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The Committee of Experts on minimising public health risks posed by counterfeiting of medicines

and related crimes,co-or di nat ed by t he Coun Direttorateffor tlhelQuatity ct 6

Medicines & HealthCare (EDQM)*, was entrusted with a comprehensive programme of activities
dealing with training programmes, model approaches, management of specific knowledge, and
networking through Single Points of Contact (SPOCs)?. After the transfer of the pharmaceutical
activities to the EDQM, the Committee of Experts succeeds the former Ad hoc Group on
Counterfeit Medicines (Council of Europe Partial Agreement in the Social and Public Health Field).

At its 2" meeting on 28 and 29 October 2008, the Committee of Experts on minimising public

health risks posed by counterfeiting of medicines and related crimes inter alia

Aapproved the model approach dealing with
communication strategi es f or Drug Regul atory Authoriti

A in the frame of the membership of the Council of Europe at the WHO IMPACT General
Meetings,i nvi ted the WHO | MPACT wor ki ng paentlosedf
document on ACount er f ei tsk comniunicatiom stsategiesnfor Brug
Regul at or y fok possible endarsengest at the 3 General Meeting of WHO IMPACT,
Hammamet, Tunisia, on 3-5 December 2008.

General information

The mission of the European Directorate for the Quality of Medicines & HealthCare (EDQM) is to
contribute to the basic human right of access to good quality medicines and healthcare, and to
promote and protect human and animal health. It contributes effectively to combating the
counterfeiting of medicines and related crimes involving threats to public health by:

1 Establishing and providing official standards which apply to the manufacture and quality control
of medicines in all the signatory states of the Convention for the elaboration of a European
Pharmacopoeia and beyond, the European Pharmacopoeia, covering 2000 medicinal
substances,

1 Ensuring the application of these official standards to substances used for the production of
medicines,

1 Co-ordinating a network of approximately 100 Official Medicines Control Laboratories in 35
countries to collaborate and share expertise between Member States and effectively use limited
resources,

{1 Establishing ethical and quality standards for the collection, storage and use of blood
components relevant to blood transfusion and for organ transplantation, including tissues and
cells,

1 Collaborating with national and international organisations in efforts to eliminate illegal and
counterfeit medicinal and medical products,

1 Providing policies and model approaches for the safe use of medicines in Europe, including
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guidelines on pharmaceutical care.

L www.edgm.eu
% See Appendix [18]



1. Introduction

Ensuring healthcare of adequate quality is a prime task of all governments. The obligation to do
this is usually part of the national constitution or dependent specific legislation. It is therefore an
obligation for governments to maintain a safe system of healthcare. The Drug Regulatory
Authorities (DRA) are usually in charge of the licensing of medicines and inspection of the
production sites and distribution channels. Inspection procedures may need to be adjusted to take
into account the possibility that counterfeit medicines may enter the regular distribution chain.

Prevention is an important element in all healthcare systems. Prevention is always better than
cure. Pro-active information, e.g. campaigns, to influence the behaviour of people are particularly
useful in healthcare and this holds also true in the prevention of counterfeit medicines. Awareness
among several stakeholders on counterfeit medicines should be raised in general even if no
counterfeit medicines have been discovered on the legal pharmaceutical market.

In case of a suspected or verified counterfeit medicine, communication within the authorities and
with other stakeholders has to be effective in order to prevent health damage.

This document contains a model approach for a pro-active information strategy on counterfeit
medicines (item 2.) and a reactive communication strategy about incidences of counterfeit
medicines (item 3.).

For general information, please refer to References a-b.

The Committee of Experts on minimising public health risks posed by counterfeiting of medical
products and related crimes, co-ordinated by the Council of Europe European Directorate on the
Quiality of Medicines & HealthCare (EDQM) developed this model approach intended to facilitate
the writing and implementation of a procedure at national level by outlining basic principles and
providing examples.

This work takes account of the conclusions of the Seminar Counteract the Counterfeiters! Limiting
the risks of counterfeit medicines to public health in Europe by adequate measures and
mechanisms, organised by the former Council of Europe Ad hoc Group on Counterfeit Medicines,
in Strasbourg, France, on 21-23 September 2005° regarding the seminar programme item
« Public health »:

Inter alia, the seminar participants called for public health protection through

- raising awareness through positive communication avoiding scaring people,

- discouraging the public from purchasing medicines via illegal distribution channels,

- training of healthcare professionals to communicate the counterfeit medicines risk to patients,

- considering counterfeit and substandard medicines in the systems which are in place to survey
medi ci nes O6hemalfetet y on t

- enabling the traceability of a medicine to patient level in case of a medicine recall.

On the basis of the conclusions of the above seminar, a programme of activities was set up aiming
at the development and implementation of practical tools in the field of counterfeit medicines and
related crimes in the frame of the programme of activities of the Council of Europe and its EDQM.
Among the activities proposed was the development of the present pro-active information strategy
on counterfeit medicines and of a reactive communication strategy on incidences of counterfeit
medicines.

Thepro.acti ve information (6awareness raisingd)
cases of suspected or verified counterfeit medicines are closely related in that they are both meant

® http://www.coe.int/t/e/social_cohesion/soc-
sp/public_health/pharma_and_medicine/Presentation_Seminar_CountMed%20public.asp#TopOfPage

and



to give information on counterfeit medicines and the associated health risks. The differences
between both approaches are as follows: the communication protocol defining when, how and who
to inform of new cases of suspect or verified counterfeit medicines is intended to be used when a
counterfeit medicine has actually been detected on the market as follow-up and reaction to the
incidence. The pro-active information aims at making the general public, patients, professionals
and partners in the pharmaceutical distribution chain aware of the issue of counterfeit medicines in
a proactive way, contributing to the prevention of harm and of new cases in the long run.

This model approach deals with counterfeit medical products®. However, other medical products
such as medical devices, tissues and blood products are equally at risk of being counterfeit. The
tools in this model approach can also be used for the prevention of risks posed by other medical
products, although minor adjustments may be necessary to allow for different legal environments.

In most cases the Drug Regulatory Authority (DRA) is part of, or linked to the Ministry of Health
(MoH). The present model approach applies also to situations where the DRA shares
communication activities with or sources them out to the MoH.

2. Pro-active information strategy on counterfeit medicines
2.1 Stakeholders

There are several stakeholders in the public and private sectors and the general public sharing
concern of medication safety that have to be aware of the possibility of counterfeit medicines
appearing on the market. These stakeholders comprise the general public, patients and/or patient
organisations, healthcare professionals such as pharmacists, doctors and nurses, including
student s of t hese professions, t he medi ci ne
manufacturers and wholesalers, and the media, such as radio, television, the Internet and news
papers. The DRA are key stakeholders. The DRA is as well sender of information for internal and
external use as recipient of communication®.

2.2 Key messages

The DRA should therefore, as a first step, take the initiative to launch an information campaign
aimed at the general public on the ways and means of preventing damage to health caused by
counterfeit medicines. Alternatively, the DRA could participate in initiatives taken by other
stakeholders resulting in joint information campaigns. The goal of these campaigns should be to
prevent the public from buying medicines outside the regular distribution channels and to spot
cases of counterfeit medicines as soon as possible. The key messages of the information
campaign should be:

- Buy medicines from your pharmacy only (where legally permitted, this includes regulated internet
pharmacies).

- Report ineffective medicines and quality problems to your pharmacist.

Examples of such initiatives can be found in Appendices [1] to [8]. Appendices [9] to [13] focus
on counterfeit medicines over the Internet.

Other stakeholders than the above mentioned pharmacists should be informed to make sure that
they are aware of the message to the public and are prepared to answer questions that may come
up. Also, the role of these stakeholders in facilitating the detection of counterfeit medicines should
be highlighted®. Examples can be found in Appendices [1], [14] and [15].

* For the purpose of this document, the term medicines is used as a synonym for medical products.

®The DRA is encouraged to designate a dedicated reporting point for the general public to report about
suspect medicines and to publish information about the reporting point.

6 Reporting of adverse effects and quality defects according to national and supranational legislation are not
within the scope and focus of this document. Health professionals and stakeholders of the manufacturing
and distribution chain are called to adhere reporting requirements as applicable.
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Finally, the DRA should evaluate the effect of the information campaign and re-launch the
campaign, reinforcing the conveyed messages, when public awareness comes below a predefined
level.

3. Reactive communication strategy on incidences of counterfeit medicines

DRAs and other involved services of the MoH may have to face a situation where a suspected or
verified counterfeit medicine is found in the pharmaceutical distribution chain.

In order to improve the efficiency of communication in this case, it is highly recommended to DRAs
to establish a procedure for communication. Some DRAs have already prepared such a procedure.

3.1 Stakeholders

The below stakeholders (A-E) and processes related to the information flow are outlined in Chart,
following page.

Several stakeholders should be targeted in this procedure:

1. the DRAs themselves and other MoH-related services (A). This would encompass the
different services within the DRAs, such as the Single Point of Contact (SPOC), (see
Appendix [16], the medicines enforcement officers, the Official Medicines Control
Laboratory (OMCL) and the press and communication officers;

2. the general public including the patients (B);

3. the media (C) at large: such as general public press (e.g. newspaper, radio, television and
new information technologies media like Internet magazines), and professional press;

4. healthcare professionals (D) (e.g. pharmacists, physicians, nurses). Apart from individual
healthcare professionals, this category also encompasses their respective representative
bodies;

5. the distribution chain (E) from the manufacturer to the dispensing point (e.g. community
pharmacies, hospitals), including full-line and other wholesalers, as well as other retail shops
in case of an AOver The Countero (OTC) medici ne

It should be noted that pharmacists should be considered under both healthcare professionals (D)
and stakeholders of the distribution chain (E).

Based on this definition of stakeholders, several actions should be expected from these partners. A
specific strategy customised for the targeted stakeholders should be drawn up and implemented.
Customised communication for the different stakeholders should be based on a basic
communication from which key message(s) should be extracted and adapted to the needs for
information of the respective stakeholder.

3.2 Information flow

Information flow is described in the following Chart:
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An example of a press release can be found in Appendix [17]. Moreover, when the case of a
counterfeit medicine has been sentenced, it is of
deter people from counterfeiting medicines. (See Appendix [18]).

3.3 Responsibilities of stakeholders

When receiving information stakeholders are expected to react appropriately. In the table below
the follow-up actions are listed.

Who Actions expected of stakeholders as regards the
communication
A | DRAs and other MoH related Organise a taskforce on the case including all relevant
services experts

Organise information flow (two-way):
within the DRASs

at national level

at international level with other partners
Take decisions and communicate them

B | General public and patients Act responsibly, i.e. follow the advice of healthcare
professionals

C | Media Cooperate and relay message

D | Healthcare professionals Provide care (i.e. in case of adverse effect of the counterfeit

medicine) and relay information to the patients (and refer
them to reliable sources of information)

E | Manufacturers and distributors | Recall the product and replace them if needed. Part of the
recall process is the isolation of products which are
suspected of being counterfeit, as well as communication on
the recalls.
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5. Appendices
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Le medicament est ... Le médicament

contrepait ....
un produit actip

Pour 2tre efficace, c'est-a-dire traiter ou prévenir une maladie,
un médicament contient un ou plusieurs principes actifs.

De ce fait, il peut avoir des effets secondaires aussi appelés
effets indésirables, Ce n'est donc pas un produit anodin.

. échappe a tout contrdole

N'étant pas soumis aux controles des autorités
sanitaires et des professionnels de santé, son
efficacité et sa qualité ne peuvent Btre garanties.

sous controle

De sa fabrication jusqu'a sa délivrance dans les pharmacies,

le médicament est contrblé par les autorités de santé. Sa qualité
(composition, conditions de fabrication, de conservation et de
distribution] est ainsi garantie pour votre sécurité,

Un médicament contrefait peut présenter une
composition différente de celle du médicament
d'origine : absence, surdosage ou sous-dosage

en principe actif ou présence de substances
toxiques. Ainsi, le médicament peut &tre inactif
doncinefficace pour vous soigner. Il risque aussi

2 s = - s d'8tre toxique donc dangereux pour votre santé,
générafement prescrit par votre médecin

De nombreux médicaments, soumis a prescription obligataire,
nécessitent une ordonnance. Lors de la consultation, votre médecin
{ou tout autre prescripteur autorisé) prescrit le médicament adapté

avotre maladie, en prenant en compte les &léments de votre dossier
médical et les éventuelstraitements en cours,

peut circuler sur nterne

Un nombre important de sites Internet propose
l'achat de médicaments en ligne, Les messageries
desinternautes sont quotidiennement inond ées
de messages publicitaires (Spam) incitant
4 la consommation de médicaments et vous
orientent vers des sites illégaux.
Ayez 3 l'esprit, qu'a ce jour, la vente de médicaments par
correspondance {catalogue ou Internet) n'est pas autorisée en France
Sachez aussi que les médicaments envente sur Internet sont pour
beaucoup des produits contrefaits. Certains sont des copiesde
médicaments qui n'ont pas &t& autorisés en France par les autorités
de santé car:
> ilsn'ont pasfait la preuve que le hénéfice qu'ils apportent est
supérieur aux risques qu'ils générent,
» ils ne respectent pas les critéres de qualité qui garantissent leur
efficacité et leur innocuité (absence de caractére nocif).

dispensé par votre pharmacien

Qu'un médicament nécessite ounon une ordonnance,
il est toujours délivré par votre pharmacien, garant
de sa qualité. Vous bénéficiez ainsi des conseils d'un professionnel
dumédicament, qui vérifiera #galement qu'iln'y a pas
d'incom patibilité avec les autres médicaments que vous prenez,

1- Sage-kmme chirurgiendentise, pidicure-podolog vz, vitdrinaire Hans les limites prévues park gl mentation)
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t h: AfFar maci ver i

Farmaci veri, farmaci falsi

"Un farmace contraffatio & (...) un farmaco la cul etichettatura ¢ stata deliberatamente ¢ fraudolentermente preparata con
informazioni ingannevoli droa il contenuto o lorigine del prodotto. la contraffazione colpisce tanto i farmaci di marca
quanto quelll generici; un farmaco contraffatto puo contenere le sostanze attese, sostanze diverse da quelle attese, nessuna
sostanza attiva, quantita insufficient! di sostanza altiva o pud essere contenuto in una confezione contraffatta™,

a contraffazione & un vero e proprio crimine, e la sua
].agzavit& non & limitata al danno economice verse un
marchio commerciale, problema che per altri tipi di con-
traffazione & sicuramente il principale; quando la con-
traffazione colpisce un farmaco, diventa un problema
di salute pubblica.

LVassunzione di specialita medicinali, contenenti
sostanze inattive, si traduce in problemi molto seri
quali, ad esempio, le morti legate all'assunzione di falsi
vaccini che non proteggono dalla meningite, o all’as-
sunzione di falsi antibiotici che non debellano le infe-
zioni respiratorie, o addirittura causano shock aller-
gici. Inoltre, quando Voggetto di queste falsificazioni
sono farmaci salvavita, la semplice inefficacia del me-
dicinale contraffatto diventa potenziale causa di
eventi tragici.

Uinefficacia di un medicinale non & 'unico problema
della contraffazione. Uincoscienza di chi produce queste
preparazioni fa si che anche medicinali tutt'altro che cri-
tici, come uno sciroppo per la tosse, possano diventars
pericolosissimi, a causa del possibile utilizzo di sostanze
tossiche al posto del prindipio attivo, come & purtroppe
accaduto qualche anno fa',

Si tratta di un problema che sta assumendo dimen-
sioni mondiali & ¢id viene documentato da recenti dati
divulgati dagli organismi di controlle internazionale.

L'Organizzazione Mondiale della Sa-
nita (OMS) stima al 6% la quantita di me-

illegali, o attraverso Vacquisto via internet. Infatti &
bene ribadire che non ¢i sono garanzie sui medicinali ac-
quistati on-line su siti esteri, tanto pil che nel nostro
paese la vendita di medicinali via internet & espressa-
mente vietata, Non ¢é ovviamente modo di certificare
gli anabolizzanti (o presunti tali) che alcune palestre
diffondona in segreto, fuori da ogni controllo medico o
farmaceutico. Per queste attivitd, l'impegno delle nostre
forze giudiziarie & comunque rilevante: il solo Comando
Carabinieri per la Tutela della Salute, nel pericdo
2000/2006, ha sequestrato oltre un milione di fiale ille-
gali provenienti dalle reti non controllate, contenenti

farmacdi di qualita non conforme agli standard.
LAgenzia Italiana del Farmaco {AIFA) sta dedicando
una particolare attenzione alla lotta internazionale alla
contraffazione, Nell'ultimo triennio & stata rafforzata la
cooperazione con enti internazionali come il Consiglio
d'Europa (I'Italia detiene la vicepresidenza del gruppo
ad hoc sulla contraffazione di medicinali), e 'OMS, col
quale ha organizzato la conferenza “Combating coun-
terfeit drugs: building effective international collabora-
tion". Levento ha visto coinvolt i rappresentanti di tut-
i gli enti interessati al processo (organizzazioni inter-
nazionali, agenzie farmaceutiche, industrie, distributo-
ri, pazienti @ professionisti sanitari), riuniti per trova-
e una piattaforma comune per la lotta a questa mo-
derna “epidemia”, Durante il convegno in-

e L1 T1azi0Na1 & stata concordata l'adozione

et P s e mon s i . LOTRANIZZA- R eontrttsine
un problema circoscritto alle vendite di zione Mondiale dei farmaci. Una delle iniziative intrapre-
Lan:addn:i paesi laitn viadlsvi;‘ug‘pl:; al c:‘r:- della Sanita se ?atpxevis.to l'ilzti(tuti;n‘: d;kun? cu:kf:lr-
ario rivelato essere anche ce internazonale (so ezione del-
nelle reti dei paesi occidentali, che fino ad stima al 6% 'OMS) denominata IMPACT - International
0ggi erano ritenute pressoché immuni dal la quantita di Medical Products Anti-Counterfeiting Ta-
pxgbl?ma. Lo dimostrano i recenti seque- medicinali falsi skforce’ 2 dlCl‘ll fanno ?ar_te orgapim-
stri di statine contraffatte nelle farmadie presen ti zicni, istituzioni, agenzie, industrie far-
del Reqno Unito?. maceutiche, associazioni di categoria che,
In Italia, il fenomeno sembraessersli-  sul mercato a vario titolo, operano nel settore farma-
mitato alle tipologie di farmaco che arri- mondiale 2" ceutico. Gli scopi di questo organismo

vano ai pazienti attraverso reti parallele e

informale di cooperazione internazionale

*Definizione di “farmaca contratlatto™ del Urganizzazione Mandiale defla Samita

Agreozia Rallana del Farmaco

f ar mac
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sono quelli di condividere esperienze,

——  oratori e le forze di polizia interessate.

i;’i::itiﬁcare ptobl:zr;\i, .concz:lim solu- 66 L'istituzione :eh;l:ivitt:iuv:z;oneudi un L;;::;in::.m u?I.FA
, coordinare azioni comuni per con- attivita anti-contr one', cuf in-
trastare il fenomeno della contraffazione formale del dirizzarsi in caso di sospetti, rende ancora
dei farmaci e dei prodotti farmaceutici, Gruppo pill lineare la procedura di gestione ita-

Lltalia & membro effettivo di IMPACT fin
dalla fondazione, avvenuta nel luglio

di lavoro (...)

liana della problematica e pone il single
point of contact come un modello da se-

2006 a Roma. Oggi l= attivita italiane nel rappresenta guire e un buon esempio di fattiva collabe-
thufzp';:;no fodeqcalizzah mtev:s“ozmttutto sul-  la realizzazione ;’azione“con tlutti gli atti::iizi:o;nvolﬁ. A
one i i gatori, per i reve, il tavolo tecnico 13 un con-

quali VATFA sta sviluppando un manuale diun progetto fronto con le altre istituzioni pubbliche e
di casi esemplari e riferimenti, che verra  gfid delineato private del settore: industrie e distribu-
pubblicato in cooperazione con il Consi-  qa[ Consiglio tori, dogane e investigatori di altre forze
glio d'Europa. d'E l,g, (come Guardia di Finanza e Polizia) che
A livello nazionale, la mancanza di uropa verranno chiamati a cooperare af diversi

coordinamento tra i vari attori ceinvolti,

cosi come la differenza tra le normative

in paesi anche confinanti, rappresenta senz'altro un
ostacolo da abbattere per poter efficacemente combat-
tere il fenomeno. A tale scopo, 'AIFA ha di recente for-
malizzato la costituzione del tavolo tecnico sulla con-
traffazione dei medicinali - che riunisce la stessa
Agenzia, U'Istituto Superiore di Sanita, it Ministero della
Salute e i Carabinieri per la Tutela della Salute, un re-
parto specifico dellArma impegnato sul versante del
crimine sanitario.

Il tavolo tecnico, istituito ufficialmente dall’AIFA nel
maggio 2007 dopo circa due anni di attivita informale,
rappresenta un punto d'incontro tra chi gestisce i pro-
cessi autorizzativi e di controllo sui farmad, chi fornisce
il supporto analitico e tecnico e chi sul territorio va alla
ricerca delle possibili contraffaziont, per rafforzare an-
cora di pit il controllo, gia alto, sulla nostra solida ca-
tena di distribuzione farmaceutica (gia efficacemente
protetta con il sistema della tracciatura del farmaco at-
traverso i bollini, che rende difficilissima U'entrata di
prodotti sospetti nelle nostre farmacie).

Listituzione formale del gruppo di lavore, che pren-
dera il nome di IMPACT-Italia, rappresenta anche la rea-
lizzazione di un progetto gia delineato dal Consiglic
d'Europa* e si configura come un punte di contatto unico
(single point of contact) cui rivolgersi per le questioni
inerenti la contraffazione di medicinali, che si possa ra-
pidamente interfacciare con i propri omologhi esteri per
agire tempestivamente sui casi sospetti, attivando i la-

progetti, per creare insieme una rete effi-

cace di monitoraggio del fenomeno, in
grado di intervenire tempestivamente quando si verifi-
chino situazioni sospette.

Tra i risultati gia consequiti dal tavolo tecnico ita-
liano ci sono progett che riguardano la formazione degli
investigatori, e numerose iniziative di studio e informa-
zione. Va segnalato un programma di campionamento
sui siti internet sospetti, che vendono a prezzi concor-
renziali alcuni farmaci per { quali la presenza di contraf-
fatti in altri Paesi & supportata da una vasta casistica.
L'obiettivo dello studio, realizzato con VOMS, & che vede
il coinvolgimento di altre strutture estemne, & raccogliere
dati per effettvare poi un'azione informativa sul pub-
blico e persupportare in maniera rigorosa una campagna
di informazione sui rischi reali cui va incontro chi s af-
fida a fonti non controllate per acquistare prodotti me-
dicinali,

Bibillografia_

1. www.who.int/medicines/services/counterfeit/an/
(ultiono accesso verificato il 18/06/2007).

2. www.safamedicines.org/europe/Index. php
(ultimo accesso veriticato Il 18/06/2007),

1. waww.agenziafarmaco.it/ aifa/serviet/section ktmi?section
codesAIFA_PRIMO_PIANO&entity id«111,119918,114060
6191987 &targets (ultimo accesso verificato il 18/06/2007),

4. www.coe.int/ (ultimo accesso vorificato il 18/06/2007).

*Contatti: d.digiorgioiaita. govit

Agenzia Italiana del Farmaco
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Contrafacgiio e venda de medicamentos pela Intemet pagina 1 van 1

Nota Informativa de 13/04/2006

Para: Divulgagdo geral

Contacto no INFARMED: Centro de Informagdo do Medicamento e dos Produtos de Salde (CIML);
E-maii. cimi@infarmed.pt

Telef: 800 222 444 (linha verde)

A Comissio Europela divulgou recentements um alerts relativo a falsificacdes da substincia activa rimonabant, que estio a
ser vendidas em diversos sites da [nternet.

A substancla activa imonabant destina-se a tratar a cbesidada e factores de risco que Ihe estdo associados, bam como a
cessacdo tabagica. A autonizagdo do madicamento estd ainda pendente da demonstragdo de qualidade, ssguranga = sficacia
no &mbito da Agéncia Europela de Medicamentos, a EMEA. Doentes que adquiram caplas n3e licencladas e falsificadas ou
copias |licitas de rimonabant podem estar a colocar a sua salde em risco.

A venda de madicameantos contrafeitos através da Intemet, @ através de outros maios, tem vinda & aumentar nos witimos
anos, merecendo uma especial atencde por parte das autoridades reguladoras a dos profissionals de sadde em todo o
mundo,

De acordo com Informagdes recolhidas recentemente junto dos Estados membros da Unidoe Europeia (UE), 170
medicamentos foram (dentificados como alvo de contrafaccdo através de canais |legals de distribuig8o, nos Gltimas 5 anos.
O maio mais utilizado tem sido 3 Intemet. Entre os casos identificados encontram-sa os medicamentos "lifestyle”, as
hormonas da crescimento utilizadas na musculagio & sedativos. Copias ndo autonzadas ou falsificagdes de medicamentos
licanciagdos para o tratamento da disfuncdo eréctil e para infecgdes virais (como ¢ caso da Tamiflu) também estis
prasentes nas listas dos falsificadores. Entre os produtos contrafeitos podem ainda encontrar-se alguns que ndo contém
qualquer substancia activa do medicamento em causa ou até com a substéncia activa errada.

Em Portugal, os medicamentos apenas podem ser comerciallzados nas farmacias e nos locais de venda de medicamentos
ndo sujsitos a receita meédica autonizados pelo INFARMED.

Importa referir que, em matéria de comprovagiio da qualidade de medicamentos, o nosso Pais & parte intagranta do
sistermna europeu da qualidede de medicamentos. Em Portugal, essa garantia é assegurada pelo INFARMED, enguanto
autoridade requladors, ao nivel do servico prestado pelos fabricantes, distribudores, farmécias, servigos de salde @
profissionais da salide.

O INFARMED colzbora com a Agéncia de Seguranga Alimentar = Actividades Econdmicas em Inspecges regulares aos locais
fora do circulto normal de distnbuiclo e dispenss de medicameantos & gue possam llegalmenta tantar comercializar
produtos o conformes. Qualquer situacdo suspeita & da imeadiato comunicada as autoridades competentes, para
investigacdo e actuagdo.

O INFARMED divulga também informacas sobre medicamentos aos cidadBos em geral e aos profissionais de salde em
particular, a quem cabe igualmente informar e aconselhar os cidaddos, nomeaadament= na consulta médica e na dispensa
de madicamentcs por parte do farmacéutico. A informagiio € divulgada através da diversos maios, nomeaadamente
publicagfies regulares e a sua pdgina na Intemet, e reunides e sessdes de informacio,

No que concerns & comra de medicamentos peta [ntamaet, o INFARMED tem repetidamante refendo que os cidadacs
apenas devermn adquirlr medicamentos em estabelecimentos autonzados para esse efeito. A compra de medicamentos
atraves da Intemet comporta rnscos, por ndo estarem sujeltos ac narmal controfo de ssquranga, qualidade e eficacia bem
como & Intervencdo do médico e do farmacéutico. Esta aquisigo é desaconselhada pelas autondades de salide e do
madicameanto a nivel mundial,

Os Estados membros da UE cooperam no combate 3 contrafacsdo de medicamentos. Pars uma maior protecgdo dos
utantes e da industria contra as actividades de contrafacclo cnminal, as agéncias do medicamento da UE, a Comissio
Europeia & a Agéncia Europeia de Medicamantos encontram-se a analisar a situaclo, trabalhando com parceiros
intemacionals, designadamente a Organiza¢do Mundial de Salde e ¢ Conselhe da Europa, na definigio de mecanismos e de
acghes, e formas de cooperagdc internacional necessanias 3 salvaguarda da sadde plblica neste dominio,

O INFARMED recomenda;

N30 adquira medicamentos atraves da Intermnet. O nsco associado a utilizacdo dequeles medicamentos € muito elevado. A
venda pala Intemet ndo possibilita aos utentes o acesso a medicamantos sujeitos a controlos rigorosos, com seguran;a,
qualidade e eficicia demonstradas, tal como sucade no circuita normal do medicamento,
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Guideline on medicines and the Internet

The Internet is gaining in significance as a source of information about medicines and a channel
for ordering them. Offers on the Internet for the purchase of medicines and the information
relating to illness that can be found there can nevertheless constitute risks. In issuing this
guideline, Swissmedic is therefore providing informaticon regarding these risks and the legal
background, as well as offering tips for obtaining information and ordering medicines from the
Internet.

Swissmedic strongly recommends that for questions relating to health, you should consult
qualified specialists such as your doctor or pharmacist. These persons are best placed to assess
your personal state of health and to recommend the appropriate treatment, Personal contact is
not only a better way of assessing a patient's condition but also means that examinations can be
carried out, which is not possible on the Internet.

Legal mail order within Switzerland

The sale of medicines via the Internet represents a special case in terms of mail order business,
Basically, obtaining medicines by mail order is prohibited in Switzerland. The competent
Cantonal authorities may, however, grant exceptional authorisations to appropriate suppliers,
under specific conditions' To obtain medicines by mail order nevertheless requires a medical
prescription for each order. This also applies to medicines that are otherwise sold without a
prescription, In this way, it is possible to guarantee that specialist advice has been obtained
before the corder is placed.

Ordering medicines within Switzerland has an advantage: it means that the medicines come
from official distribution channels authorised by Swissmedic. To date, the authorities - in
collaboration with the pharmaceutical companies, wholesalers and pharmacists - have been able
to prevent counterfeit medicines from being distributed in Switzerland.

Obtaining medicines from abroad over the internet

The purchase of medicines advertised on the Internet can be dangerous for your health.
Globally, hundreds of counterfeit, bad quality and ineffective medicines or prescription-only
medicines available without prescriptions are offered on the Internet. The range of medicines
available worldwide, to treat every possible type of illness, is immense.

The legislative authorities have nevertheless made it possible to obtain medicines abroad
legally, An individual may import medicines corresponding to one month's supply for his or her
personal use but not on behalf of third parties’. The calculation of one month's supply is in
accordance with the manufacturer's indications for the medicine in question. For medicines
containing narcotics such as hypnotics (sleeping pills), tranquillisers or strong analgesics
(painkillers), a prescription issued by a Swiss physician must accompany the order dispatched.

' Legal basis: Art. 27 of the Swiss Law on Therapeutic Products (HMG; SR 812.21).

4 Legal basis: Art. 20, para. 2, letter a) of the Swiss Law on Therapeutic Products (HMG; SR 812.21) and Ant,
36, para. 1 of the Ordinance on Establishment Licenses (AMBV; SR 812212.1)

The exemption provisions were initially intended for tourists having obtained medicines legally in their home
countnes. Forthat reason, the permitted quantity was established as one month's supply.
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Costs relating to the import of medicine from abroad

When comparing costs, is essential to take into account the following elements in addition to
the cost of the medicine. In addition to the dispatch costs, Value Added Tax (VAT) is normally
levied on goods imported into Switzerland, In addition, a processing fee is charged for imported
goods.

Other factors are also involved, but are frequently underestimated:

e Medicines available on the Internet are at times more expensive than those available
from Swiss pharmacies

e Itis impossible to claim reimbursement from your medical insurance scheme
¢ Maedicines obtained via the Internet cannot usually be returned

* The transport of medicines is at the recipient's risk

e [f the order is not received, the buyer alone bears the risk

« If imported illegally, the medicines may be confiscated and a fee levied for administrative
costs (see following page).

Risks
- Health risk: the greatest risk when obtaining medicines from the Internet concerns your
health. Without advice from a physician or pharmacist, self-diagnosis and self-medication can
constitute a risk, It is not impossible that your illness could become worse if it is treated with the
wrong medicines or those that are not effective. The principle of "even if it doesn‘t help, it can't
do any harm* is only valid to a highly limited extent when it comes to your health, The
interaction of a medicine with another that you are taking can lead to severe side effects or
even result in death.

- Quality of the medicine: The guality and composition of medicines obtained from the
Internet cannot be guaranteed, Falsified potency drugs, "natural, purely herbal medicines*
containing only chemical active substances or toxic impurities, and medicines without an active
substance of any kind are all encountered frequently. Even for a medicine actually containing
the stated active substance, inappropriate storage or transport may have a negative effect on it.

- Untested treatments / medicines: The number of miracle cures offered on the Internet is
massive: to lose weight, to build up muscles, to strengthen the immune system and even to fight
cancer. For reasons of health protection, Swissmedic strongly advises against the use of
treatments other than those commonly used in Switzerland or medicines that have been tested.

The offers in question often fail to deliver what they promise. "Slimming cures® frequently
contain only diuretics that only seem to reduce your weight, Taking anabolic steroids to build
up muscles can lead to health risks such as liver damage, an increased risk of heart attacks, and
for men shrunken testicles, sperm production problems or even feminisation with the growth of
breasts, or for women masculinisation (lower voice, body hair, disrupted monthly cycle, etc.).

- Internet providers: |t is important to realise that a provider of medicines on the Internet
above all wants to sell the products. Offers by international providers on their websites are
often misleading:

2008
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e Even if they state that the company and the dispatch of their preducts are legal, this is
not necessarily the case,

* Creating an online prescription based on the information provided by the person making
the order does not make it legal to obtain the medicines from the Internet, nor does it
offer security.

« Although Internet pharmaceuticals suppliers often claim that they are located in Great
Britain, Canada or the USA, the medicines may come from, for example, India, China,
Thailand, or from various different sources that are difficult to control in small, tropical
states,

The check list for patient information provided later in this guidline can also be of assistance to
you when assessing an Internet pharmaceuticals supplier.

Legal measures in the case of illegal import

If imported medicines are dispatched in quantities that exceed one month’s supply, importation
is forbidden and the goods are seized by customs.

Non-declared goods are also usually detected thanks to experienced postal and customs staff.
The Swiss Customs Service and Swissmedic collaborate closely regarding illegal imports.

Upon the seizure of goods by customs, Swissmedic initiates an administrative procedure’ that
results in the loss (usually destruction) of the medicine. Although only the costs for the work
carried out are charged, these costs are, in our experience, at least CHF 30C.- and must be borne
by the person who placed the order in Switzerland',

In case of repeated offences or the importation of medicines that represent a threat to health,
criminal proceedings against the person placing the order are also possible. The importation of
medicines with the intention of reselling them is in particular vigorously pursued by Swissmedic,
since trading with medicines is subject to stringent requirements (notably the need for a
licence).

Medical information on the Internet

The persons who are best placed to provide you with information that is appropriate to your
personal situation are those with medical qualifications. Given patients' increasing need to
obtain additional information from the Internet, Swissmedic wishes to provide the following
recommendations.

The Internet can certainly be helpful, but it does not replace consulting a person qualified in
medicine, Discuss the information you have found on the Internet with your physician,
pharmacist or druggist,

For reliable information on a medicine, the patient information and the specialised information
provided for physicians on medicines that are authorised in Switzerland can be found at
http/Awvww.documed.ch or http:/ch.oddb.org. This information has been officially reviewed and
is accurate. The specialised information nevertheless requires expert medical knowledge. We
therefore advise you to discuss any queries with a person qualified in medicine.

v Legal basis: Art. 66, para. 1 ofthe Law on Therapeutic Preducts (HMG; SR 812.21)

4 Legal basis: Art. 2, para 1 and Art. 3 in relation to letter V of the relation to Letter V of the Annex to the
Ordinance on fees for therapeutic products (HGebV, SR 812.214.5)
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