and substandard
medicines, WHO set tp the first global partnership known as the Interitational
Medicinal Products and Anti-Counterfeiting Task Force (“IMPACT”)-in February
2006. IMPACT is comprised of all 193 WHO member states on a voluntary basis
and includes international organisations, enforcement agencies, national medlcme
regulatory authorities, customs and police orgamsatlons, non- governmental
organisations, health professronals and patient groups.

These groups have joined their forces to i improve co- ordmatlon between the
different countries to curtail the production, trade and sales of counterfeit
medicines. IMPACT focuses on the following five areas: legal and regulatory
infrastructure, regulatory lmplementatmn enforcement technology and risk
communication. It thereby aims at strengthening international collaboration -
among all concernéd stakeholders for the purpose of effectrvely combatmg
counterfeit medreal products ,

IMPACT stakeholders have gathered experlence and mformatlon on natlonal and
international legislative instruments in different parts of the world. Although more

been learned.

study is necessary to further i 1mprove our understandmg, some lessons have already

The Council of Europe has moreover started evaluatmg the feasnbrhty of an
international treaty in the criminal field targeted at counterfeiting of medicines.

With its multidisciplinary approach, its political and legal authority and its pan-
European membership (which is much larger than that of the European Union),
the Council of Europe is ideally placed to motivate and mobilise European states
to tackle the complex challenge and threat that counterfeiting represents. While

44
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Jegal instrument with a global reach would undoubtedly be desirable, it has to
e into account the required urgency and the hlgh standards to whrch European

1. Factors supporting counterfeiters
he most urgent problems are the followmg

definition of counterfeit medical products is, in many a natlonal leg1slatron still
bsent or inadequate;
there is no consensus at all about the defmltlon of a counterfeit medlcme not
“even within the EU;. :
ounterfe1t1ng of medlcal products is not consrdered per se a serlous crrme or
ven a crime;
here counterfertrng of medlcal products is consrdered a crlme, sanctlons are
etimes much hghter than those applicable to*counterferters ofproducts
jat have no implications for health such as T-shlrts
nterfeiting of medicinal products is. much more profrtable, technlcally much
er to do, much more difficult to detectand, most importantly, to a much
er.extent, punished by legislation as trafﬁckmg of narcotics;
ions are not linked to counterfeiting of medical products per se but to proof
t counterfeits have actually resulted in harm or death;
sponsibilities of. those involved in the d1str1but10n system are not clearly
efined;
ve are no provisions enabling effective co-ordination and exchange of
mation between the different authorities and other stakeholders at natlonal
nal and international levels;
vé are no provisions enabling different authorities to provide information to -
uthorities (nationally, regionally and internationally) or to use, before the
irt mformatlon obtamed from other authorltles (nat1ona11y, reglonally and

y

tionally);: T
re.no provrslons addressmg the problem of trade in packagmg materlals,
larly labels, without the consent or upon order of the company whose.
appears on these materials; - .
ient provisions with regards'to. the conflscatron and use of assets
ent and other materials used for. manufacture, trade and transportation of
interfeit products; - .
-of co-ordination among the different authorltles in one glven country and
Iso'within the EU, the Council of Europe member states-and worldw1de w1th
takeholders (pharmaceutrcal industry). . c -

What is.a counterfezt medrcme"

rdance with Black’s law dictionary, the term “counterfelt medlcme may be -
cribe a medicine made by someone other than the genuine manufacturer
1ng or imitating an original medicine without authority or right, witha -
ceiving or defrauding, and then marketing the copied or forged medicine
riginal. In reality, however, a counterfert med1c1ne is deﬁned drfferently in -
ent countries. - L 5

discussing the legislation applicable in Europe against counterfeiters of
nal ' products, we have to find a clearer definition of what is a counterfeit
rie: The most known definition is the WHO definition of 1992:
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“A medicine that is deliberately and fraudulently mislabelled with respect to source
and/or identity”. Counterfeiting can apply to both generic and branded products.
Counterfeit medicines may include medicines:

with the correct ingredients,

with the wrong ingredients,

without ingredients,

with incorrect quantities of active mgredrents,
‘with fake packaging.

Looking into‘the different hational legislations of the-EU member states, in general
a counterfeit medicine is considered a medication which is produced and sold with
the i'ntEi"l't'"fO"dé'(":é’ﬁti'\fely ‘represent its origin, auth‘entibity"o'r' effectiveness: The
colloquial term for a counterfeit medicine is ,beat bag”. A counterfeit medicine may

~be-one-which-does ot contain-active-ingredients, contdins aninsufficient quantity
of active ingredients or contains entirely incorrect active ingredients (which may or
may not be harmful) and which is typically sold with inaccurate, incorrect or fake
packaglng Fake medicines which are delibérately mislabelled in order to'deceive
consumers are therefore counterfeit; while a-medicine which has not received -
regulatory approval but consists of the correct active and mactwe 1ngred1ents is
often not considered as & counterfelt med1cme

3.1.3. Different approaches to tackle counterfelt medrcmes

Counterfeit pharmaceutrcals enter the pharmaceutrcal prOdU.CthI'l and distribution
chain at at least three different stages. ~

* The first stage is the sourcing of counterfeit: medlcmes These mclude genume
pharmaceuticals that have been stolen, expired pharmaceutlcals, manufactured
counterfeit medicines and contraband products. - :

The second stage involves the wholesale dlstrlbutmn of these counterfe1t
medicines that may or may not involve the packaging and repackaging of
medicines. These medicines may be distributed to national health systerns, : -
hospitals, pharmacies or other legitimate or illegitimate distributors. -~ -

The third stage is the distribution to the individual. This may occur through
legitimate sources (many being unaware-of the products or the source) through
street markets in developmg countrres or over the Internet :

WHO carrled out a study on counterfelt medlclnes between January 1999 and
October 2000 (WHO 2005). During this period of time, 46 confidential reports

from 20 countries were collected. Sixty per cent of these were from developing
countries. This was not a rigorously controlled study but it showed a-wide range

of counterfeit medicines, mcludlng antibiotics, hormones, analgesics, steroids and
antihistamines. The ways in wh:ch medicines were counterfelt can be grouped into
seven categorles ‘

1. products wrthout active mgredlents, 32.1%; : -
2. products with incorrect quantities of active 1ngred1ents 20. 2%
3. products with wrong ingredients, 21.4%;

4. products with correct quantlties of active mgredlents but w1th fake packagmg,
15.6%;
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5. products with high levels of impurities and contaminants, 8,.5%;.
6. products with high levels of impurities and contaminants; 8.5%;
7. copies of an original product 1%.

A patient who usés a counterfeit medicine may experience a number of dangerous '
consequences for health, such as unexpected side effects, allergic reactions, or

a worsening of the disease. A number of counterfeit medicines do not contain

any active mgredrents but: 1nstead contam mert substances whrch do not prowde
freatment,

3.1.4. Lack of approprlate medlcme leglslahon

Legislation and regulatlons form thie basis for medicing regulatlon Where
legislation and regulations for adequate control of medi¢ines do not exist, the
otherwise'*criminalractivity*of*counterfeit'rngoff'medieine§i§n0t~prosecuted-—*w*4~
as crime. So far, only a few WHO member states have enacted special national
legislation addressing the issue of counterfeit medicines. Moreover, sanctions
imposed on counterfeiters are in most cases no d'eterr'ent -The absence of deterrent
legislation encourages counterfelters, since there is no fear of being apprehended
and prosecuted

Medicines need to be safe effectlve and of good qualrty in order to produce the
desired effect. These are the standard requirements for a marketing authorisation of
a medicine. Ensuring these properties requires the running of a competent national
medicine regulatory authority with the necessary human and other resources

to control the manufacture, importation, distribution and sale of medicines. At
present, only 20% of WHO member states, including Council of Europe member.
states, are known to have a well developed medicines regulation. Of the remaining
mermber states, about 50% implement medicine regulations at varying levels of
development and operational capacity. The remaining 30% have either no medicine
regulation in place or a very limited capacity for enforcement that hardly works.
Inadequate, ineffective or weak medicine regulatory control favours unregulated:
importation, manufacture and distribution of medicines, leadlng to the entermg of
counterfeit. med1c1nes into the national market. :

Inadequate resources for drug regulatory activities and absence of training of
national medicine regulatory authorities’ staff may point to inefficiency and
incompetence of natiorial medicine regulatory authorities and’ consequently, o
counterfeit medlcmes w1ll enter into natlonal dlstr1but1on channels. e

Enactmg deterrent anti- counterfertmg leglslatlon alone will not solve the problem
It needs to be enforced. Where existing laws are not enforced, ¢rime is perpetuated
as criminals are not afraid of being arrested and prosecuted. Lenient sanctions for
offences tend to encourage criminal activities such as medicines’ counterfeiting, .
particularly if penalties for counterfeiting of non-medicinal goods are more severe.
Moreover, disregarding intellectual property rights may encourage counterfeiting of
medicines on a large scale.

3.1.5. Exrstmg leguslatlon for combatmg counterfertmg of med!cmes

Internatlonal conventrons are rmportant tools for combatmg the counterfeltmg
of medicines. In the absence of such legal tools, legislation in force can be used to

47
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prosecute this illegitimate trade. Existing legislation applicable to counterfeiting g
medicines include for example, violation of intellectual property rights. ]

A counterfeit medicine may violate the intellectual property rights of the
manufacturer of the genuine medicine. This can involve breach of a patent and/q; S
trademark or involve the tort of passing off. . . 1

A pharmaceutical manufacturer can institute civil proceedihgs for violating the
patent in case the counterfeit medicine has the same or similar ingredients as th
genuine patent-protected medicine. : .

A pharmaceutical manufacturer or licensee can institute civil proceedings for 1
violation of a trademark where the counterfeit medicine bears the trademark of §

the genuine medicirfe'without"thefmanufaetuferIS—orflicenseefs,consent., Police 1
and customs authorities can also initiate criminal proceedings for the breach of ;-
trademark. : : _ : ;

A pharmaceutical manufacturer can also sue for the tort of passing off if the |
counterfeit medicine uses the same or similar name and product packaging ast
genuine medicine (SmithKline Beecham plc v. Antigen Pharmaceuticals, High E
Court, McCracken J., 25th March, 1999). Legal proceedings for the violation of
intellectual - ST ' : :

property rights present difficulties. A pharmaceutical manufacturer can initiate
civil proceedings if the counterfeit medicine causes a significant loss of sales of {4
genuine medicine or significant damage to the reputation o icif
These facts may be difficult to establish.

Theré are also practicat difficulties in identifying and locating the party responsi)
for violation of intellectual property vights, particularly if the violation has
happened outside the country of residence of the rights’ holder. This often givesy
to jurisdictional issues. = >

Many fake pharmaceuticals are produced in developing countries. The attitude?
of developing countries towards intellectual property rights has often been ven;
negative. Intellectual property rights are considered to be responsible for the }
high price of medicines and are seen as a sign of foreign interests prevailing ov]
domestic interests. However, membership in the World Trade Organization req
that member states enact these rights into domestic legislation. Progress in thif
area will be needed to facilitate co-operation between governments on several i
related to counterfeiting:. - . A :

3.1.6. .‘National-examples from Europe -

Austria

The Austrian legislation as regards counterfeiting of medicines was updated
in 2006. Article 6 of the Austrian medicines act refers to intended misleading
(“Irrefithrung”). It is not allowed to place medicinal products on the market ("
contain statements that do not correspond with the reality or that contain Oﬂ_l
misleading information, in particular: ' Y

48
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e to claim effects that are not covered by scientific knowledge and/or experience,
e to claim a therapeutic action that can be expected with certainty, i
e to claim total absence of side effects even after long-term use. . :

Sanctions comprise €25 000 (in' i‘epeated cases up to €50 ‘(')00)'or 'impfis'onment of
up to 3 years. . co . . s : o >

Bulgaria

Bulgaria, one of the oldest states in Europe, has recently joined the ELL Its
medicines’ legislation has been updated. In major legislation, like the Medicinal,
Products-Act of 2007 supported by, for example, an administrative penal code and . .
an administrative breach and Penalty Act, counterfeiting of medicines is clearly

forbidden and the rule enforced: . -~

y

Germany

Germany has recently updated the Medicines Act (AMG, Arzneimittelgesetz).: .-
Before the 12t amendment of the AMG, counterfeit medicines were considered as
product piracy. Only in a few rare cases, for instance when harming a major part
of the population, the Medicines Act could be used as basis for enforcement. In the.
new legislation reference can be made to section 8 of the 14th amendment of the.
medicines act dealing with prohibitions to prevent deception. Here, a counterfeit
medicine is clearly defined, . . . o . T

1. Medicinal products shall be prohibited from being placed on the market

o ifthey are'of a considerably reduced quality and deviate from recognised =
pharmaceutical standards, ~ ~ e el E T T e

o if they are incorrectly labelled wi 1 regard to their identity or origin (countérfeit

e if they bear otherwise misleading designations, specifications or presentations.
Deception shall be assumed, particularly if B e

= claitns ate made that certain miedicirial products have a therapeutic éfﬁééuﬁy’ or -
effects which they do not possess, - v T L

— the erroneous ir‘nﬁféééibh is given that success can be expeét,ed)\'vith'ce‘r_tai.n_tyor
that no harmful effects can be expected to occur if the medicinal product is used
in accordance with its intended purpose or over a prolonged period, b

— designations, specifications or presentations haviﬁg an influence on the ‘
assessment of the miedicibal product are used to mislead others with regard to its

2. It shall be pi‘ohibit'ed to market medicinal products which have expired.

Sanctions are laid down in articles 95to 97. Persons that act against the above-

mentioned sections of the law shall be liable to imprisonment for a term not- -

exceeding three years or to a fine. The attempt to commit such acts is also

punishable. . .. : _ L
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In particularly serious instances such as endangering the health of a large number}
of people, exposing people to the risk of death or the risk of serious injury or ‘
acquiring a considerable pecuniary gain for himself/herself or another person, the §
sanctions will comprise imprisonment from one to ten years. ;
In cases where violation of the Law is considered an administrative offence the
offender may be liable to a fine not exceeding €25 000.

Italy

There are no specific articles dealing with the issite of counterfeit medicines;
however, this matter is tackled by applying the regulation ‘which deals with “Risks 38
for Public Health”, as stated in the Penal Code. This approach consists in identifyig

the existing regulation that can be used as a reference- when dealing with cases of
suspect counterfeit medicines (see Chapter 3.1.1 “A practical example: the Italian g
regulation”). i

Treland .~ -

In Ireland, there afé'regda:tiohs'fo'r the mahufa'c_ture,- .distr‘ibution,-' advertising |
and sale of pharmaceutical medicines {term used synonymously for medicinal
products). Itis'a ctiminal offence to violate these regulations. The Trish Medicines

Boatd is the enforcement authority for these regulations. A counterfeit medicine
may violate these regulations in the following different ways: ' 3

e Importing, placing on the market or otherwise selling any medicinal product of
procuring the manufacture for sale of any medicinal product without a licence]
granted by the Irish Medicines Board: [Medicinal Products (Licensing and Sale)

 Regulations 1998 (S.I. No. 142 of 1998) Regulation 3% - :
keeping, offering for sale, or selling by wholesale.any medicinal product withoi
a wholesale licénce granted by the Irish Medicines Board. [Medical Preparation
{Wholesale Licenses) Regulations 1993 (S.L No. 39 of 1993) Regulation 4 and 1
Medical Preparatioris (Wholesale Licenses) (Amendment) Regulations 1996, (3]
No. 41 of 1996)]; - ' o
supplying certain medicinal products without a prescription. [Medicinal Prodd
(Prescription and Control of Supply) Regulations 2003 (S.L. No. 540 of 2003)
Regulation 5); c ‘ o 3
certain medicinal products can be supplied without a prescription, but such §
“products must be supplied in pharmacy in accordance with the Pharmacy Ad
1875 to 1977 and such supply must be effectéd or supervised by a pharmacist {
[Medicinal Products (Prescription and Control of Supply) Regulations 2003 (5§
No. 540 of 2003) Regulation 6); o o _
failing to display. required label information on a container or outer package of
dispensed medicinal product. [Medicinal Products {Prescription and Control
Supply) Regulations 2003 (S.L No. 540 of 2003) Regulation 91; 1
failing to provide certain ‘nformation on the packaging and/or on a leaflet of
a medicinal product. [Medical Preparations (Labelling and Package Leaflets)
Regulations 1993 (S.I. No. 71 of 1993) Regulations 3-9 as amended by Medic?]
Preparations (Labelling and Package Leaflets) (Amendment) Regulations 1994
(S.I. No. 440 of 1994) and Medica! Preparations (Labelling and Package Leafld
(Amendment) Regulations 1999 (S.1. No. 187 of 1999)]; R
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* supplying of medicinal products for use as such after the expiry date of the .
medicinal product in question. [Medicinal Products (Prescription and Control of
Supply) Regulations 2003 (S.1. No. 540 of 2003} Regulation 18]; :

» supplying medicinal products by way of mail order [Medmmal Products
(Prescription and Control of Supply) Regulations 2003 (S.I. No. 540 of 2003}
Regulation 19];

. supplymg certain homeopathrc med:cmal products and herbal substances B
in breach of the regulations. [Medicinal Products (Prescription and Control
of Supply) Regulations 2003 (S.I. No. 540 of 2003) Regulation 19, Medicinal :
Products (Licensing and Sale) Regulations 1998 (S.I. No. 142 of 1998) Regulation
8, Medical Preparations (Licensing, Advertisement and Sale) Regulations, 1984
to 1994 and Medical Preparations (Labellmg and Package Leaflets) Regulatlons
1993 and’ 1994]

» advertising through any medlum a rnedlcal preparatron that does not have a.
product authorisation or is a product that requires a prescription. [Medical~
Preparatlons (Advertlsmg) Regulatlons 1993 (S L. No. 76 of 1993) Regulatrons 4
and 5.1;

* placing dangerous products on the market The safety of 4 product is determmed
by taking into account the characteristics of the product including its '
composition and packaging [Medical Preparations (Advertrsement and Sale) '
Regulatmns 1958 (S. I No. 135 of 1958)]

The vast majority of these regulations have been 1ssued in order to brmg Irrsh law
into conformity with EU faws. The purpose of these EU laws is to remove différences
in member states’ laws regulating medicinal products so that the internal miarket in
pharmaceuticals may function more effectively. The safeguarding of human health
from medicines, genuine or otherw1se, is an indirect. benefit of these EU laws.. .
Directives 2004/27 and 2004/24 make changes to this regulatory system. However
the current regulatory system does not directly attack the dlfﬁculty of counterfeit
medrcmes from a patrent safety perspectlve . S
Irish and European Taws make many aspects of counterfert medrcmes 1llegal Th1s '
is achieved indirectly because counterfeit medicines bréach the licensing and
regulatory system for legitimate medicines. There is a need to tackle counterfeiting
head on with a range of civil and criminal sanctions for those who engage ina trade
that poses a 51gmﬁcant and ever—mcreasrng threat to global health :

Serbla

On which legal basis are the production and distribution of counterfeit medicines
prosecuted in Serbia? In Serbia too this issue is not well reguiated. Serbia is in .
the process of harmonising its legislation with EU legislation and regulations. The
Serbian Law for Medicines and Medical Devices will be amended and harmonised
with EU legislation in 2008/09. There are no articles in the current Law for
Medicines and Medical Devices which could be apphed to counterfeltmg of
medicines. ST . AT

There:is one article' in the Serbian Criminal Lar.v, Article.256, dealing with this
issue, It.says that whoever produces, distributes arid puts on the market harmful
products will be fined with a sentence of confinement from 3 months to 3 years. .
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United Kingdom

The Medicines and Healthcare pfo'ducts Regulatory Agency (MHRA) is the only
regulatory authority in Europe that has its own dedicated enforcement and
intelligence (E&I)} group responsible for criminal investigations.

MHRA is the only national competent authority (NCA) that has developed its owy
Medicines and Healthcare products Regulatory Agency’s (MHRA) Anti-Counterfejt
Strategy. This document clearly sets out the MHRA's approach to combating the |
availability of counterfeit medicines and devices in the UK for the coming years!, ]

The MHRA E&I is responsible for the national anti-counterfeiting strategy which
wa$ laiinehed in November 2007. It monitors medicines and medical devices sold @
or distributed in the UK and has power which enables it to prosecute those who

manufacture and distribute countexfeit medicines in the UK. It works closely wifhd
other law enforcement agencies such as the police, customs and trading standar -
authorities. ' e T : . - :

The E&I comprises of an intelligence, investigations, prosecutions and support |
unit of 42 staff members. The E&] is responsible for the investigation of breaches3
of the Medicines Act and associated legislation, including the MHRA response to
counterfeit medicines in the legal and illegal supply chain. E&I staff have statuto
powers to enter private and commercial premises in the furtherance of their
duties and to seize goods suspected of being used in breaches of the Medicines A
and associated legislation. The E&I carries out investigations in accordance with
relevant legislation and submits recommendations for prosecution to the solicitoj
of the Department of Work and Pensions.(DWP)., 1

Tnvestigations concerning counterfeiting of medicine are ustially complex, invok
networks-of companies and bank accounts, often overseas. The officials havea |
thorough knowledge as Fegards markets; different countries’ supply arrangement
proceduires and laws. They will often try to exploit perceived weaknesses in supp}
chain arrangements. The extent of this type of ¢riminal activity is serious and thd
types of cases are invariably referred to DWP solicitors recommending prosecuti

The E&I focuses mainly on the offences contained in the UK Medicines Act 1968
which carry a maximum of a two-year sentence and/or unlimited fine, Cases
involving counterfeit medicines are also pfosecuted using the Trademarks Act 1
carrying a maximum sentence of a 10- year imprisonment and-the Proceeds of 3
Crime Act 2002 with a maximum sentence of 14 years imprisonment. Consndera
will now be given to using the Fraud Act 2006 for these types of cases. Civil 3
injunctions have also been relied upon as appropriate.

3.1.7. Measures to combat counterfeit medicines

At national level, every country should therefore develop appropriate medicines
policy options, legislation and enforcement strategies in the light of itsown 1
situation and availability of institutional framework, professional and ﬁnapaal 4
resources. The policies should aim at involving the government, its agencies, the
pharmaceutical industry, medicine importers and distributors, the pharmaceutd
profession, non-governmental organisations, public interest groups and consuh
groups, etc. in an effort to prevent the supply of counterfeit medicines. Measur®
are often more effective when carried out by all concerned working togethet.
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More specifically, governments of each country should show political will and -
commitment for developing and implementing programimes to combat counterfeit
medicines. Political will and commitment should be demonstrated by: :

+ enacting new medicine laws or updating the existing ones to include provisions -
for prohibiting counterfeit medicines as demonstrated in the foregoing chapter;
o establishing institutions for the regulation of medicinies and clearly setting out
the powers, duties and responsibilities of the institution(s) in the medicine laws;
e training of staff, including enforcement officers, in medicine surveillance;

o making available necessary financial and other resources; "

e ensuring that the medicine laws are enforced; and '

« fostering internationat-cooperation in-the control of pharmaceuticals.and
entering into bilateral and multilateral agreements with other governments and
with international organisations such as the Council of Europe {conventions in
the criminal field), WHO, Interpol and the World Customs Organization (WCO).

Judicial procedures and policies should reflect the seriousness of the problem and
the offence. Courts should, without delay, dispose of cases involving counterfeit
medicines and impose appropriately severe sanctions on convicted offenders.

1n addition, courts should order the confiscation/forfeiture and destruction of
counterfeit medicines.

Combating counterfeiting of medicines is a shared responsibility to which

all interested parties have to contribute. Non-governmental organisations or
community-based organisations, such as consumer associations, should be
informed in a balanced way about the problem of counterfeiting and the possible

- presence of counterfeit medicines.in the national distribution chain without

causing undue anxiety. They should be provided with information and methods for
detection so that they are able to report cases to the national medicine regulatory
agencies.

The general public should be encouraged to support the fight against medicine
counterfeiting. Education and information campaigns directed at the general
public should be established and the public should be advised to buy medicines
from legitimate sources rather than from peddlers and hawkers or from market
places and streets or via doubtful sites on the internet. Consumers should also
be encouraged and advised to report to their prescribers or physicians any lack
of improvement in their health in spite of treatment or of any adverse reactions
experienced.

More privatisation and liberalisation of the world economy, more extensive opening
of borders to trade, and increased promotion and sale of medicines through the
Internet will all lead to the increased circulation of counterfeit medicines on
national and international markets. This means greater co-operation between
countries at sub-regional, regional and international levels will be needed to combat
counterfeit medicines in the future. Co-operation should include developing
common strategies, timely exchange of information and harmonisation of measures
to prevent the spread of counterfeit medicines. Co-operation would improve if all
countries adopt a cornmon definition of counterfeit medicines.
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At global level,a more effective response to the threat of counterfeit med;

be the development of an international convention to control trade in co
and substandard medicines. - . :

Cines
UNterf;

3.1.8 References Chapter 3.1

1 http‘ //wwwmhrag ov.uk/home/groups/ei/documents/websiteresources/
con2033156.pdf -
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